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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt lificati for G Sex Rout
Date Qualification Regulatory roup oute])
Purposes
o dlick or sean ;  |5021-09- Non 12-17 Abortion spontaneous (n/a - Recovered/Resolved With Sequelae - Other Medically Important Condition), Fatigue (n/a - TOZINAMERAN [TOZINAMERAN] (S- COVID-19
g1 Healthcare Non EEA Female |Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a - Unknown - Other Medically . ol .
IS EU-EC- 27 Professional Years I Conditi immunisation - Not applicable - [1d - n/a - n/a])
iy 10010142469/ 3 2 rofession: mportant Condition)
—
cia'
-Q; click or scan | g COVID-19 MRNA VACCINE MODERNA (CX-
g 2 2021-04- | Healthcare Non EEA 12-17 Female Abortion spontaneous (7d - Recovered/Resolved - Other Medically Important Condition), Product administered to patient of |024414) [COVID-19 MRNA VACCINE MODERNA
- EU-EC- T 28 Professional Years inappropriate age (1d - Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation -
3 10008468686 Unknown - [n/a - 1{DF} - Intramuscular])
[2]
=
§ click or scan C COVID-19 VACCINE ASTRAZENECA (CHADOX1
-‘é 3 2021-11- | Healthcare Non EEA Not Femal Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Exposure during pregnancy (n/a - [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: EU-EC- ; 12 Professional © Specified ¢ |Unknown - Other Medically Important Condition), Menstrual disorder (n/a - Not Recovered/Not Resolved - ) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
g 10010635670 - Not applicable - [1d - n/a - Intramuscular])
% click or scan |° COVID-19 VACCINE ASTRAZENECA (CHADOX1
= 2021-11-|Healthcare 18-64 . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
,g 4 EUEC |: 2 Professional Non EEA Vears Female [Abortion spontaneous (n/a - Unknown - Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
%’ 10010635396 n/a - Intramuscular])
g
@ click or scan | Non
5 5 2021-11- Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved With Sequelae - Other Medically Important Condition), Maternal exposure |COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
3 EU-EC- 12 . Years during pregnancy (n/a - Recovered/Resolved With Sequelae - Other Medically Important Condition) - n/a - n/a])
% 10010635248 Professional
o
I click or scan C Non
o 6 2021-11- Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a- |COMIRNATY [TOZINAMERAN] (S- COVID-19
% EU-EC- : 12 Professional Years Unknown - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
10010634926/ &
g
%_;) click or scan |; COVID-19 VACCINE ASTRAZENECA (CHADOX1
> 4 2021-11-|Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Exposure during pregnancy (n/a - Unknown [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
] EU-EC- : 12 Professional Years - Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
% 10010634787 n/a - Intramuscular])
g Abortion spontaneous (n/a - Unknown - Disabling, Other Medically Important Condition), Anaemia (n/a - Unknown -
E click or scan : Disabling, Other Medically Important Condition), Exposure during pregnancy (n/a - Unknown - Other Medically Important COVID-19 VACCINE ASTRAZENECA (CHADOX1
£l g 2021-11-|Healthcare Non EEA 18-64 Female Condition), Haemorrhage (n/a - Unknown - Disabling, Other Medically Important Condition), Head discomfort (n/a - Unknown NCOV-19) [COVID-19 VACCINE ASTRAZENECA
B EU-EC- : 12 Professional Years - Disabling, Other Medically Important Condition), Headache (n/a - Not Recovered/Not Resolved - Disabling, Other Medically |(CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
=3
£ 10010634477 Important Condition), Heavy menstrual bleeding (n/a - Not Recovered/Not Resolved - Disabling, Other Medically Important  |n/a - Intramuscular])
o Condition), Thrombosis (/a - Unknown - Disabling, Other Medically Important Condition)
3
% click or scan L N
on
ju 2021-11- Not : _ _ ; COMIRNATY [TOZINAMERAN] (S- COVID-19
. Abortion spontaneous (n/a - Fatal - Results in Death . A )
o9 10(5%-61;:;2;; o 12 Eﬁiﬁfgﬂ Non EEA Specified Female ( ) immunisation - Not applicable - [n/a - n/a - n/a])
dlick or sean Non Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Exposure during pregnancy (n/a - Unknown |VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
2021-11- 18-64 220T1ON SDOTANCOUS y mp p & pregancy
10 EU-EC- 12 Healthcare Non EEA Vears Female |- Other Medically Important Condition), Fatigue (n/a - Recovered/Resolved - ), Headache (n/a - Recovered/Resolved - ), (CHADOX1 NCOV-19)] (S- n/a - Unknown - [1d - n/a
10010633312 Professional Myalgia (n/a - Recovered/Resolved - ), Pyrexia (0d - Recovered/Resolved - ), Vaccination site pain (n/a - Recovered/Resolved - )|- Intramuscular])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010142469&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008468686&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010635670&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010635396&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010635248&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010634926&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010634787&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010634477&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010633387&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010633312&_xpt=1&_xf=pdf
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umber ccelp Qualification or Group ex Route])
Date Regulatory
Purposes
. Abortion spontaneous (n/a - Recovering/Resolving - Caused/Prolonged Hospitalisation, Disabling, Congenital Anomaly,
glick or scan ; Other Medically Important Condition), Abortion spontaneous (n/a - Unknown - Caused/Prolonged Hospitalisation, Disabling, COVID-19 VACCINE ASTRAZENECA (CHADOXI
o aat [2021-11-|Healthcare Not Not . . v ) e NCOV-19) [COVID-19 VACCINE ASTRAZENECA
11 i . Non EEA . .. |Congenital Anomaly, Other Medically Important Condition), Fatigue (n/a - Unknown - Caused/Prolonged Hospitalisation,
IS EU-EC- ; 12 Professional Specified Specified Disabline. Coneenital Anomaly. Other Medically I Condition). P o/ - Unkn CausedProl (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
41 |10010633302 : sabling, Congenital Anomaly, Other Medically Important Condition), Pregnancy (n/a - Unknown - rolonged 1/a - Intramuseular])
i Hospitalisation, Disabling, Congenital Anomaly, Other Medically Important Condition)
? COVID-19 VACCINE ASTRAZENECA (CHADOX1
& click or scan . ) . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
a - 1 [2021-11-|Healthcare N Not Not ?l/bortu;ﬁqslgontaae}(;us (n/éa.i - Il\llot Recoveredl(goz]i Resolved- Other Medlcz?lly ginportant nC/ondltm, Abor(t)lt(})ln spolgalfleous (CHADOX1 NCOV-19)] (S - COVID-19 immunisation
3 12 EU-EC- : 12 Professional Non EE Specified Specifi ed( a- U ((j)omdl- Other Medically Important Condition), Exposure to vaccinated person (n/a - Unknown - Other Medically - Not applicable - [n/a - n/a - Intramuscular]),
i 10010633299 Important Condition) [TOZINAMERAN] (S - COVID-19 immunisation -
g_ Not applicable - [n/a - n/a - Intramuscular])
-"é COVID-19 VACCINE ASTRAZENECA (CHADOX1
3 lick or scan - Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Abortion spontaneous NCOV-19) [COVID-19 VACCINE ASTRAZENECA
2021-11- | Healthcare Not Not - e 3 - (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
13 : Non EEA . .. |(n/a - Unknown - Other Medically Important Condition), Exposure to vaccinated person (n/a - Unknown - Other Medically .
EU-EC- 12 Professional Specified SpemﬁedI ortant Condition) - Not applicable - [n/a - n/a - Intramuscular]),
% 10010633299 p [TOZINAMERAN] (S - COVID-19 immunisation -
= Not applicable - [n/a - n/a - Intramuscular])
= < . RAZENECA (CHADO
(& dlick or scan Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition), Exposure during pregnancy (n/a COVID-19 VACCINE AST NECA ( X1
S 2021-11-|Healthcare 18-64  [Not - - . ’ . X NCOV-19) [COVID-19 VACCINE ASTRAZENECA
S| 14 3 : Non EEA .~ |- Unknown - Other Medically Important Condition), Heavy menstrual bleeding (n/a - Recovering/Resolving - Other Medically CHADO
o EU-EC- 12 Professional Years \Specifiedy o ortant Condition), Menstruation delayed (n/a - Recovering/Resolving - Other Medically Important Condition) ( X1 NCOV-19)] (8- n/a - Unknown - [n/a -
g 10010633083 mp g Y s ¥ fmp 1/a - Intramuscular])
5
ﬁ click or scan | 3 COVID-19 VACCINE ASTRAZENECA (CHADOX1
g 15 2021-11-|Healthcare Non EEA Not Female Abortion spontaneous (n/a - Unknown - Congenital Anomaly), Foetal exposure during pregnancy (n/a - Unknown - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
= EU-ECG- |3 12 Professional Specified Congenital Anomaly), Stillbirth (n/a - Fatal - Results in Death, Congenital Anomaly) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
& 10010632869 i - Not applicable - [0mo - n/a - Intramuscular
[}
= .
% lick or scan 3 Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Exposure during pregnancy (n/a - Unknown COVID-19 VA AST CCINE CAR( ZENE X1
3| 16 2021-11-Healthcare o ppa 1864 g 1o [ZOther Medically Important Condition), Heavy menstrual bleeding (6d - Recovering/Resolving - Other Medically Important INCOV-19) [COVID-19 VAS AST CA
o EU-EC- |& 12 Professional Years Condition) y imp » Heavy 2 = y imp (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
%_?) 10010632868 n/a - Intramuscular])
>
©
< click or scan |3 COVID-19 VACCINE ASTRAZENECA (CHADOX1
% 17 i1 (2021-11- | Healthcare Non EEA Not Not Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Exposure during pregnancy (n/a - [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
g EU-EC- 12 Professional Specified Specified Unknown - Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
E 10010632743 n/a - Intramuscular])
E_ click or scan . COVID-19 VACCINE ASTRAZENECA (CHADOX1
EIRT 2021-11-|Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Exposure during NCOV-19) [COVID-19 VACCINE ASTRAZENECA
o EU-EC- ; 12 Professional Years pregnancy (n/a - Unknown - Other Medically Important Condition), Myalgia (n/a - Not Recovered/Not Resolved - ) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
2 10010631798 n/a - Intramuscular])
gol
g lick or scan | 5 Non SPIKEVAX [COVID-19 MRNA VACCINE
2021-11- 18-64 Abortion spontaneous (n/a - Recovered/Resolved With Sequelae - Disabling), Maternal exposure timing unspecified (n/a -
19 i Healthcare EEA Female " o MODERNA (CX-024414)] (S-n/a-n/a- [n/a-n/a-
EU-EC- 12 . Years Recovered/Resolved With Sequelae - Disabling)
Professional Intramuscular])
10010630251
glick or scan ; Abortion spontaneous (n/a - Unknown - Caused/Prolonged Hospitalisation), Exposure during pregnancy (n/a - Unknown - COVID-19 VA AST NECA ( Xl
2021-11-|Healthcare Not T . . " T NCOV-19) [COVID-19 VACCINE ASTRAZENECA
20 . Non EEA .. |Female |Caused/Prolonged Hospitalisation), Vaginal haemorrhage (n/a - Recovering/Resolving - Caused/Prolonged Hospitalisation), CHADO
BU-EC | ¢ |12 Professional Specified Vaginal haemorrhage (n/a - Unknown - Caused/Prolonged Hospitalisation) ( X1 NCOV-19)] (S - n/a - Unknown - [n/a -
10010626626 n/a - Intramuscular])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010633302&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010633299&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010633299&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010633083&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010632869&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010632868&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010632743&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010631798&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010630251&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010626626&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp! Qualification or Group ex Route])
Date Regulatory
Purposes
click or scan C Non
b o (2021-11- Not Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Infertility female (n/a - Unknown - Other |TOZINAMERAN [TOZINAMERAN] (S- COVID-19
a1 21 BU-EC : o NS Healthcare ~ |Non EEA ified Female Medi - . P .
S -EC- : Specifi edically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
) b A Professional
< 10010626513
3
-Q; click or scan |7 Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
g 2 2021-11- Healthcare Non EEA Not Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Exposure during pregnancy (n/a - Unknown [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
- EU-EC- |: 12 Professional Specified - Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
3 10010625749 n/a - Intramuscular])
£
§- click or scan MRN, CCINE
= ! =¥ |2021-11-|Healthcare 18-64 Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Maternal exposure SPIKEVAX[COVID-19 A VA
Q| 23 : EEA Female - ) o MODERNA (CX-024414)] (S- COVID-19
: EU-EC- ; 11 Professional Years during pregnancy (n/a - Recovered/Resolved - Other Medically Important Condition) . o .
] immunisation - Not applicable - [n/a - 1{DF} - n/a])
10010624084
3 .
E lick or scan - Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Abortion spontaneous (n/a - COVID-19 VA AST CA( Xl
= a1 2021-11-|Healthcare Not - - ) - . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
2| 24 : Non EEA .. |Female [Recovering/Resolving- Other Medically Important Condition), Abortion spontaneous (n/a - Unknown - Other Medically CHADO Unl
3 EU-EC |2 |1 Professional Specified Important Condition), Exposure during pregnancy (n/a - Unknown - Other Medically Important Condition) ( X1 NCOV-19)] (- n/a - own - [/a -
5 10010623627 > n/a - Intramuscular])
>
m
@ click or scan | COVID-19 VACCINE ASTRAZENECA (CHADOX1
5 112021-11-|Healthcare Not . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
5
: . - - , - R
3 25 EU-EC- 1 Professional Non EEA Specified Female [Abortion spontaneous (n/a - Unknown - Congenital Anomaly), Exposure during pregnancy (n/a - Unknown - ) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
% 10010622466, n/a - Intramuscular])
o
5
'g dlick orscan Non COMIRNATY [TOZINAMERAN] (S- COVID-19
F Not -
gl 2 EU-EC- Eealthgare Non EEA &:)eciﬁed Female | \portion spontaneous (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
5 rofessional
% 10010622337
>
©
< click or scan |°
% 2021-11- Non 18-64 Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Maternal exposure during VAXZEVRIA [COVID-19 VACCINE AST .NE.CA
|| 27 Healthcare EEA Female . . (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
[a} EU-EC- |: 11 . Years pregnancy (n/a - Recovered/Resolved - Other Medically Important Condition) :
> 10010622110 Professional - Not applicable - [n/a - n/a - n/a])
£
E_ click or scan | 1 Non
E 28 ot 12021-11- Healthcare EEA Not Female Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition), Maternal exposure timing COMIRNATY [TOZINAMERAN] (S- n/a-n/a- [1d-
S EU-EC- : 11 . Specified unspecified (n/a - Recovering/Resolving - Other Medically Important Condition) n/a - Intramuscular])
2 : : Professional
3 10010620043 ==
8 .
Is} click or scan | 1 Non
2021-11- 18-64 Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Headache (n/a - Unknown - ), Pain in TOZINAMERAN [TOZINAMERAN] (S- COVID-19
29 Healthcare Non EEA Female - . L .
EU-EC- ; 11 . Years extremity (n/a - Unknown - ) immunisation - Not applicable - [n/a - n/a - n/a])
: Professional
10010616359
click or scan > Non Abdominal pain (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Abortion COVID-19 MRNA VACCINE MODERNA (CX-
30 2021-11- Healthcare Non EEA 18-64 Female [SRontancous (1d - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Maternal exposure  {024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 11 Professional Years during pregnancy (1d - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Vaginal (CX-024414)] (S- COVID-19 immunisation - Not
10010614590 haemorrhage (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition) applicable - [n/a - 1{DF} - Unknown - More in ICSR])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010626513&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010625749&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010624084&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010623627&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010622466&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010622337&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010622110&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010620043&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010616359&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010614590&_xpt=1&_xf=pdf
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10010601429| 3

Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp Qualification or Group ex Route])
Date Regulatory
Purposes
| [didkorsean | N 184 COMIRNATY [TOZINAMERAN] (S- COVID-19
a1 31 i . EEA Female [Abortion spontaneous (1d- Recovered/Resolved - Caused/Prolonged Hospitalisation, Other Medically Important Condition) |immunisation - Not applicable - [1d - 1 {DF} -
I EU-EC- | ::E 10 Professional Years
) Intramuscular])
< 10010610155
ch
o click or scan |
g E— Non
® 2021-11- 18-64 . . . ) . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
0| 32 EUEC |- 10 E:jg;sciir;al Non EEA Vears Female [Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition) mmmisation - Not applicable - [/a - n/a - n/a)
3 10010609597
£
§ lick or scan  [021-11-|Healthcare 18-64 Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), COVID-19 (n/a - gxa)l[gmwﬁgﬁ%?&%@ﬁé%ﬁm A
®| 33 ! ; : Non EEA Female |Recovered/Resolved - ), Influenza (n/a - Recovered/Resolved - ), Maternal exposure during pregnancy (1d - Recovered/Resolved . L
: EU-EC- ; 4(10 Professional Years ), Paralysis (1d- Recover solved - Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
g 10010609151| 2 Ry edRe v imp applicable - [n/a - 1{DF} - Unknown])
% Abortion spontaneous (6d - Recovered/Resolved - Other Medically Important Condition), Chest pain (n/a -
® . Recovering/Resolving - Other Medically Important Condition), Dyspnoea (n/a - Unknown - Other Medically Important
=2 dlivleuraon Fi i [ Non Condition), Fatigue (n/a - Unknown - Other Medically Important Condition), Heavy menstrual bleeding (n/a - Unknown - COVID-19 MRNA VACCINE MODERNA (CX-
S 021-11- 18-64 ; - : I 024414) [COVID-19 MRNA VACCINE MODERNA
< | 34 Healthcare Non EEA Female |Other Medically Important Condition), Inappropriate schedule of product administration (1d - Recovered/Resolved - ), . .
= EU-EC- : 10 . Years . . L (CX-024414)] (S- COVID-19 immunisation - Not
B 10010608625 : Professional Maternal exposure during pregnancy (202 1min - Unknown - ), Menstruation irregular (n/a - Not Recovered/Not Resolved - applicable - [n/a - 1{DF} - Unknown])
w Other Medically Important Condition), Pyrexia (n/a - Unknown - Other Medically Important Condition), Thrombosis (10d - PP
8 Recovered/Resolved With Sequelae - Other Medically Important Condition)
5
oo} click or scan |- Non
% 35 2021-11- Healthcare Non EEA 18-64 Female Abortion spontaneous (5d - Recovered/Resolved - Caused/Prolonged Hospitalisation, Other Medically Important Condition), |COMIRNATY [TOZINAMERAN] (S - COVID-19
o] EU-EC- | 10 . Years Accidental exposure to product (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
= Professional
S 10010607745
kS
% click or scan |3 Non
I 2021-11- 18-64 . COMIRNATY [TOZINAMERAN] (S- COVID-19
= I! - - . . . .
<% 36 EU-EC |} 10 Ez‘g;;fg Al EEA Years Female |Abortien spontaneeus (1d- Unknown - ) immunisation - Not applicable - [n/a - n/a - n/a])
%';) 10010605019
>
] click or scan 1 Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Blood glucose decreased
% 37 2021-11-|Healthcare Non EEA 18-64 Female (n/a - Not Recovered/Not Resolved - ), Hypotension (n/a - Not Recovered/Not Resolved - ), Loss of consciousness (n/a - Not  |COMIRNATY [TOZINAMERAN] (S- COVID-19
w® EU-EC- | % 2(10 Professional Years Recovered/Not Resolved - Other Medically Important Condition), Malaise (n/a - Not Recovered/Not Resolved - ), Nausea (n/a - |[immunisation - Not applicable - [1d - n/a - n/a])
% 10010604389 Not Recovered/Not Resolved - )
£
P lick or scan {02111 [Non 1864 Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Hyperhidrosis (n/a - Not RecoveredNot | VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
£33 | purc 10 Healthcare  [Non EEA Vears Female |Resolved - ), Maternal exposure during pregnancy (n/a - Unknown - ) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [1d - n/a
= 10010603944 * Professional - Intramuscular])
gol
g click or scan
¢] = 1(2021-11-|Healthcare 18-64 . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - . S .
39 EU-EC- : 110 Professional Non EEA Vears Female [Abortion spontaneous (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [1d - /a - n/a])
10010603664
dlick or sean (- 02111 Healtheare 1864 Abdominal pain (n/a - Recovered/Resolved - Other Medically Important Condition), Abortion spontaneous (n/a - VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
40 EU-EC- 10 Professional EEA Vears Female [Recovered/Resolved - Other Medically Important Condition), Vaginal haemorrhage (n/a - Recovered/Resolved - Other (CHADOX1 NCOV-19)] (S- COVID-19 immunisation

Medically Important Condition)

-n/a- [n/a-n/a-n/a))

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010610155&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010609597&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010609151&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010608625&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010607745&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010605019&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010604389&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010603944&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010603664&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010601429&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber D:::lp Qualification l:ergulatory Group ex Route])
Purposes
click or scan |: Abortion spontaneous (n/a - Recovering/Resolving - Caused/Prolonged Hospitalisation, Other Medically Important
Non
b 4 | Healtheare Non EEA 18-64 Female Condition), Foetal exposure during pregnancy (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important |TOZINAMERAN [TOZINAMERAN] (S- COVID-19
S EU-EC- % Professional Years Condition), Haemorrhage (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), immunisation - Not applicable - [1d - n/a - n/a])
:' 10010597110 Maternal exposure during pregnancy (n/a - Unknown - Other Medically Important Condition)
ch
—
[0}
g click or scan N
— on 18-64 . . . .
3 R Health Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Inappropriate schedule of product COMIRNATY [TOZINAMERAN] (S- COVID-19
g 42 EU-EC care Non EEA |Years  |Female administration (n/a - Unknown - immunisation - Not applicable - [1d - n/a - n/a
£ 10010596079 Professional
o
i
g click or scan |3 i Non
% 43 EU-EC. : 3821-1 I- Healthcare Non EEA ;iﬁi Female [Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Pain (n/a - Unknown - ) msation NoEl;glflIii\;ble [n/a ]é/sa_ (:/)%ID—D
8 e : Professional ) CUomen e
=) 10010595993 ol
3
§ lick or scan Non Abortion spontaneous (n/a - RecoveredResolved With Sequelae - Other Medically Important Condition), Exposure during COVID-19 A VA MODERNA (CX-
m - 18-64 . N L . 024414) [COMID-19 MRNA VACCINE MODERNA
@l 44 EU-EC. |3 Healthcare EEA Vears Female |pregnancy (n/a - Recovered/Resolved With Sequelae - Other Medically Important Condition), Maternal exposure during (CX-024414)] (S- COVID-19 immunisation - n/a -
o Professional pregnancy (n/a - Recovered/Resolved With Sequelae - Other Medically Important Condition)
§ 10010595022 [n/a - n/a - Intramuscular])
% click or scan |
a el F _[Non 18-64 Abortion spontaneous (n/a- Regovenng/Reso]wng - Caused/Prolonged.Hospltallsatlon, Other Medlcally Importapt COMIRNATY [TOZINAMERAN] (S- COVID-19
= 45 EUEC. |3 Hea]thqare EEA Vears Female |Condition), Maternal exposure during pregnancy (n/a - Unknown - ), Vaginal haemorrhage (n/a - Recovering/Resolving - immunisation - Not applicable - [1va - 1{DF} - n/a])
5 10010593645 Professional Caused/Prolonged Hospitalisation)
=
é click or scan | 3 i : Non
S 112021-11- 18-64 Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a- |COMIRNATY [TOZINAMERAN] (S- COVID-19
46 s Healthcare EEA Female . N .
%_; EU-EC- ; = 09 Professional Years Unknown - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
> 10010593643 ;
<
g click or scan Non
B 2021-11- 18-64 Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a- |[COMIRNATY [TOZINAMERAN] (S- COVID-19
Q| 47 Healthcare EEA Female . ol .
o) EU-EC- | % 09 Professional Years Unknown - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
g 10010593632| 2 '
=5
g click or scan | : Non Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Heavy menstrual bleeding (n/a - COVID-19 VACCINE JANSSEN (AD26.COV2.9)
o| 48 " |Healthcare EEA 18-64 Female |RecoveredResolved- ), Malaise (n/a - Recovered/Resolved - ), Maternal exposure before pregnancy (n/a - Unknown - ), Nausea [COVID- 19‘ VACQNE JANSSEN (AD26.(DV2.S)] (S-
% 10 (13115-5%2—627 7 Professional Years (1d- Recovered/Resolved - ), Ovulation delayed (n/a - Recovered/Resolved - ), Pregnancy (n/a - Recovered/Resolved - ) %\g? 13 1]r)mnmlsat10n - Not applicable - [n/a -
-n/a
B
© click or scan |: Y
' M 2021-11-|Healthcare 18-64 . ] . COMIRNATY [TOZINAMERAN] (S - COVID-19
49 EU-EC. |} AP Professional Non EEA Vears Female [Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - /al)
10010592228
click or scan Non
50 | pupe |78 (2)321_1 I- Hea}thcare EEA Sl{i ﬁj Female |Abortion spontaneous (0d - Recovering/Resolving - Other Medically Important Condition) mﬁﬁgﬁ [Iilrcft)zelglicable 1 n/] S ;]/(:?\g/z)w
Professional
10010592149

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010597110&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010596079&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010595993&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010595022&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010593645&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010593643&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010593632&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010593627&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010592228&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010592149&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |FULocal ICSR Form | G31€WaYIg e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
click or scan | EL
o Healthcare 18-64 . . ] . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
IN y A - - Medi . L .
S 51 EU-EC- Professional Non EEA Vears Female [Abortion spontaneous (n/a - Recovered/Resolved With Sequelae - Other cally Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
:'1' 10010592141
ch :
o click or scan | e LbaY
@ L
g 52 - le]lz:l theare Non EEA Not Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure timing unspecified (n/a - |[COMIRNATY [TOZINAMERAN] (S - COVID-19
- EU-EC- Professional Specified Unknown - ) immunisation - Not applicable - [n/a - n/a - n/a])
3 10010591653
£
§- click or scan | 0% i
-‘é 53 ; 2 2021-11- II;IZ:J thearc Non EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure before pregnancy (n/a- |TOZINAMERAN [TOZINAMERAN] (S- COVID-19
d EU-EC- > |09 X Years Unknown - immunisation - Not applicable - [1d - n/a - n/a
: Professional
g 10010591294
3
g COVID-19 VACCINE ASTRAZENECA (CHADOX1
2 lick . . A
> G orsean Abortion spontaneous (n/a - Unknown - Congenital Anomaly), Maternal exposure during pregnancy (n/a - Unknown - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
S 54 ; [2021-11- Healtheare Non EEA Not Female |Congenital Anomaly), Preterm premature rupture of membranes (n/a - Recovered/Resolved With Sequelae - Congenital (CHADOXI NCOV-19)] (S - COVID- 19 immunisation
= EU-EC- =109 Professional Specified Anomal > - Not applicable - [n/a - n/a - Intramuscular]), [COVID-|
L; 10010590698 omaly) 19 VACCINE] (S- COVID-19 immunisation - Not
g applicable - [n/a - n/a - Intramuscular])
3
© MRN CCINE
g click or scan | : Non Abdominal pain (25d - Recovered/Resolved - ), Abortion spontaneous (0d - Recovered/Resolved - Other Medically Important (CT?I%LT%FSE%SS-;I%D) CD/?\I\(/Z'/ENTRATE FOR
=l ss 2021-11- Healthcare EEA 18-64 Female Condition), Asthenia (2d - Recovered/Resolved - ), Exposure during pregnancy (25d - Recovered/Resolved - ), Fatigue (14d - DISPERSION FOR INJECTION [TOZINAMERAN] (S
g EU-EC- ; x (09 Professional Years Recovered/Resolved - ), Foetal death (0d - Recovered/Resolved - Other Medically Important Condition), Hyperaesthesia (2d- |- Tmmunisation - Not applicable - [n/a - .3mL -
£ 10010587823 ; Recovered/Resolved - ), Myalgia (2d - Recovered/Resolved - ), Progesterone decreased (n/a - Recovering/Resolving - ) Intramuscular]) PP :
E dlick or scan | BV Abortion spontaneous (0d - Recovered/Resolved - Other Medically Important Condition), Balance disorder (73d - Not COMIRNATY COVID-19 MRNA VACCINE
e el F 35 _{Non 18-64 Recovered/Not Resolved - ), Exposure during pregnancy (n/a - Recovered/Resolved - ), Eye disorder (73d - Not Recovered/Not ((NUCLEOSIDE MODIFIED) CONCENTRATE FOR
% 56 EU-EC- Healthcare EEA Years Female |Resolved - ), Headache (73d - Not Recovered/Not Resolved - ), Hypoaesthesia (73d - Not Recovered/Not Resolved - ), Internal [DISPERSION FOR INJECTION [TOZINAMERAN] (S|
= 10010587709 Professional haemorrhage (0d - Recovered/Resolved - Other Medically Important Condition), Myalgia (73d - Not Recovered/Not Resolved - - Immunisation - Not applicable - [n/a - .3mL -
B Intramuscular])
% click or scan || L[ SPIKEVAX DISPERSION FOR INJECTION COVID-
g 57 *(2021-11- lIt]lgél:lthcare EFA 18-64 Female Abortion spontaneous (1d - Recovered/Resolved - Other Medically Important Condition), Exposure during pregnancy (1d - [1 &@?;ﬁg&%%%%%ﬁ (IgED)
T EU-EC- =7 (09 : Years Recovered/Resolved - ) Lo )
1S ] Professional 024414)] (S- Immunisation - Not applicable - [n/a -
S 10010587652 5mL - Intramuscular])
§- dlick or scan || Abortion spontaneous (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation, Disabling,
< _— _[Non 18-64 Othq Mechgally Ir_npm_’tant Condmon_), Ovarian haemorrhag; (n/a- Unkpown - L1fe Threatening, CaLsed/Prolon@d TOZINAMERAN [TOZINAMERAN] (S- COVID-19
2| 58 EU-EC- Healthcare Non EEA Vears Female |Hospitalisation, Disabling, Other Medically Important Condition), Pain in extremity (n/a - Recovered/Resolved - Life immunisation - Not applicable - [1d - n/a - Parenteral])
3 10010586302 Professional Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Vaginal haemorrhage (n/a - PP
g Unknown - Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition)
S click or scan |3
: Healthcare 18-64 . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
» EU-EC- A Professional Non EEA Years Female |Abortion spentaneous (wva - Unknown - Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
10010586335
lick or scan | & o Non Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Headache (n/a - Not Recovered/Not COVID-19 MRNA VACCINE MODERNA (CX-
2021-11- 18-64 - o . - 024414) [COVID-19 MRNA VACCINE MODERNA
60 EU-EC- AP Healthcare Non EEA Vears Female |Resolved - Other Medically Important Condition), Maternal exposure during pregnancy (n/a - Unknown - Other Medically (CX-024414)] (S- COVID-19 immunisation - Not
10010586270 Professional Important Condition), Pain (n/a - Not Recovered/Not Resolved - Other Medically Important Condition) applicable - [n/a - 1{DF} - Unknown])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010592141&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010591653&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010591294&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010590698&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010587823&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010587709&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010587652&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010586802&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010586335&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010586270&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp! Qualification or Group ex Route])
Date Regulatory
Purposes
click or scan |: ; . .\ .
—— gir! Non Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Feeling abnormal (n/a - Unknown - ), ME ME
§ 61| o 202111 pettheare [Non EEA | 186%  |Female Haemorrhage (n/a - Recovering/Resolving - Other Medically Important Condition), Maternal exposure during pregnancy (n/a - TOZINAMERAN [TOZINAMERAN] (S- COVID-19
IS U-EC- ; 08 : Years immunisation - Not applicable - [1d - n/a - n/a])
) : ' Professional Unknown - )
< 10010584307
ch
o click or scan |:
g EE— Non
© 2021-11- 18-64 . . . . .. TOZINAMERAN [TOZINAMERAN] (S- COVID-19
0| 62 EU-EC- i 08 E:jg;;ir;a] Non EEA Vears Female [Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition) immunisation - Not applicable - [1d- 1/a - n/a])
3 10010582670
£
S ik b
g | dlickorsean G Rihie H021.11.Non 1864 COMIRNATY [TOZINAMERAN] (S - COVID-19
| 63 BU-EC- R | o Healthcare EEA Vears Female [Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition) immunisation - Not applicable - [1d - 1{DF} -
g 10010581941 ' Professional Intramuscular])
3 .
= click or scan | ; ) ) ) -
= -[Non 18-64 Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition), Dysmenorrhoea (n/a - SPIKEVAX [COVID-19 MRNA VACCI.NE.
2| 64 BU-EC : Healthcare EEA v, Female Recoveri v H | bleeding (n/a - Recoveri Ivi MODERNA (CX-024414)] (S- Immunisation - n/a -
S -EC- |3 Professional ears overing/Resolving - ), Heavy menstrual bleeding (n/a - Recovering/Resolving - ) [n/a - n/a - Intramuscular])
© 10010580408 o
5
>
Lu + b
4] click or scan | :ZghyE. :
(8] - o
5 2021-11-|Healthcare 18-64 . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
5
; - - . S .
3 65 EUEC |} ;08 Professional Non EEA Vears Female [Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition) immunisation - Not applicable - [ 1d- n/a - n/a])
% 10010579935
o
g click or scan o ‘Non . . . I
- Not Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Infertility female (n/a - Unknown - Other |TOZINAMERAN [TOZINAMERAN] (S- COVID-19
=| 66 Healthcare Non EEA .. |Female - . . L .
£ EU-EC- | & P : Specified Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
rofessional
& 10010576885
g
click or scan |; . . o .
%_:) —— Non Abortion spontaneous (n/a - Recovering/Resolving - Caused/Prolonged Hospitalisation, Other Medically Important MERAN ME
%‘ 67 "|Healthcare Non EEA 18-64 Female |Condition), Maternal exposure during pregnancy (n/a - Recovering/Resolving - Caused/Prolonged Hospitalisation, Other TOZIN . [Tozm ) (8- COVID-19
c EU-EC- : Years - o immunisation - Not applicable - [1d - n/a - n/a])
g 100105 Professional Medically Important Condition)
76809
= o
> click or scan | :zg¥ps: 5 )
£ % 12021-11-|Healthcare 18-64 Abortion spontaneous (1d- Recovering/Resolving - Caused/Prolonged Hospitalisation), Administration site pain (3d - COMIRNATY [TOZINAMERAN] (8- COVID-19
68 ¢ EEA Female e immunisation - Not applicable - [n/a - 1{DF} -
= EU-EC- 08 Professional Years Unknown - ), Headache (3d - Unknown - ) Int Jlar]) PP
& 10010576371 Tamuscuiar
=
Ie) click or scan | =
B 9 i 2021-11- Egglthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovering/Resolving - Caused/Prolonged Hospitalisation), Inappropriate schedule of product | TOZINAMERAN [TOZINAMERAN] (S - COVID-19
g EU-EC- |3 08 . Years administration (n/a - Unknown - ), Vaginal haemorrhage (n/a - Unknown - Caused/Prolonged Hospitalisation) immunisation - Not applicable - [1d - n/a - n/a])
ot i Professional
(@) 10010575485/ =i,
dlick or sean Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition), Headache (58d - COVID-19 VA CA( X1
2021-11-|Healthcare 18-64 ) - h NCOV-19) [COVID-19 VACCINE ASTRAZENECA
70 . Non EEA Female [Recovered/Resolved - Other Medically Important Condition), Heavy menstrual bleeding (5d - Recovered/Resolved - Other . o
EUEC & 08 Professional Years Medically Important Condition), Hypertension (n/a - Unknown - Other Medically Important Condition) (CHADOXT NCOV-19)] (S - COVID- 19 immunisation
10010575379 Y fmp > HYP ¥ imp - Unknown - [1d - n/a - Intramuscular])
click or scan 3 SPIKEVAX [COVID-19 MRNA VACCINE
= Non . ) - . MODERNA (CX-024414)] (S- COVID-19
7 _— . ; (2)221-1 1- Healthcare EEA %{ii—a?_j Female {&angltc: x -sp)nntaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a - |. unisation - Not applicable - [n/a - 1 {DF} - n/a]),
4 Professional [NOT AVAILABLE] (S- Prophylaxis - Not applicable
10010572337 - [n/a- n/a - )

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010584307&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010582670&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010581941&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010580408&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010579935&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010576885&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010576809&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010576371&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010575485&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010575379&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010572337&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp! Qualification or Group ex Route])
Date Regulatory
Purposes
| [didkorsean |3 _— 184 COMIRNATY [TOZINAMERAN] (S- COVID-19
72 EU-EC 06 Healthcare EEA Vears Female [Abortion spontaneous (n/a - Unknown - Disabling) prophylaxis - Not applicable - [n/a - .3mL -
IS -EC- . ;
:. 10010572184 Professional Intramuscular])
o
o click or scan |;
o} el F Non
® -11- _ -
al 73 2021-11 Healthcare Non EEA 18-64 Female [Abortion spontaneous (n/a - Unknown - Congenital Anomaly, Other Medically Important Condition) COMIRNATY [TOZINAMERAN] (8- COVID-19
— EU-EC- - 05 Professional Years immunisation - Not applicable - [1d - n/a - n/a])
3 10010570258
4;(/__‘)
Q .
R click or scan |
-‘é 74 2021-11- | Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovering/Resolving - Caused/Prolonged Hospitalisation, Congenital Anomaly, Other COMIRNATY [TOZINAMERAN] (S- COVID-19
: EU-EC- 05 Professional Years Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
g 10010568217
g click or scan |;
S m— _[Non 18-64 COMIRNATY [TOZINAMERAN] (S- COVID-19
B| 715 ruEc |3 Healthcare EEA Vears Female [Abortion spontaneous (n/a - Recovered/Resolved With Sequelae - Other Medically Important Condition) immunisation - Not applicable - [n/a - 1{DF} -
3 I i Professional Intramuscular])
5 0010567871
>
m ] "
8 clickor scan | etaghas 02111 Healtheare 1864 COMIRNATY [TOZINAMERAN] (S - COVID-19
al 76 : EEA Female [Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition) immunisation - Not applicable - [n/a - 1{DF} -
o] EU-EC- 05 Professional Years Intramuscular])
% 10010567794
o
& dlick or sean | g 502111/ Non 1864 COMIRNATY [TOZINAMERAN] (S - COVID-19
gl 77 FUEC |3 05 Healthcare EEA Vears Female [Abortion spontaneous (1d- Recovered/Resolved - Other Medically Important Condition) immunisation - Drug withdrawn - [30d - n/a -
g 10010567736 Professional Intramuscular])
D
] -
%i click or scan | - 502111 |Heattheare 1864 COMIRNATY [TOZINAMERAN] (S - COVID-19
T 78 EU-EC- ; 05 Professional EEA Vears Female [Abortion spontaneous (n/a - Recovered/Resolved With Sequelae - Congenital Anomaly) Ef;lﬁ;s;tg);]—) Not applicable - [n/a - 1{DF} -
§ 10010567690
B e
8 click or scan | ==¥E% Non
£ 79 “| Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition), Foetal death (n/a - Fatal - TOZINAMERAN [TOZINAMERAN] (S- COVID-19
s EU-EC- : Years Results in Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
B Professional
j=3 10010565528
=
% lick or sean | et Feella = 202111 Non 1864 COMIRNATY [TOZINAMERAN] (S - COVID-19
e 80 EU-EC- : 05 Healthcare EEA Vears Female [Abortion spontaneous (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [n/a - .3mL -
5 10010564769| 2 Professional Intramuscular])
81 w3% 2021-11- HO“I h EEA 18-64 Fernal Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Haemorrhage in pregnancy (n/a - Unknown |COMIRNATY [TOZINAMERAN] (S - Immunisation -
EU-EC- 2 05 Preaft Ciars | Years | OM3€ | Other Medically Important Condition) 1n/a - [n/a - n/a - Intramuscular])
10010564343 olessiona
click or scan | 1z
el ¥ ; Non . . - . SPIKEVAX [COVID-19 MRNA VACCINE
2 2021-11- Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a - MODERNA (CX-024414)] (S- COVID-19
EU-EC- 05 Professional Years Unknown - ) . sation - N licable - M/ - 1 {DF" - /s
10010564182 rofession: immunisation - Not applicable - [n/a - 1{DF} - n/a])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010572184&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010570258&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010568217&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010567871&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010567794&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010567736&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010567690&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010565528&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010564769&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010564343&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010564182&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |FULocal ICSR Form | G31€WaY |5y e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt Qualification for Group Sex Route])
Date Regulatory
Purposes
click or scan C Non
b 2021-11- 18-64 Abortion spontaneous (4d - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a- |COMIRNATY [TOZINAMERAN] (S- COVID-19
g 83 BU-EC 05 Healthcare EEA v, Female Unkn . N .
S -EC- : ears nknown - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
4| 10010564172 Professional
—
ch
i .
@ click or scan | ;
g 84 Healthcare Non EEA Not Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Inappropriate schedule of product TOZINAMERAN [TOZINAMERAN] (S- COVID-19
g EU-EC- | ;gh Professional Specified administration (n/a - Unknown - ) immunisation - Not applicable - [1d - n/a - n/a])
g 10010563464
o click or scan | ;a8 Non Abortion spontaneous (1d - Recovered/Resolved - Congenital Anomaly, Other Medically Important Condition), Foetal COVID-19 MRNA VACCINE MODERNA (CX-
-‘é 85 2021-11- Healthcare Non EEA 18-64 Female |SXposure during pregnancy (n/a - Unknown - Congenital Anomaly), Hydrops foetalis (n/a - Not Recovered/Not Resolved - 024414) [COVID-19 MRNA VACCINE MODERNA
: EU-EC- : 05 Professional Years Congenital Anomaly, Other Medically Important Condition), Inappropriate schedule of product administration (1d - (CX-024414)] (S- COVID-19 immunisation - Not
g 10010562636| =& ; Recovered/Resolved - ), Maternal exposure during pregnancy (n/a - Unknown - ) applicable - [1d - 1{DF} - Unknown - More in ICSR])
3
s
-g’ click or scan 1
© 2021-11-|Healthcare 18-64 . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
. ; - - . S
E’ 86 EU-EC- %05 Professional EEA Vears Female [Abortion spontaneous (n/a - Unknown - Other Medically Important Condition) immunisation - 1/a - [n/a - 1 {DF} - Intramuscular])
g 10010560959
5
@
o} i !
a dlick or scan Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Accidental exposure to product (n/a - COVID- 19 VACCINE ASTRAZENECA (CHADOX1
= 87 Healthcare Non EEA 18-64 Female |Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a - Unknown - Other Medically NCOV-19) [COVID-19 VACCINE ASTRAZENECA
g EU-EC- |¢ Professional Years Important Condition) > (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
b= 10010559027 P - Not applicable - [1d - n/a - Intramuscular])
S dlick or scan | et T Abortion spontaneous (2d - Recovered/Resolved - Other Medically Important Condition), Exposure during pregnancy (n/a - COVID-19 VA AST INECA ( Xl
88 g 20211 1- [ Healtheare g gy (Not Female |Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a - Unknown - Other Medically NCOV-19) [COVID-19 VACCINE ASTRAZENECA
%_:) EU-EC- 2 (04 Professional Specified Important Condition) ’ (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
%‘ 10010557898 - Not applicable - [1d - n/a - Intramuscular])
c
g click or scan | ; Fy -
B ¢2% 2021-11- | Healthcare 18-64 . . » COMIRNATY [TOZINAMERAN] (S - COVID-19
89 X : EEA Female [Abortion spontaneous (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [n/a - 1{DF} -
E EU-EG- ; x |04 Professional Years Intramuscular])
= 10010557307
E.
E click or scan | faii8 Abortion spontaneous (n/a - Recovered/Resolved With Sequelae - Other Medically Important Condition), Anembryonic ME
i 90 - E(e):l thearc EEA 18-64 Female gestation (n/a - Recovered/Resolved With Sequelae - Other Medically Important Condition), Asthenia (n/a - mﬂﬁgg [ETOZvHvih drava;A—I\Pl Eis—_lix];l\*“,}[[—)m
=2 EU-ECG |4 Professional Years Recovering/Resolving - ), Dysmenorrhoea (n/a - Recovering/Resolving - ), Headache (n/a - Recovering/Resolving - ), Intramuscular])
% 10010557287| 3% Menstruation irregular (n/a - Recovering/Resolving - )
o lick [Of ke
clckor scan : Non COMIRNATY [TOZINAMERAN] (S- COVID-19
91 | EU-EC Healthcare  |EEA 1864 |kermale |Abortion spontaneous (1d- Recovered/Resolved - Other Medically Important Condition) immunisation - Unknown - [1d -.3mL -
10010557283 Professional Years Intramuscular])
click or scan | : s Non Abortion spontaneous (4d - Recovered/Resolved - Other Medically Important Condition), Immunisation (n/a - Unknown - ),
9 *¥12021-11- Healthcare Non EEA 18-64 Female Lethargy (n/a - Recovering/Resolving - Other Medically Important Condition), Maternal exposure during pregnancy (n/a - COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- ; 04 Professional Years Unknown - Other Medically Important Condition), Off label use (n/a - Unknown - ), Pyrexia (n/a - Recovering/Resolving - immunisation - Not applicable - [1d - n/a - n/a])
10010556698 Other Medically Important Condition)

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010564172&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010563464&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010562636&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010560959&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010559027&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010557898&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010557307&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010557287&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010557283&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010556698&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |FULocal ICSR Form | G31EWaYIg e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
dlick or scan | 758 Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Maternal exposure during COVID-19 VACCINE ASTRAZENECA (CHADOXI
o Healthcare 18-64 : o . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
193 E . Non EEA Female [pregnancy (n/a - Unknown - Other Medically Important Condition), Menstruation delayed (n/a - Not Recovered/Not Resolved - . o
I U-EC- Professional Years Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
:' 10010553000 Y mp - Not applicable - [1d - n/a - Intramuscular])
ch
—
[0}
g click or scan Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Exposure during pregnancy (n/a -
- Non 18-64 Recovered/Resolved - Other Medically Important Condition), Headache (n/a - Recovered/Resolved - Other Medically Important
§ 94 | EU-EC- Healthcare  |EEA Years |Female |Condition), Lymphadenopathy (n/a - Recovered/Resolved - Other Medically Important Condition), Vaccination site movement Fg/gﬁﬁnﬁfﬂ%;hlmw (S-n/a-n/a-[85d
5 10010550643 Professional impairment (n/a - Recovered/Resolved - Other Medically Important Condition), Vaccination site oedema (n/a -
o8 Recovered/Resolved - Other Medically Important Condition)
i
% click or scan |: LE BT Non
3| o5 2021-11- Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Exposure during pregnancy (n/a - |COMIRNATY [TOZINAMERAN] (S- n/a-n/a - [1d-
S EU-ECG- |7 = |04 Professional Years Recovered/Resolved - Other Medically Important Condition) n/a - Intramuscular])
= 10010550630
E lick
E clecorsd |- 0211 1. /Non 1864 COMIRNATY [TOZINAMERAN] (S - COVID-19
| 96 EU-EC. | H 03 Healthcare EEA Vears Female [Abortion spontaneous (1d- Recovered/Resolved With Sequelae - Other Medically Important Condition) immunisation - Not applicable - [1d - 1{DF} -
g 10010545510 Professional Intramuscular])
)
< .
® click or scan | = Non
=] - Not Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a- |COMIRNATY [TOZINAMERAN] (S- COVID-19
97 Healthcare EEA .. |Female . N .
S EU-EC- | il Professional Specified Unknown - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
g 10010543277
£
é click or scan |z s Non
S 98 112021-11- Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a- |[COMIRNATY [TOZINAMERAN] (S- COVID-19
%_; EU-EC- x |03 . Years Unknown - ), Menstruation irregular (n/a - Not Recovered/Not Resolved - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
Professional
> 10010543274
c
§ click or scan | :
g 99 Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a- |COMIRNATY [TOZINAMERAN] (S- COMD-19
) EU-EC- Professional Years Unknown - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
g 10010543273
=5
= click or scan |: COVID-19 MRNA VACCINE MODERNA (CX-
< - Nonl b A 18-64 - Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Foetal exposure during  024414) [COVID-19 MRNA VACCINE MODERNA
21 puEc peatthcare - NOREEA - yeqrs [l Ipregnancy (nwa - Unknown -) (CX-024414)] (S- COVID-19 immunisation -
% 10010540649 Unknown - [n/a - 1 {DF} - Transplacental])
© click or scan |z 2021-11- Non 18-64 Abortion spontaneous (n/a - Recovered/Resolved With Sequelae - Other Medically Important Condition), COVID-19 (n/a - TOZINAMERAN [TOZINAMERAN] (S- COVID-19
101 EUEC. |1 03 Healthcare Non EEA Vears Female |Recovered/Resolved - Other Medically Important Condition), Drug ineffective (n/a - Recovered/Resolved - Other Medically immunisation - Not applicable - [1d - n/a - n/a])
10010538443 24 Professional Important Condition), Maternal exposure during pregnancy (n/a - Unknown - Other Medically Important Condition) PP
click or scan |3 ; e Non
wih 12021-11- 18-64 . ) . COMIRNATY [TOZINAMERAN] (S - Immunisation -
it - -
102 EU-EC- X 03 Hea]thgare EEA Vears Female [Abortion spontaneous (n/a - Unknown - Other Medically Important Condition) na - [n/a - /a - n/a])
10010538224 : Professional

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010553000&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010550643&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010550630&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010545510&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010543277&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010543274&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010543273&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010540649&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010538443&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010538224&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |FULocal ICSR Form | G31EWaYIg e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
click or scan | = Non
d - - Abortion spontaneous (n/a - Not Recover ot Resolved - er cal ortant Condition), Inappropriate schedule -
b i 18-64 (n/a - Not Re ed/Not Resolved - Other Medically Imp: Condition), Inappropri hedule |TOZINAMERAN [TOZINAMERAN] (S- COVID-19
&1103 EU-EC 1 Healthcare Non EEA v, Female £ product admini - Ja - Unki . isation - N licable - 11d- n/a - o/
& -EC- Professional ‘ears of product nistration (n/a - Unknown - ) immunisation - Not applicable - [1d - n/a - n/a])
< 10010537424
9 Abortion spontaneous (n/a - Unknown - Congenital Anomaly, Other Medically Important Condition), Dyspnoea (n/a -
% Unknown - Caused/Prolonged Hospitalisation), Erythema (n/a - Unknown - Caused/Prolonged Hospitalisation), Foetal death
=) . 354 (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Haemorrhage (n/a - Unknown -
= lick or scan : Caused/Prolonged Hospitalisation, Other Medically Important Condition), Haemorrhage (n/a - Unknown - Other Medically COVID-19 MRNA VACCINE MODERNA (CX-
3 Healthcare 18-64 - . o . . 024414) [COVID-19 MRNA VACCINE MODERNA
vi| 104 . Non EEA Female |Important Condition), Heart rate increased (n/a - Unknown - Caused/Prolonged Hospitalisation), Hemianaesthesia (n/a - . Lo
£ EU-EC- ; Professional Years T A . . (CX-024414)] (S- COVID-19 immunisation -
S 10010537156 Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Inappropriate schedule of product Unknown - [Va - 1 {DF} - Intramuscular])
@ administration (1d - Recovered/Resolved - ), Maternal exposure during pregnancy (1d - Recovered/Resolved - ), Muscle spasms
‘§ (n/a - Unknown - Other Medically Important Condition), Off label use (1d - Recovered/Resolved - ), Peripheral swelling (n/a -
g Unknown - Other Medically Important Condition)
click or scan |- Abortion spontaneous (n/a - Unknown - Caused/Prolonged Hospitalisation, Congenital Anomaly, Other Medically Important |COVID-19 MRNA VACCINE MODERNA (CX-
Non e e y. y
% 105 | Healthcare Non EEA 18-64 Female Condition), Haemorrhage (n/a - Unknown - Caused/Prolonged Hospitalisation, Congenital Anomaly, Other Medically 024414) [COVID-19 MRNA VACCINE MODERNA
= EU-EC- Professional Years Important Condition), Maternal exposure during pregnancy (n/a - Unknown - Caused/Prolonged Hospitalisation, Congenital ~ |(CX-024414)] (S- COVID-19 immunisation -
-g’ 10010537081 Anomaly) Unknown - [n/a - 1{DF} - Unknown])
©
§ lick :
i Cick or seam | : Non Abdominal pain lower (n/a - Recovered/Resolved - Other Medically I it ion sp -
. b ) ly Important Condition), Abortion spontaneous (n/a ) . o
1106 EUEC |2 Healthcare  |EEA g;lﬁatci fiog Female |Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a - Unknown - Other Medically T[\};)(t)?Nljicad vblElijA[lNzl (_Sn/f_on\/’;]]J)-l 9 immunisation
5 10010534096 Professional Important Condition), Vaginal haemorrhage (n/a - Recovered/Resolved - Other Medically Important Condition) PP
<
g lick :
2 Glckorsean | L 500111 [Non 1864 SPIKEVAX [COVID-19 MRNA VACCINE
&|107 EU-EC- 0 Healthcare EEA Vears Female [Abortion spontaneous (n/a - Recovered/Resolved With Sequelae - ), Fatigue (n/a - Recovered/Resolved With Sequelae - ) MODERNA (CX-024414)] (S - Immunisation - n/a -
g 10010525133 Professional [n/a - n/a - n/a])
Healthcare 18-64 . . . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
: - - . S .
%;;‘ 108 BU-EC- Professional Non EEA Years Female [Abortion spontaneous (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [1d- n/a - n/a])
© 10010523823
= lick or scan Healtheare 1864 Abortion spontaneous (n/a - Recovered/Resolved With Sequelae - Other Medically Important Condition), Heavy menstrual |COMIRNATY [TOZINAMERAN] (S- COVID-19
T| 109 : EEA Female |bleeding (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Vaccination site pain (n/a - immunisation - Not applicable - [1d - 1{DF} -
c EU-EC- ; Professional Years . i
P 10010520908 Recovered/Resolved - Other Medically Important Condition) Intramuscular])
g_
=
=
g click or scan poLs
g 2 [2021-11- Healthcare 18-64 Abortion spontaneous (n/a - Recovered/Resolved With Sequelae - Congenital Anomaly), Bell's palsy (n/a - TOZINAMERAN [TOZI.NAMERAN] (S- COVID-19
5 110| EU-EC- oo Professional Non EEA v, Female Recov Ived With Sequelac - Congenital Anomaly) immunisation - Not applicable - [1d - n/a -
10010519880 olessiona cars overedResolv quelac - Longe omaty Intramuscular])
dlick or scan Abortion spontaneous (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important
el K Non Condition), Back pain (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important ME
111 rUEc |3 (2)321-1 I- Healthcare Non EEA l;;?_j Female |Condition), Inappropriate schedule of product administration (n/a - Unknown - ), Uterine contractions during pregnancy (n/a - mﬂﬁgﬁ ggzalmlicablzi\ﬁ] d(-SI;/S-)X;]))-w
10010519856 s Professional Unknown - Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Vaginal haemorrhage PP
(n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition)

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010537424&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010537156&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010537081&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010534096&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010525133&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010523823&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010520908&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010519880&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010519856&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber D:::lp Qualification l:ergulatory Group ex Route])
Purposes
click or scan |z : Non
g 12| pope (M (2)321-1 I- Healthcare  [EEA 3;?_2 Female |Abortion spontaneous (0d - Recovering/Resolving - Other Medically Important Condition) S;WE?{XIZ_[I%Z)INAMERAN] (8- Immunisation -
4| [10010519323]} : Professional
ch :
— i o g b
@ click or scan | -z EA-f i Non
ks - - - isation -
o113 FU-FC- Healthcare EEA %{ia?: Female [Abortion spontaneous (0d- Recovered/Resolved - Other Medically Important Condition) ﬁ%ﬁéﬁ:_[z/zz)mmw (8- Immunisation
3 10010519211 Professional
£
§- click or scan | :
= Non Abortion spontaneous (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition),
Bl114 "|Healthcare Non EEA 18-64 Female |Inappropriate schedule of product administration (n/a - Unknown - ), Menstruation irregular (n/a - Unknown - COMIRNATY [TOZINMRAN] (8- COVMID-19
: EU-EC- : Years N immunisation - Not applicable - [1d - n/a - n/a])
% 10010516434 Professional Caused/Prolonged Hospitalisation)
% click or scan | ; Non
S| 115 | Healtheare EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Exposure during pregnancy (n/a - Unknown |COMIRNATY [TOZINAMERAN] (S - Immunisation -
S EU-EC- | % Professional Years -) n/a- [n/a - n/a - n/aj)
g 10010514480
>
]
@ click or scan 1 Non
5 2021-11- 18-64 . . e TOZINAMERAN [TOZINAMERAN] (S - COVID-19
5
- - . i .
3 116 EU-EC- 102 I];I::;]vg;sciifa] Non EEA Vears Female [Abortion spontaneous (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [ 1d- n/a - n/a])
% 10010508723
o
5 click or scan |: Non Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition), Hypokinesia (n/a - Unknown -
o 17 2021-11- Healthcare Non EEA 18-64 Female Other Medically Important Condition), Maternal exposure during pregnancy (n/a - Unknown - Other Medically Important TOZINAMERAN [TOZINAMERAN] (S- COVID-19
£ EU-ECG- | 02 : Years Condition), Myalgia (n/a - Recovering/Resolving - Other Medically Important Condition), Pain in extremity (n/a - Not immunisation - Not applicable - [1d - n/a - n/a;
Professional - -
5 10010508483 Recovered/Not Resolved - Other Medically Important Condition)
g -
% click or scan |:=g&% Non
? us| poupe |8 J 3221_1 I- Healthcare  [Non EEA I;o;d fiogFemale |Abortion spontaneous (n/a - Recovering/Resolving - Congenital Anomaly, Other Medically Important Condition) g‘rfr)rzlgnlq\i]sation i Nogzgglgable I d—]ng: S;]\)/[D—w
g 10010508150 Professional
s
% dlick or scan | ; 2 Non Abortion spontaneous (7d- Recovered/Resolved - Other Medically Important Condition), Blood urine present (n/a - Not
o - - $] -
E 119 2021-11- Healthcare Non EEA 18-64 Female |Recovered/Not Resolved - ), Maternal exposure during pregnancy (n/a - Unknown - ), Pain in extremity (n/a - Unknown - ), TOZINAMERAN [TOZI.NAMERAN] (S- COVID-19
= EU-EC- x (01 . Years AR .. immunisation - Not applicable - [1d - n/a - n/a])
g 10010507016] Professional Vaccination site bruising (n/a - Unknown - )
£
& click or scan COVID-19 VACCINE ASTRAZENECA (CHADOX1
B 2021-11-|Healthcare Not Abortion spontaneous (n/a - Recovered/Resolved - Disabling, Other Medically Important Condition), Maternal exposure NCOV-19) [COVID-19 VACCINE ASTRAZENECA
120 Non EEA Female
g EU-EC- | % 101 Professional Specified timing unspecified (n/a - Unknown - Disabling, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
O 10010505166 ] n/a - Intramuscular])
click or scan |: i Abortion spontaneous (n/a - Recovered/Resolved - Caused/Prolonged Hospitalisation, Other Medically Important Condition),| COVID-19 VACCINE ASTRAZENECA (CHADOX1
121 e3¢ |2021-11-|Healthcare Non EEA 18-64 Female Asthenia (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Maternal exposure during] NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- ; (01 Professional Years breast feeding (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Maternal exposure |(CHADOX1 NCOV-19)] (S- n/a - Not applicable - [1d
10010501343 ; during pregnancy (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition) - n/a - Intramuscular])
click or scan | -&=H Non
122 2021-10- Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a- |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 130 Professional Years Unknown - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
10010495528 i

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010519323&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010519211&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010516434&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010514480&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010508723&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010508483&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010508150&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010507016&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010505166&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010501343&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010495528&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# FU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
click or scan | =gt Non
b 2021-10- 18-64 Abortion spontaneous (7d - Unknown - Other Medically Important Condition), Maternal exposure before pregnancy (n/a- |COMIRNATY [TOZINAMERAN] (S- COVID-19
S| BuEC 30 |Healtheare EEA g Female [ immunisation - Not applicable - [n/a - 1{DF} - n/
& -EC- Professional ears nknown - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
< 10010495456
pey
e . ;
g lick or scan | 502110/ Non 1864 TOZINAMERAN [TOZINAMERAN] (S- COVID-19
0Ol124 BU-EC 9 Healthcare Non EEA Years Female [Abortion spontaneous (n/a - Recovered/Resolved - Caused/Prolonged Hospitalisation, Other Medically Important Condition) |immunisation - Not applicable - [n/a - n/a -
e M : Professional Intramuscular])
g 10010493350
‘g
§ click or scan |; Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Exposure during COVID-19 VACCINE ASTRAZENECA (CHADOX1
Bl 125 Healthcare Non EEA 18-64 Female |Pregoancy (n/a - Unknown - Other Medically Important Condition), Headache (4d - Recovered/Resolved - Other Medically NCOV-19) [COVID-19 VACCINE ASTRAZENECA
3 EU-EC- Professional Years Important Condition), Immunisation (n/a - Unknown - Other Medically Important Condition), Pyrexia (n/a - Unknown - (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a
g 10010491099 Other Medically Important Condition) - n/a - Intramuscular])
8 ‘
& click or scan | =z Non
=) 3k 2021-10- 18-64 . ) .. COMIRNATY [TOZINAMERAN] (S- COVID-19
S . it - - . S
S 126 EU-EC- ] i LS E:;lvg;;f:al EEA Vears Female [Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition) immunisation - n/a - [1/a - n/a - Intramuscular])
1‘; 10010489967 ;
]
i&_j click or scan | ; Y
3 : t: (2021-10- |Healthcare 18-64 . . COMIRNATY [TOZINAMERAN] (S- COVID-19
) : - - . S
% 127 EU-EC- ; AP Professional EEA Vears Female [Abortion spontaneous (n/a - Recovered/Resolved - Congenital Anomaly) immunisation - 0/a - [/a - 1/a - Intramuscular])
o} 10010489958
o
5 < . .
5 lick or sean ¥ oot 10./Non 1864 COMIRNATY [TOZINAMERAN] (S- COVID-19
€128 EU-EC- i 38 | 9 Healthcare EEA Vears Female [Abortion spontaneous (n/a - Recovered/Resolved With Sequelae - Other Medically Important Condition) immunisation - Not applicable - [n/a - 1{DF} -
g 10010489872 Frd Professional Intramuscular])
=)
e}
%i click or scan | g 2021 10./Non 1864 COMIRNATY [TOZINAMERAN] (S - COVID-19
8129 EU-EC- 29 Healthcare EEA Years Female [Abortion spontaneous (n/a - Recovered/Resolved With Sequelae - Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a -
g 10010489871 5 Professional Intramuscular])
s
o
2
= click or scan . ) . . COVID-19 VACCINE ASTRAZENECA (CHADOX1
E_ 130 2021-10-|Healthcare Non EEA | Not Female Abortion spontaneous (n/a - Recoyered/Resolved - Other Medically Important Condition), Exposure durmg pregnancy (n/a - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
£ EU-EC- 29 Professional Specified Unknown - ), Heavy menstrual bleeding (n/a - Unknown - ), Hypomenorrhoea (n/a - Unknown - ), Menstruation delayed (n/a - (CHADOXI NCOV-19)] (S- n/a - Not applicable - [1d
<| 10010488426 Not Recovered/Not Resolved -) - /a - Intramuscular])
3
¥
S dlick or scan Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Chills (3d -
_ - Non Recovered/Resolved - ), Dysmenorrhoea (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Fatigue ME
Bl pope 322 1107 | ealthcare  |EEA :i ;?_2 Female |(n/a - Not Recovered/Not Resolved - ), Headache (n/a - Recovering/Resolving - ), Heavy menstrual bleeding (n/a - Not mﬂﬁgx ggimlicablw/f _1 Cf[?;;[ ]_}nl/:])
10010485244 Professional Recovered/Not Resolved - Other Medically Important Condition), Malaise (n/a - Not Recovered/Not Resolved - ), Myalgia (5d - PP ¢
Recovered/Resolved - ), Pyrexia (0d - Recovered/Resolved - )
click or scan |; Non
- 18-64 Abortion spontaneous (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important | TOZINAMERAN [TOZINAMERAN] (S - COVID-19
132 E Healthcare Non EEA Female - . L .
EU-EC- : Professional Years Condition) immunisation - Not applicable - [1d - n/a - n/a])
10010484482/ & rofessiona

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010495456&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010493350&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010491099&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010489967&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010489958&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010489872&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010489871&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010488426&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010485244&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010484482&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber D:::lp Qualification l:ergulatory Group ex Route])
Purposes
click or scan | ; COVID-19 VACCINE ASTRAZENECA (CHADOX1
b 133 2021-10- |Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure before pregnancy (n/a- |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
S EU-EC- 29 Professional Years Unknown - Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
:' 10010482729 n/a - Intramuscular])
3
% click or scan
o 2021-10-|Non 18-64 . - ) . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
= ! - - X - - . S .
3|134| BUEC 5 g Eeai,th({are | Non EEA  |years |Female gtbl?;non gcgiiy?;];g;sal(l?/éo I}jﬁli(:;))\m Other Medically Important Condition), Vaginal haemorrhage (n/a - Unknown immunisation - Not applicable - [1d- n/a - n/a])
4| |10010480262 rofessional Med
£
S
g
i 4
dlickcor scan [ 5 COMIRNATY [TOZINAMERAN] (S - COVID-19
g 135 i3 |2021-10- | Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Maternal exposure immunisation - Dose not changed - [n/a - 1 {DF} -
3 EU-EC- : T (28 Professional Years during pregnancy (n/a - Recovered/Resolved - Other Medically Important Condition)
gl 110010479357/ Intramuscular])
E)
E dlick or scan A 5 2021-10- Non 18-64 Abortion spontaneous (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), TOZINAMERAN [TOZINAMERAN] (S- COVID-19
E} 136 EU-EC- 5L Healthcare Non EEA Vears Female |Dysmenorrhoea (n/a - Unknown - ), Haemorrhage (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically immunisation - Not applicable - [n/a - n/a - n/al])
@ 10010477773 P Professional Important Condition), Heavy menstrual bleeding (n/a - Unknown - ), Nausea (n/a - Unknown - ), Vomiting (n/a - Unknown - ) PP
(8]
5
@ click or scan | ;=g Non
o} #2021-10- 18-64 Abortion spontaneous (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation, Other Medically Important ~ |COMIRNATY [TOZINAMERAN] (S- COVID-19
Q137 Healthcare EEA Female - . N
= EU-EC- k|28 Professional Years Condition) immunisation - n/a - [n/a - 2 {DF} - Intramuscular])
T 10010476514 §
kS
% click or scan | =g Non
= 2021-10- 18-64  |Not . . . . COMIRNATY [TOZINAMERAN] (S - COVID-19
g 138 EU-EC |1 8 ?:jg;sciir;a] EEA Years | Specified Abortion spontaneous (1d- Recovered/Resolved With Sequelae - Other Medically Important Condition) immunisation - n/a - [1d- 3mL - Intramuscular])
10010476390
©
:
8 click or scan Non
E 139 71 (2021-10- Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Exposure during pregnancy (n/a - |COMIRNATY [TOZINAMERAN] (S- n/a - n/a- [1d-
= EU-EC- 28 Professional Years Recovered/Resolved - Other Medically Important Condition) n/a - Intramuscular])
g_ 10010475170
=
)
ko i
§ dlick or sean 3 b Abortion spontaneous (1d - Recovered/Resolved - Life Threatening, Caused/Prolonged Hospitalisation, Other Medically COVID-19 /A VACCINE MODE (CX-
Ol140 33 2021-10- Healthcare Non EEA 18-64 Female |Important Condition), Maternal exposure during pregnancy (1d - Recovered/Resolved - Life Threatening, Caused/Prolonged 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC |2 |28 Professional Years Hospitalisation) i (CX-024414)] (S- COVID-19 immunisation - Not
10010470241 P applicable - [n/a - 1{DF} - Intramuscular])
click or scan | e} COVID-19 MRNA VACCINE MODERNA (CX-
2021-10- |Healthcare 18-64 Abortion spontaneous (n/a - Not Recovered/Not Resolved - Disabling, Other Medically Important Condition), Maternal 024414) [COVID-19 MRNA VACCINE MODERNA
141 Non EEA Female
EU-EC- 28 Professional Years exposure during pregnancy (1d - Recovered/Resolved - Disabling) (CX-024414)] (S- COVID-19 immunisation - Not
10010469955 applicable - [n/a - 1{DF} - Unknown])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010482729&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010480262&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010479357&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010477773&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010476514&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010476390&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010475170&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010470241&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010469955&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# FU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
click or scan |; bt Abortion spontaneous (n/a - Recovered/Resolved - Congenital Anomaly, Other Medically Important Condition), Chills (n/a - |COVID-19 MRNA VACCINE MODERNA (CX-
b 142 2021-10- | Healthcare Non EEA 18-64 Female Recovered/Resolved - Congenital Anomaly), Maternal exposure during pregnancy (1d - Recovered/Resolved - Congenital 024414) [COVID-19 MRNA VACCINE MODERNA
S EU-EC- 28 Professional Years Anomaly), Pyrexia (n/a - Recovered/Resolved - Congenital Anomaly), Vaginal haemorrhage (n/a - Recovered/Resolved - (CX-024414)] (S- COVID-19 immunisation - Not
:' 10010469928 Congenital Anomaly) applicable - [n/a - 1{DF} - Unknown])
cia'
@ click or scan | ;
g 143 % 12021-10-|Healthcare EEA 18-64 Female /Abortion spontaneous (n/a - Recovering/Resolving - Disabling), Maternal exposure timing unspecified (n/a - ﬁéﬁ%@&gﬁ?&?m‘?n\;ﬁﬁﬁ /- n/a-
- EU-EC- x (27 Professional Years Recovering/Resolving - Disabling) a))
3 10010461769
£
§- click or scan | ;
= - ] Non Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Maternal exposure before
= 2021-10- Not Abortion sponfancous h .. ’ COMIRNATY [TOZINAMERAN] (S- n/a-n/a-[1d-
B 144 EU-EC- ol Healthqare EEA Specified Female |pregnancy (n/a - Recovered/Resolved - Other Medically Important Condition) /a - Int ramusctEl ar]) ( [
Professional
10010461748
% click or scan | ;z¢
S| 145 Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Headache (n/a - Not COMIRNATY [TOZINAMERAN] (S - COVID-19
S EU-EC- ; Professional Years Recovered/Not Resolved - ) immunisation - Not applicable - [n/a - n/a - n/a])
(& 10010461526
5
o
@ click or scan : Non Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Cardiac disorder (n/a - Not Recovered/Not
=1 6 2021-10- Healthcare Non EEA 18-64 Female Resolved - ), Diarrhoea (n/a - Not Recovered/Not Resolved - ), Gait disturbance (n/a - Unknown - ), Illness (n/a - Not TOZINAMERAN [TOZINAMERAN] (S - COVID-19
loa} EU-EC- 27 Professional Years Recovered/Not Resolved - ), Lymphadenopathy (n/a - Not Recovered/Not Resolved - ), Malaise (n/a - Not Recovered/Not immunisation - Not applicable - [1d - n/a - n/a])
% 10010459423 Resolved - ), Palpitations (n/a - Unknown - )
o
§| |dickorsem : Non SPIKEVAX [COVID-19 MRNA VACCINE
g 147 _— . 3321-10- Healthcare EEA %{ii—a?_j Female {&anggx -sg)ontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a - MODERNA (CX-024414)] (S- COVID-19
% Professional immunisation - Not applicable - [n/a - 1{DF} - n/a])
8 10010458948
g
% click or scan | ; 2 COVID-19 VACCINE ASTRAZENECA (CHADOX1
> 148 2021-10- |Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition), Maternal exposure during NCOV-19) [COVID-19 VACCINE ASTRAZENECA
g EU-ECG | % % (27 Professional Years pregnancy (n/a - Unknown - Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
g 10010458307 n/a - Intramuscular])
s
% click or scan |5 COVID-19 VACCINE ASTRAZENECA (CHADOX1
IS 149 F 2021-10- Healthcare Non EEA Not Femal Abortion spontaneous (n/a - Unknown - Caused/Prolonged Hospitalisation), Maternal exposure during pregnancy (n/a - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
s EU-EC- 27 Professional | 0" Specified © ¢ |Unknown - Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
<} 10010457927 : 1/a - Intramuscular])
=
2 click or scan | ; 3 Non
B 2021-10- 18-64 Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure timing unspecified (n/a - |COMIRNATY [TOZINAMERAN] (S- n/a-n/a - [1d-
150 Healthcare EEA Female - o
g EU-EC- 27 Professional Years Unknown - Other Medically Important Condition) n/a - n/al)
¢} 10010457288
click or scan |- . . . .
_— Non Abdominal pain lower (n/a - Recovered/Resolved - Other Medically Important Condition), Abortion spontaneous (n/a - ME
151 EU-EC- 5221_10_ Healthcare EEA ;86;?: Female [Recovered/Resolved - Other Medically Important Condition), Maternal exposure before pregnancy (n/a - Recovered/Resolved - _CS/I;/J_II;/I\;]A)TY [TOZIN. 1(S-n/a-nja-[n/a
10010456582 Professional Other Medically Important Condition), Menstruation irregular (n/a - Unknown - Other Medically Important Condition)
click or scan | g
el I Non
- 18-64 . o COMIRNATY [TOZINAMERAN] (S- COVID-19
- - . S
152 EU-EC- l})Iea%thc'areal EEA Vears Female [Abortion spontaneous (n/a - Unknown - Caused/Prolonged Hospitalisation) immunisation - n/a - [/a - .3mL - Intramuscular])
10010455094/} rolession

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010469928&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010461769&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010461748&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010461526&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010459423&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010458948&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010458307&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010457927&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010457288&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010456582&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010455094&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
click or scan |;
< 2021-10- |Healthcare 18-64 . ] . COMIRNATY [TOZINAMERAN] (S- COVID-19
IN : ? - R - A )
S 153 EU-EC- : Professional Non EEA Vears Female [Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
:' 10010453967
9 Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Dizziness (n/a - Recovering/Resolving -
% click or scan |; Non Other Medically Important Condition), Fatigue (n/a - Recovered/Resolved - Other Medically Important Condition), Gait
a 154 | Healthcare Non EEA 18-64 Female disturbance (n/a - Unknown - Other Medically Important Condition), Haemorrhage (n/a - Recovered/Resolved - Other TOZINAMERAN [TOZINAMERAN] (S- COVID-19
g EU-EG- | Professional Years Medically Important Condition), Loss of consciousness (n/a - Recovered/Resolved - Other Medically Important Condition), immunisation - Not applicable - [n/a - n/a - n/a])
7] 10010453671| & Malaise (n/a - Unknown - Other Medically Important Condition), Muscle spasms (n/a - Recovering/Resolving - Other Medically
g_ Important Condition)
-‘é click or scan |;
| 155 2021-10- Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Intermenstrual bleeding (n/a - COMIRNATY [TOZINAMERAN] (S- COVID-19
g EU-EC- 26 Professional Years Recovered/Resolved - ) immunisation - Not applicable - [n/a - n/a - n/a])
10010452391
8
3 )
= click or scan |; Non
S 2021-10- Not Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a- |COMIRNATY [TOZINAMERAN] (S- COVID-19
w | 156 B | Healthcare EEA .. |Female . ol .
5 U-EC- | % x |26 Professional Specified Unknown - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
T 10010450770
;0_’)'
5 click or scan | ; Non
@ 157 pUpC "|Healthcare ~ |EEA ;8_64 Female |Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition) COMIRNATY [I]];OZ%AI\IIER?N]I(S ) (X)V[Llﬂ)19
= -EC- Professional ‘ears immunisation - n/a - [1d - 1{DF} - Intramuscular])
[a} 10010449505
o :
o click or scan | =gt i Non COVID-19 VACCINE JANSSEN (AD26.COV2.S)
£ 2021-10- 18-64 Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a- |[COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
158 Healthcare EEA Female . L .
5 EU-EC- : |26 Professional Years Unknown - ) COVID-19 immunisation - Not applicable - [n/a -
<% 10010449351 | 1{DF} - n/a])
%‘ click or scan
= . . : TOZINAMERAN [TOZINAMERAN] (S- COVID-19
- - - - - bl - =) - . . . .
g 159| BEUEC 5221 10 Erec?%telgscizrga] Non EEA %{fi a6r:f Female Gl;bl(llrlg x _sn)ontaneous (n/a - Unknown - Congenital Anomaly), Off label use (n/a - Unknown - ), Product use issue (n/a immunisation - Not applicable - [n/a - /a - n/al)
© 10010448743
[a]
Rl
g
'?n' click or scan | ; s Non
2 = (2021-10- 18-64 Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a- |COMIRNATY [TOZINAMERAN] (S- COVID-19
£|160 0| Healthcare EEA Female . ol .
= EU-ECG |i x (26 Professional Years Unknown - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
z 10010448506
ko
S click or scan |5
o j 2021-10- |Healthcare 18-64 . . . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
; - - . S .
161 EU-EC- %6 Professional Non EEA Vears Female [Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
10010448114
click or scan |; Non
- 18-64 Abortion spontaneous (n/a - Recovering/Resolving - Caused/Prolonged Hospitalisation, Other Medically Important COMIRNATY [TOZINAMERAN] (S - COVID-19
162 L Healthcare Non EEA Female - - . D .
EU-EC- : . Years Condition), Vaginal haemorrhage (n/a - Unknown - ) immunisation - Not applicable - [1d - n/a - n/a])
10010448112 Professional

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010453967&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010453671&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010452391&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010450770&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010449505&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010449351&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010448743&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010448506&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010448114&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010448112&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp Qualification or Group ex Route])
Date Regulatory
Purposes
o lick or scan | 312021-10- Non 18-64 Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition), Ageusia (n/a - COMIRNATY [TOZINAMERAN] (S- COVID-19
§|163 E Healthcare Non EEA Female |Recovering/Resolving - ), Chest discomfort (n/a - Recovering/Resolving - ), Headache (n/a - Recovering/Resolving - ), Influenza |. P .
IS U-EC- 26 : Years g . . immunisation - Not applicable - [1d - n/a - n/a])
) Professional like illness (n/a - Recovering/Resolving - )
< 10010444796
ch
o click or scan |;
[J] LCHCK OF SCall
g 164 2021-10- |Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Menstrual disorder (n/a - COMIRNATY [TOZINAMERAN] (S- COVID-19
— EU-EC- : |26 Professional Years Recovered/Resolved - Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
3 10010444793
é)
S
@ click or scan |j :
'§ 165 X (2021-10- Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved With Sequelae - Other Medically Important Condition), Back pain (n/a-  |COMIRNATY [TOZINAMERAN] (S- COMD-19
g 10(§31[(J);1]§12_7 5 M (26 Professional Years Recovered/Resolved With Sequelae - ), Dysuria (n/a - Recovered/Resolved With Sequelae - ) immunisation - Not applicable - [n/a - n/a - n/a])
: —
= click or scan Non COMIRNATY CON( RATE FOR DISPERSION
< 2021-10- 18-64 . . FOR INJECTION COVID-19 MRNA VACCINE
> i - .
3 166 EU-EC- o6 Ere(z)igslsciz(a)rgal EEA Vears Female [Abortion spontaneous (n/a - Recovered/Resolved With Sequelae - Congenital Anomaly) (NUCLEOSIDE MODIFIED) [TOZINAMERAN] (S-
E} 10010444711 7 COVID-19 immunisation - Unknown - [n/a - n/a - n/a])
u
5 click or scan | ;= Non
o] 167 : | Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a- |COMIRNATY [TOZINAMERAN] (S- COVID-19
% EU-EC- Professional Years Unknown - ), Menstruation irregular (n/a - Not Recovered/Not Resolved - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
lal 10010421447
5}
® click or scan C Non
£ 168 2021-10- Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure before pregnancy (n/a- |[COMIRNATY [TOZINAMERAN] (S- COVID-19
% EU-EC- : 25 : Years Unknown - ), Menstruation irregular (n/a - Not Recovered/Not Resolved - immunisation - Not applicable - [n/a - 1{DF} - n/a;
: Professional
S (10010420829
%;;, click or scan |; i Non
s T [2021-10- 18-64 o . . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
c .
- - X . S .
g 169 EU-EC- ] 55 ?:(?gsl;irga] Non EEA Vears Female [Abortion spontaneous (n/a - Recovered/Resolved - Caused/Prolonged Hospitalisation, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - /al)
® 10010419296
2
£ click or scan 1 Non
= 170 2021-10- Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Maternal exposure timing COMIRNATY [TOZINAMERAN] (S- n/a-n/a-[1d-
< EU-EC- 25 : Years unspecified (n/a - Recovered/Resolved - Other Medically Important Condition n/a - Intramuscular
= Professional P Yy imp
E 10010417761 OressIo
o
=2 Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Abortion spontaneous (n/a -
B Recovering/Resolving - Other Medically Important Condition), COVID-19 (n/a - Not Recovered/Not Resolved - Other
g g y Imp:
jod Medically Important Condition), Chills (n/a - Recovering/Resolving - Other Medically Important Condition), Cough (n/a - Not
o Recovered/Not Resolved - Other Medically Important Condition), Exposure during pregnancy (n/a - Unknown - Other
click or scan Medically Important Condition), Flushing (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), COVID-19 VACCINE ASTRAZENECA (CHADOX1
1 e (2021-10-|Healthcare Non EEA 18-64 Female |Headache (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Maternal exposure before pregnancy INCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- g |25 Professional Years (n/a - Unknown - Other Medically Important Condition), Oropharyngeal pain (n/a - Recovering/Resolving - Other Medically ~ |(CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a
10010416926 Important Condition), Pain (n/a - Unknown - Other Medically Important Condition), Pneumonia (n/a - Recovering/Resolving - |- n/a - Intramuscular])
Other Medically Important Condition), Pyrexia (n/a - Not Recovered/Not Resolved - Other Medically Important Condition),
Rhinorrhoea (n/a - Recovering/Resolving - Other Medically Important Condition), Secretion discharge (n/a - Not
Recovered/Not Resolved - Other Medically Important Condition)

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010444796&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010444793&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010444750&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010444711&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010421447&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010420829&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010419296&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010417761&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010416926&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# U Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt lificati for G Sex Rout
Date Qualification Regulatory roup oute])
Purposes
[SERTRALINE, SERTRALINE HYDROCHLORIDE]
o (S- Anxiety - Not applicable - [n/a - 50mg - Oral]),
5] click or scan |33 Abortion induced (n/a - Unknown - Congenital Anomaly), Abortion spontaneous (n/a - Unknown - Congenital Anomaly),  |[SERTRALINE, SERTRALINE HYDROCHLORIDE]
“_7" 172 2021-10- |Healthcare Non EEA 18-64 Female Death neonatal (n/a - Fatal - Results in Death, Congenital Anomaly, Other Medically Important Condition), Exposure during  |(S- n/a - Not applicable - [n/a - 50mg - Oral]),
b EU-EC- 25 Professional Years pregnancy (n/a - Unknown - Congenital Anomaly), Multiple congenital abnormalities (n/a - Unknown - Congenital Anomaly, |[TOZINAMERAN] (S- COVID-19 immunisation -
3 10010415806 ; Other Medically Important Condition) Not applicable - [62d - n/a - IntramuscularT]),
% [TOZINAMERAN] (S- n/a - Not applicable - [n/a -
a n/a - Intramuscular])
§ ik eraon Non . . .. N .
173 2021-10- Healthcare EFA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Injection site swelling (2d - COMIRNATY [TOZINAMERAN] (S- COVID-19
g. EU-EC- ; 25 Professional Years Recovered/Resolved - ), Maternal exposure during pregnancy (n/a - Unknown - ), Myalgia (2d - Recovered/Resolved - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
= 10010415429
i
g click or scan |; Non
174 | Healthcare EEA 18-64 Female Abortion spontaneous (0d - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a- |COMIRNATY [TOZINAMERAN] (S- COVID-19
8 EU-EC- : Years Unknown - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
S| 10010415402 Professional
k=)
<
%’ click or scan | =g+ : Non
2 2021-10- 18-64 Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Injection site pain (2d - Recovered/Resolved COMIRNATY [TOZINAMERAN] (S - COVID-19
w175 Healthcare EEA Female . . v .
@ EU-EC- 25 Professional Years -), Maternal exposure during pregnancy (n/a - Unknown - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
g 10010415395
3
g click or scan |z Non
=l 176 | 2021-10- Healthcare EEA 18-64 Female [Abortion spontaneous (5d - Fatal - Results in Death) COMIRNATY [TOZWMRAN] (S- COVID-19
S EU-EC- : x (25 Professional Years immunisation - Not applicable - [n/a - n/a - n/a])
o 10010414909
=
5 click or scan | ; Non
g 2021-10- 18-64 Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure before pregnancy (n/a- |[COMIRNATY [TOZINAMERAN] (S- COVID-19
177 Healthcare EEA Female . o .
%_;) EU-EC- 23 Professional Years Unknown - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
> 10010409185
<
% lick or sean 3 Non Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Heavy menstrual bleeding (n/a - COMIRNATY [TOZINMRAN] (8- COVID-19
8178 202110 yealtheare [EEA 18-64 | pemale Recovering/Resolving - ), Maternal exposure before pregnancy (n/a - Unknown - ), Menstruation irregular (n/a - immunisation - Not applicable - [va - 1 {DF} - n/a]),
8 EU-EC- 23 Professonal Years Recoverin g/Resolvmg ) P pregnancy g [NOT AVAILABLE] (S- n/a - Not applicable - [n/a -
g 10010409027 ; S n/a - n/aJ)
5
=3 i L
£ dlick or sean Healtheare 1864 COMIRNATY [TOZINAMERAN] (S - COVID-19
179 EU-EC- Professional EEA Vears Female [Abortion spontaneous (3d- Recovered/Resolved - Caused/Prolonged Hospitalisation) immunisation - Not applicable - [1d - .3mL -
B [10010406676 Intramuscular])
B
o click or scan 1 SPIKEVAX [COVID-19 MRNA VACCINE
180 x4l [2021-10-|Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Maternal exposure MODERNA (CX-024414)] (S- COVID-19
EU-EC- s 22 Professional Years during pregnancy (n/a - Recovered/Resolved - Other Medically Important Condition) immunisation - Not applicable - [n/a - 1{DF} -
10010406376 Intramuscular])
dlick or scan Non VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
2021-10- 18-64 Abortion spontaneous (n/a - Unknown - Congenital Anomaly, Other Medically Important Condition), Maternal exposure
181 Healthcare EEA Female - . (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
EU-EC- ; 122 fessi Years during pregnancy (n/a - Unknown - ), Product use issue (n/a - Unknown - ) ul
10010406116 5 Professional n/a - Intramuscular])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010415806&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010415429&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010415402&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010415395&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010414909&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010409185&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010409027&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010406676&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010406376&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010406116&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt lificati for G Sex Rout
Date Qualification Regulatory roup oute])
Purposes
§ click or scan N
Q on 18-64 . ' i
:. 82| BUEC Healthcare Non EEA |years  |Female Abortion spontaneous (r?/?. - Unknown - Other Medically Important Condition), Haemorrhage (n/a - Unknown - Other COMIRNATY [TOZINAMERAN] (S- COVID-19
; Professional Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
e 10010404121
©
(a]
3 i L
a lick or scan Healtheare 1864 COMIRNATY [TOZINAMERAN] (S - COVID-19
Q183 : EEA Female |Abortion spontaneous (n/a - Recovered/Resolved With Sequelae - Other Medically Important Condition) immunisation - Not applicable - [1d- .3mL -
R EU-EC- Professional Years
2 Intramuscular])
'§ 10010403006
% click or scan |* Non
8| 184 2021-10- Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Me(ﬁcally Important Condition), Intermenstrual bleeding (n/a - Not COMIRNATY [TOZINAMERAN] (S- COVID-19
= EU-EC- 22 Professional Years Recovered/Not Resolved - ), Maternal exposure during pregnancy (n/a - Unknown - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
= 10010402352
=)
3 4
5 click or scan | ; i Non
] 185 *12021-10- Healthcare Non EEA Not Female Abortion spontaneous (n/a - Unknown - Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), TOZINAMERAN [TOZINAMERAN] (S - COVID-19
o] -EC- ': . eci ‘oetal growth restriction (n/a - own - Trolon, ospitalisation, Disablin, er C ortant Condition) [immunisation - Not applicable - [n/a - n/a - n/a
EU-EG 22 ified Foetal growth iction (n/a - Unkn Caused/Prol Hospitalisation, Disabling, Other Medically Imp: Condition) |i isation - Not applicable - [n/a - n/a - n/;
S| 10010401379 Professional
5
3
I .
w® click or scan |- Non
o 2021-10- 18-64 Abortion spontaneous (n/a - Recovering/Resolving - Caused/Prolonged Hospitalisation, Other Medically Important TOZINAMERAN [TOZINAMERAN] (S- COVID-19
186 Healthcare Non EEA Female o . L .
5 EU-EC- 22 Professional Years Condition), Maternal exposure before pregnancy (n/a - Unknown - ) immunisation - Not applicable - [1d - n/a - n/a])
[} 10010401378
=
é click or scan |; Non
) i (2021-10- 18-64 . . . . .. TOZINAMERAN [TOZINAMERAN] (S- COVID-19
%-; 187 FU-FC- ) Healthc'a.re Non EEA Vears Female [Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
2] [10010398899 Professional
©
c
g click or scan |; Non
B - Not Not . . . . . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
. . - - . S .
% 188 BU-EC- Eresi‘t;;:izrga] Non EEA Specified Specified Abortion spontaneous (n/a - Not Recovered/Not Resolved - Life Threatening, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
£ 10010397870
§- click or scan |; Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Body temperature
< 189 Healthcare EEA 18-64 Femal increased (1d - Recovered/Resolved - Other Medically Important Condition), Lymphadenitis (n/a - Recovered/Resolved - Other |COMIRNATY [TOZINAMERAN] (S- COVID-19
2 EU-EC- Professional Years cmale Medically Important Condition), Malaise (2d - Recovered/Resolved - Other Medically Important Condition), Maternal immunisation - Not applicable - [n/a - 1{DF} - n/a])
B 10010394660 exposure during pregnancy (n/a - Recovered/Resolved - Other Medically Important Condition)
B
§] click or scan |;
Healthcare 18-64 . ' » COMIRNATY [TOZINAMERAN] (S - COVID-19
; - - . S .
190 EU-EC- Professional EEA Vears Female [Abortion spontaneous (0d- Not Recovered/Not Resolved - Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
10010391238
click or scan |;
Healthcare Not . ) . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
: . - - . S .
191 EU-EC- £ Professional Non EEA Specified Female [Abortion spontaneous (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/al)
10010390691/ i

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010404121&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010403006&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010402352&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010401379&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010401378&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010398899&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010397870&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010394660&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010391238&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010390691&_xpt=1&_xf=pdf
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Primary
v Primar; Source Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Y Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indilzation PT- Act%on tagken - EDurgtion - Dose -
Number Receipt Qualification for Group Sex Route])
Date Regulatory
Purposes
click or scan | ;
b 192 2021-10- Hea]thqare EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Qher Medically Important Condition), Maternal exposure during pregnancy (n/a- |COMIRNATY [TOZINAMERAN] (S- n/a-n/a - [n/a
S EU-EC- i 21 Professional Years Unknown - Other Medically Important Condition) - n/a- n/a])
:'1' 10010390019
3
-Q; click or scan | Non COVID-19 MRNA VACCINE MODERNA (CX-
g 193 2021-10- Healthcare Non EEA 18-64 Female Abortion spontaneous (1d- Recovered/Resolved - Other Medically Important Condition), Maternal exposure during 024414) [COVID-19 MRNA VACCINE MODERNA
- EU-EC- 21 Professional Years pregnancy (n/a - Unknown - Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation -
§ 10010388391 Unknown - [n/a - 1{DF} - Unknown])
£
S
@ dlick or sean |; Abortion spontaneous (n/a - Recovering/Resolving - Caused/Prolonged Hospitalisation, Other Medically Important CQOVID-19 VACCINE ASTRAZENECA (CHADOX1
'§ 194 2021-10-|Healthcare Non EEA 18-64 Female |Condition), Maternal exposure during pregnancy (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medicall. NCOV-19) [COVID-19 VACCINE ASTRAZENECA
] EU-EC- 21 Professional Years Important Condition) P & pregnancy P g Y (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
g 10010386102 mpo ° 1/a - Intramuscular])
3 Abortion spontaneous (n/a - Not Recovered/Not Resolved - Congenital Anomaly, Other Medically Important Condition),
S Anembryonic gestation (n/a - Not Recovered/Not Resolved - Congenital Anomaly), Back pain (n/a - Not Recovered/Not
K=y Resolved - Congenital Anomaly), Burning sensation (n/a - Not Recovered/Not Resolved - Congenital Anomaly), Haemorrhage
3 click or scan |; in pregnancy (n/a - Not Recovered/Not Resolved - Congenital Anomaly, Other Medically Important Condition), Maternal COVID-19 MRNA VACCINE MODERNA (CX-
'§ 195 Healthcare Non EEA 18-64 Female |SXposure during pregnancy (n/a - Not Recovered/Not Resolved - Congenital Anomaly), Muscle spasms (n/a - Not 024414) [COVID-19 MRNA VACCINE MODERNA
uw EU-EC- Professional Years Recovered/Not Resolved - Congenital Anomaly), Musculoskeletal pain (n/a - Not Recovered/Not Resolved - Congenital (CX-024414)] (S- COVID-19 immunisation - Not
g 10010386000 Anomaly), Neck pain (n/a - Not Recovered/Not Resolved - Congenital Anomaly), Pain (n/a - Not Recovered/Not Resolved - |applicable - [n/a - 1{DF} - Intramuscular])
5 Congenital Anomaly), Pain in extremity (n/a - Not Recovered/Not Resolved - Congenital Anomaly), Vaginal discharge (n/a -
ﬁ Not Recovered/Not Resolved - Congenital Anomaly), Vaginal haemorrhage (n/a - Not Recovered/Not Resolved - Congenital
o) Anomaly)
o
g click or scan | Non
8| 196 2021-10- Healthcare Non EEA Not Female Abortion spontaneous (n/a - Recovering/Resolving - Caused/Prolonged Hospitalisation, Other Medically Important TOZINAMERAN [TOZINAMERAN] (S- COVID-19
g EU-EC- 21 Professional Specified Condition), Inappropriate schedule of product administration (n/a - Unknown - ) immunisation - Not applicable - [1d - n/a - n/a])
g 10010385915
<% -
% click or scan | ;e COVID-19 MRNA VACCINE MODERNA (CX-
2| 197 2021-10-|Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Injury (n/a - Recovered/Resolved -|024414) [COVID-19 MRNA VACCINE MODERNA
© EU-EC- 21 Professional Years ), Maternal exposure before pregnancy (n/a - Recovered/Resolved - ), Thrombosis (n/a - Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation - Not
% 10010384272 applicable - [n/a - 1{DF} - Intramuscular])
B
o
B
= click or scan Abortion spontaneous (n/a - Recovered/Resolved - Life Threatening, Caused/Prolonged Hospitalisation, Other Medically
E_ 2021-10-|Healthcare 18-64 Important Condition),. Emotional distress (n/a - Recovered/Resolved - Life T.hreatening, Caused/Prolonged Hospita!isation), (()?4\2[ 3—)1 FC% IXWNI\AE\X(&?I%{ENQ(()%ERN A
£(198| EU-EC 51 Professional Non EEA Vears Female |Maternal exposure during pregnancy (n/g - RecovereQ/Resolved -), Vaginal discharge (n/a - Recoverefi/Resolved- Llfe (CX-024414)] (S- COVID-19 immunisation - Not
2 10010384203 Threatening, Caused/Prolonged Hospitalisation), Vaginal haemorrhage (n/a - Recovered/Resolved - Life Threatening, applicable - [n/a - 1{DF} - Intramuscular])
% Caused/Prolonged Hospitalisation) PP
8
O
click or scan | ; . . )
_ Non Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Heavy menstrual bleeding (1mo -
199 EU-EC- " |Healthcare EEA :;;?_2 Female [Recovered/Resolved - ), Maternal exposure before pregnancy (n/a - Unknown - ), Menstruation delayed (1wk - %ﬂﬁgﬁgﬁ ggigﬁgﬁw/f _1 C{g;;[ ]—}n]/z?])
10010377812 Professional Recovered/Resolved - ), Vulvovaginal discomfort (1mo - Recovered/Resolved - )

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010390019&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010388391&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010386102&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010386000&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010385915&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010384272&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010384203&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010377812&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |FU Local ICSR Form | G31€WaY|g e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
Abortion spontaneous (n/a - Recovered/Resolved With Sequelae - Other Medically Important Condition), Anovulatory cycle
- (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), COVID-19 (n/a - Recovered/Resolved With
8 . Sequelae - Other Medically Important Condition), Drug ineffective (/a - Recovered/Resolved With Sequelac - Other Medically |[COVD-19 VACCINE ASTRAZENECA (CHADOXI
« click or scan I o . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
) e mportant Condition), Heavy menstrual bleeding (113d - Recovered/Resolved With Sequelae - Congenital Anomaly, Other
— 2021-10-|Healthcare 18-64 - " . . . |(CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
200 . Non EEA Female |Medically Important Condition), Interchange of vaccine products (n/a - Unknown - ), Maternal exposure during breast feeding
@ EU-EC- 20 Professional Years a - Unkn ital Anomal her Medically T dition). Maternal durin " n/a - Intramuscular]), TOZINAMERAN
5| 110010375085 (wa - Unknown - Congenital Anomaly, Other Medically Important Condition), Maternal exposure during pregnancy (/a- |17 N AMERAN] (S - COVID-19 immunisation -
% Recovered/Resolved With Sequelae - Other Medically Important Condition), Menstruation irregular (113d - Recovered/Resolved| Not applicable - [1d - n/a - Intramuscular])
o With Sequelae - Congenital Anomaly, Other Medically Important Condition), Off label use (n/a - Unknown - ), Product use PP
3 issue (n/a - Unknown - )
{é‘) Abortion spontaneous (n/a - Recovered/Resolved With Sequelae - Other Medically Important Condition), Anovulatory cycle
g (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), COVID-19 (n/a - Recovered/Resolved With
= click or scan | H: Sequelae - Other Medically Important Condition), Drug ineffective (n/a - Recovered/Resolved With Sequelae - Other Medically I(\]D(;)/[\IZI; E&(\%g—?ﬁRAZENECCH JEA(S:?R(CHADOZEI IECXAl
g EE— Important Condition), Heavy menstrual bleeding (113d - Recovered/Resolved With Sequelae - Congenital Anomaly, Other
Healthcare 18-64 X - . . . (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
201 : Non EEA Female |Medically Important Condition), Interchange of vaccine products (n/a - Unknown - ), Maternal exposure during breast feeding
EU-EC- Professional Years . . . . n/a - Intramuscular]), TOZINAMERAN
10010375085 (n/a - Unknown - Congenital Anomaly, Other Medically Important Condition), Maternal exposure during pregnancy (n/a - [TOZINAMERAN] (S- COVID-19 immunisation -
3 Recovered/Resolved With Sequelae - Other Medically Important Condition), Menstruation irregular (113d - Recovered/Resolved Not applicable - [1d- n/a - Intramuscular])
é With Sequelae - Congenital Anomaly, Other Medically Important Condition), Off label use (n/a - Unknown - ), Product use PP
2 issue (n/a - Unknown - )
3
E lick or scan | 5021-10- Non 18-64 Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition), COVID-19 immunisation (n/a - |SPIKEVAX [COVID-19 MRNA VACCINE
us | 202 EU-EC- 50 Healthcare EEA Vears Female |Recovering/Resolving - Other Medically Important Condition), Exposure during pregnancy (n/a - Recovering/Resolving - Other MODERNA (CX-024414)] (S-n/a-n/a- [1d-n/a-
g 10010372849 Professional Medically Important Condition) Intramuscular])
3
© .
® click or scan |; Non
a 203 2021-10- Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation, Disabling, Other Medically | TOZINAMERAN [TOZINAMERAN] (S - COVID-19
S EU-EC- 20 Professional Years Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
g 10010372419
;
L click or scan | ;e
S 2021-10- Non 18-64 Abortion spontaneous (132h - Recovered/Resolved - Other Medically Important Condition), Inappropriate schedule of .TOZINAMERAN [TOZI.NAMERAN] (S- COVID-19
204 Healthcare Non EEA Female L immunisation - Not applicable - [n/a - n/a -
EU-EC- 20 Professional Years product administration (n/a - Unknown - ) Intramuscular])
%\ 10010372318
c
% ) . Abortion spontaneous (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation, Other Medically Important
2 click or scan | Non Condition), Blood glucose decreased (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Hypotension (n/a
21505 2021-10-|pctthcare . INon EEA 118704 |Female |- Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Loss of consciousness (n/a - Not Recovered/Not Resolved - | COMIRNATY [TOZINAMERAN] (S - COVID-19
E EU-ECG- 20 Professional Years Caused/Prolonged Hospitalisation, Other Medically Important Condition), Malaise (n/a - Not Recovered/Not Resolved - immunisation - Not applicable - [n/a - n/a - n/a)
£ 10010371395 Caused/Prolonged Hospitalisation), Nausea (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation)
g
? click or scan |;
2 Healthcare 18-64 . ] . COMIRNATY [TOZINAMERAN] (S- COVID-19
3
; - - . S .
3 206 EUEC | o Professional Non EEA Vears Female [Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
g 10010365469
(¢}
click or scan | ;
[Non 18-64 Abdominal pain (n/a - Recovered/Resolved - ), Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important G)MIRNATY [TOZINA.‘MERAN] (8- COVID-19
207 Healthcare EEA Female . . immunisation - Not applicable - [1d - 1{DF} -
EU-EC- . Years Condition), Intermenstrual bleeding (n/a - Recovered/Resolved - )
Professional Intramuscular])
10010364737
lick or scan | g Healtheare 1864 COMIRNATY [TOZINAMERAN] (S- COVID-19
208 : EEA Female [Abortion spontaneous (n/a - Recovered/Resolved With Sequelae - Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a -
EU-EC- Professional Years
10010364712 Intramuscular])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010375085&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010375085&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010372849&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010372419&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010372318&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010371395&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010365469&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010364737&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010364712&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |FU Local ICSR Form | G31€WaY|g e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt Qualification for Group Sex Route])
Date Regulatory
Purposes
click or scan |i
o
o 2021-10- Healthcare 18-64 . . . . .. COMIRNATY [TOZINAMERAN] (S - COVID-19
8. 209 |  EULEC- 19 Professional Non EEA Vears Female [Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
g 10010363953
A
) click or scan || Abortion spontaneous (n/a - Recovered/Resolved With Sequelae - Other Medically Important Condition), Arthralgia (3d -
g — 2021-10-|Healthcare 18-64 Recovered/Resolved - Other Medically Important Condition), Exposure during pregnancy (n/a - Unknown - Other Medically ~ |COMIRNATY [TOZINAMERAN] (S- COMD-19
—| 210 EU-EC- 19 Professional EEA Vears Female |Important Condition), Headache (3d - Recovered/Resolved - Other Medically Important Condition), Myalgia (3d - immunisation - Not applicable - [21d - .3mL -
§ 10010363902 Recovered/Resolved - Other Medically Important Condition), Pyrexia (3d - Recovered/Resolved - Other Medically Important ~ |Intramuscular])
5 Condition)
o .
= click or scan |; Non
kS 2021-10- 18-64 Abortion (n/a - Recovered/Resolved - Caused/Prolonged Hospitalisation), Abortion spontaneous (n/a - Recovered/Resolved - [COMIRNATY [TOZINAMERAN] (S - Immunisation -
211 Healthcare EEA Female T
% EU-EC- 19 Professional Years Caused/Prolonged Hospitalisation) n/a - [n/a - n/a - n/aJ)
10010360993 rotession:
3
§ click or scan | ; COVID-19 VACCINE ASTRAZENECA (CHADOX1
-g’ 212 2021-10- |Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Headache (n/a - Unknown - ), NCOV-19) [COVID-19 VACCINE ASTRAZENECA
© EU-EC- 19 Professional Years Heavy menstrual bleeding (n/a - Not Recovered/Not Resolved - ) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
E 10010360932 n/a - Intramuscular])
)
3
% click or scan Non COVID-19 VACCINE (AD26.COV2-S
Q|13 b (2021-10- Healthcare EEA 18-64 Female Abortion spontaneous (159d - Recovered/Resolved - Other Medically Important Condition), Influenza (159d - [RECOMBINANT]) JANSSEN [COVID-19 VACCINE
= EU-EC- 19 : Years Recovered/Resolved - ), Menstrual disorder (159d - Recovered/Resolved - ) JANSSEN (AD26.COV2.9)] (S - Immunisation - n/a -
g 10010359733 Professional [/a - n/a - n/a])
:
=)
o .
%'; click or scan |;
2021-10-|Healthcare 18-64 . ] . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - . S .
§ 214 EU-EC- 19 Professional Non EEA Years Female [Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition) immunisation - Not applicable - [1/a - n/a - n/a])
g 10010359008
B .
a click or scan |; Non
E 215 2021-10- Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved With Sequelae - Other Medically Important Condition), Tissue rupture (n/a [TOZINAMERAN [TOZINAMERAN] (S- COVID-19
£ EU-EC- 19 Professional Years - Recovered/Resolved With Sequelae - Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
g 10010358294
£
2 dlick or sean Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition), Headache (n/a - MERAN ME
B 216 Healthcare Non EEA 18-64 Female [Recovering/Resolving - ), Lower respiratory tract infection (n/a - Recovering/Resolving - Othc;r Medically Important TOZIN. [TOZIN 1(S- COVID-19
g EU-EC- Professional Years Conditi ? immunisation - Unknown - [1d - n/a - Intramuscular])
81 110010356005 ndtion)
O
click or scan | ; Non
217 | Healtheare EEA 18-64 Female Abortion spontaneous (0d - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a- |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- Professional Years Unknown - ), Nausea (2h - Recovered/Resolved - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
10010354267
click or scan |;
[Non 18-64 Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure before pregnancy (n/a - SPIKEVAX [COVID-19 MRNA VACCINE
218 Healthcare EEA Female - MODERNA (CX-024414)] (S- COVID-19
EU-EC- . Years Unknown - ), Menstruation irregular (n/a - Not Recovered/Not Resolved - ) . N . _ _ )
10010354251 Professional immunisation - Not applicable - [n/a - 1{DF} - n/a])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010363953&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010363902&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010360993&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010360932&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010359733&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010359008&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010358294&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010356095&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010354267&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010354251&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp! Qualification or Group ex Route])
Date Regulatory
Purposes
. h COMIRNATY CONCENTRATE FOR DISPERSION
o dlick or scan hoa1-10eatth " FOR INJECTION COVID-19 MRNA VACCINE
S -10-|Healthcare - . . . ICLEOSIDE MODIFIED) [TOZINAME] S-
f:}l 219| gupc % 18 Professional |EEA Years |Female |Abortion spontaneous (1/a - Recovered/Resolved With Sequelae - Congenital Anomaly) %%[D-IQ mmumisation - I\;o[t applicable - m I(l/a i
; 10010353699 1a))
oh
—
[0}
ks
o click or scan |; Non
3220 | Healthcare EEA 18-64 Female Abortion spontaneous (1d- Unknown - Other Medically Important Condition), Injection site induration (42d - COMIRNATY [TOZINAMERAN] (S- COVID-19
%] EU-EC- . Years Recovered/Resolved - ), Maternal exposure during pregnancy (1d - Unknown - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
= Professional
Q 10010353470,
g
7 i .
- click or soan 502110 Non 1864 COMIRNATY [TOZINAMERAN] (S - COVID-19
% 221 BU-EC- 18 Healthcare EEA Vears Female [Abortion spontaneous (1d- Recovered/Resolved With Sequelae - Caused/Prolonged Hospitalisation) immunisation - Not applicable - [1d - 1{DF} -
8 10010352300 Professional Intramuscular])
s
:;:” click or scan | ; Non
P 2021-10- Healthcare EEA Not Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure before pregnancy (n/a- |[COMIRNATY [TOZINAMERAN] (S- COVID-19
] EU-EC- 18 Professional Specified Unknown - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
u 10010346734
8
5 click or scan
e I Non . . . . SPIKEVAX [COVID-19 MRNA VACCINE
- . - - , - .
% 223 - Healthcare EEA ; 8e ai: Female LAlbnlo(;tolx sp)ontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a MODERNA (CX-024414)] (S- n/a - Not applicable -
a -EC- | : - B -
= 10010346167 Professional [n/a - 1{DF} - n/a])
3
€ click or scan |; Non Abdominal discomfort (n/a - Not Recovered/Not Resolved - ), Abortion spontaneous (n/a - Unknown - Other Medically
% 224 2021-10- Healthcare EEA 18-64 Female Important Condition), Amenorrhoea (n/a - Not Recovered/Not Resolved - ), Fatigue (n/a - Not Recovered/Not Resolved-),  |COMIRNATY [TOZINAMERAN] (S- COVID-19
‘gn EU-EC- 18 Professional Years Headache (n/a - Recovering/Resolving - ), Maternal exposure during pregnancy (n/a - Unknown - ), Nausea (n/a - Not immunisation - Not applicable - [n/a - 1{DF} - n/a])
%-; 10010345549 Recovered/Not Resolved - )
g -
T click or scan | i Non Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Diarrhoea (2d - Recovered/Resolved - Other |(COVID-19 MRNA VACCINE MODERNA (CX-
g 225 d12021-10- | itheare. [Non EEA 11804 |Female [Medically Important Condition), Intermenstrual bleeding (2d - Recovered/Resolved - Other Medically Important Condition), ~ 024414) [COVID-19 MRNA VACCINE MODERNA
g EU-EC- 18 Professional Years Maternal exposure during pregnancy (n/a - Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation - Not
% 10010344174 applicable - [n/a - 1{DF} - Unknown])
g
S click or scan | Non
g 226 | Healthcare EEA Not Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure before pregnancy (n/a- |COMIRNATY [TOZINAMERAN] (S - COVID-19
E EU-EC- : Specified Unknown - ), Ovulation delayed (n/a - Unknown - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
= Professional
S 10010340641
3
ko )
g click or scan |; COVID-19 MRNA VACCINE MODERNA (CX-
51227 Healthcare EEA 18-64 Female Abortion spontaneous (1d - Recovered/Resolved - Other Medically Important Condition), Immunisation reaction (3d - 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- Professional Years Recovered/Resolved - Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10010336056, applicable - [1d - 1{DF} - Intramuscular])
dlick or sean [Non 1864 COMIRNATY [TOZINAMERAN] (S- COVID-19
228|  LUEC Healthcare EEA Vears Female [Abortion spontaneous (1d- Recovered/Resolved With Sequelae - Other Medically Important Condition) immunisation - Not applicable - [1d - 1{DF} -
10010335848 Professional Intramuscular])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf



https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010353699&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010353470&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010352300&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010346734&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010346167&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010345549&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010344174&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010340641&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010336056&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010335848&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp! Qualification or Group ex Route])
Date Regulatory
Purposes
. dlick or scan |; Non " COMIRNATY [TOZINAMERAN] (S- COVID-19
o229 EU-EC- Healthcare EEA Vears Female [Abortion spontaneous (1d- Recovered/Resolved With Sequelae - Other Medically Important Condition) immunisation - Not applicable - [1d - 1{DF} -
N ! Professional Intramuscular])
< 10010335842
A -
B lick or scan | et [Non 1864 COMIRNATY [TOZINAMERAN] (S- COVID-19
0230 EU-EC- Healthcare EEA Vears Female [Abortion spontaneous (7d- Recovered/Resolved - Other Medically Important Condition) immunisation - Not applicable - [n/a - 1{DF} -
3 10010335807 Professional Intramuscular])
[2]
£
g_ dlick or scan || = Abortion spontaneous (0d - Not Recovered/Not Resolved - ), Chills (5d - Recovered/Resolved - ), Fatigue (5d - Unknown - ),
2 _— 5021-10- Non 18-64 Feeling hot (3d - Recovered/Resolved - ), Headache (69d - Unknown - ), Influenza (5d - Recovered/Resolved - ), Limb 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
8231 EU-EC- 15 Healthcare EEA Vears Female |discomfort (5d - Recovered/Resolved - ), Myalgia (69d - Recovered/Resolved - ), Nausea (67d - Recovered/Resolved - ), Pyrexia |(CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a
3 : Professional (5d - Unknown - ), Rash (4d - Unknown - ) - n/a - n/aJ)
10010335722
% click or scan | ; Non
= 2021-10- 18-64 Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Inappropriate schedule of product |COMIRNATY [TOZINAMERAN] (S - COVID-19
D(232 B Healthcare EEA Female PEIE) . . .
S U-EC- 15 . Years administration (n/a - Unknown - ) immunisation - Not applicable - [n/a - n/a - n/a])
m 1 Professional
5 0010333386
>
m
@ click or scan |; Non
51, 13 | Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Anembryonic gestation (n/a - Unknown - |COMIRNATY [TOZINAMERAN] (S- n/a - Not
3 EU-EC- . Years Other Medically Important Condition), Maternal exposure during pregnancy (n/a - Unknown - ) applicable - [n/a - n/a - n/a])
o Professional
& 10010333158
o
g likcorsean s 2021-10 Non N TOZINAMERAN [TOZINAMERAN] (S- COVID-19
-10- ot . . .. -
= . - - . . . .
£|234 EU-EC- 15 Eealthgare Non EEA Specified Female [Abortion spontaneous (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/al)
rofessional
& 10010332276
=)
e}
%_; click or scan |; Non
> 2021-10- Not . . . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
T 235 EU-EC- 15 Healthc'are Non EEA Specified Female [Abortion spontaneous (n/a - Unknown - Other Medically Important Condition) mmmisation - Not applicable - [/a - n/a - n/a)
g 1001033225 Professional
9
B
% click or scan | ; Non
IS 2021-10- Not . . . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
i . - - . S .
£ 236 BU-EC- 15 Hea]thc_are Non EEA Specified Female [Abortion spontaneous (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
7] Professional
j=3 10010332254
=
2
ko
g click or scan Non
2021-10- Not . . . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
. - - . e .
237 EU-EC- 15 Healthqare Non EEA Specified Female [Abortion spontaneous (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - /al)
Professional
10010332217
click or scan |;
— Non
- 18-64 . . . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
238 BU-EC- Healthc'are Non EEA Vears Female [Abortion spontaneous (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [ 1d- n/a - n/a])
10010331291 Professional

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010335842&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010335807&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010335722&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010333386&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010333158&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010332276&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010332259&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010332254&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010332217&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010331291&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |FU Local ICSR Form | G31€WaY |5y e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt lificati for G Sex Rout
Date Qualification Regulatory roup oute])
Purposes
click or scan | ; Non COVID-19 MRNA VACCINE MODERNA (CX-
b 239 2021-10- Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (1d- |024414) [COVID-19 MRNA VACCINE MODERNA
S EU-EC- 14 Professional Years Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation -
:' 10010328565 Unknown - [n/a - 1{DF} - Unknown])
(i]'
B lick or scan 502110 Healtheare 1864 Abortion spontaneous (0d - Not Recovered/Not Resolved - Other Medically Important Condition), Haemorrhage in COMIRNATY [TOZINAMERAN] (S- COVID-19
Q240 EU-EC- 14 Professional EEA Vears Female |pregnancy (64d - Recovering/Resolving - Other Medically Important Condition), Maternal exposure during pregnancy (n/a-  |immunisation - Dose not changed - [n/a - 1{DF} -
g 10010328302/ 3 i Recovered/Resolved - Other Medically Important Condition) Intramuscular])
z
= -
§- click or scan | ;i Non
-‘é 241 2021-10- Healthcare EEA 18-64 Female Abdominal pain (9d - Unknown - ), Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Myalgia [COMIRNATY [TOZINAMERAN] (S - Immunisation -
g EU-EC- 14 Professional Years (9d - Unknown - ), Myalgia (n/a - Unknown - ) n/a- [n/a-n/a-n/a])
10010326983
3 .
E lick or sean Abortion spontaneous (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Exposure COVID-19 VACCINE JANSSEN (AD26.COV2.8)
= 2021-10- |Healthcare 18-64 - o 3 - [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
D242 . Non EEA Female |during pregnancy (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Pulmonary PR !
3 EU-EC |2 14 Professional Years embolism (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition) Product used for wnknown indication - Not applicable -
5 10010324699 ? [n/a - n/a - Unknown])
>
m
8 dlick or sean |; Abortion spontaneous (n/a - Recovered/Resolved - ), Hypomenorrhoea (n/a - Recovered/Resolved - Other Medically COVID-19 VACCINE ASTRAZENECA (CHADOX1
5 -10- -~ Al . . - A
5 2021-10- |Healthcare 18-64 NCOV-19) [COVID-19 VACCINE ASTRAZENECA
243 . Non EEA Female |Important Condition), Intermenstrual bleeding (n/a - Recovered/Resolved - ), Maternal exposure during breast feeding (n/a -
loa} EU-EC- 14 Professional Years kn M 1 disorder (3d Ived (CHADOX1 NCOV-19)] (S- n/a - Unknown - [1d - n/a
Sl 110010322451 Unknown -), Menstrual disorder (3d - RecoveredResolved -) - Intramuscular])
o}
o
g click or scan |; MERAN] (S-
o 244 2021-10-|Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Recovering/Resolving - Caused/Prolonged Hospitalisation), Ecchymosis (n/a - mﬁﬁiﬁ [Iilrcft)zelINlicable 1 d(—Sl {%l):\}ll_l)w
£ EU-EC- |2 14 Professional Years Recovering/Resolving - ), Malaise (n/a - Recovering/Resolving - ) PP
& [10010321975 Intramuscular])
=)
e}
%_; click or scan | ;a Non
> 245 2021-10- Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition), Maternal exposure during COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
g EU-EC- 14 : Years regnancy (n/a - Recovering/Resolving - Other Medically Important Condition -n/a-n/a
g Professional pregnancy & y imp
10010317271
s
% click or scan | ; Non
£ 246 2021-10- Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Exposure during pregnancy (n/a - |COMIRNATY [TOZINAMERAN] (S- n/a-n/a - [1d-
_Sm_ EU-EG | &= |14 Professional Years Recovered/Resolved - Other Medically Important Condition) n/a - Intramuscular])
j=3 10010315915
=
2
ko )
§| | dideorsem Non Aborti ¢ (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Disabling, Other Medicall
ot g rtion spontaneous (n/a - Fatal - s in Death, rolon; ospitalisation, Disabling, Other cally MERAN ME }
Olaa7 BU-EC- Eeallvthgare | Non EEA Slfia?;l Female |Important Condition), Maternal exposure during pregnancy (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, msation . NoEgozlligble -0 d-]ngg- I?/Z)]\)/[D-D
10010315054 rolessiona Disabling, Other Medically Important Condition) PP
dlick or sean 5021-10- Non 18-64 Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Facial paralysis (n/a - TOZINAMERAN [TOZINAMERAN] (S- COVID-19
248 : Healthcare Non EEA Female [Not Recovered/Not Resolved - Other Medically Important Condition), Maternal exposure during pregnancy (n/a - Unknown - |. . .
EU-EC- |13 fessi Years icall it immunisation - Not applicable - [1d - n/a - n/a])
10010312373 Professional Other Medically Important Condition)

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010328565&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010328302&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010326983&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010324699&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010322451&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010321975&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010317271&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010315915&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010315054&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010312373&_xpt=1&_xf=pdf
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10010302455| 3%

Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp Qualification or Group ex Route])
Date Regulatory
Purposes
click or scan |; Non
§ 249 "|Healthcare  [Non EEA 1804 |Female |Abortion spontaneous (n/a - Unknown - Other Medically Important Condition) TOZINAMERAN [TOZINAMERAN] (S - COVID-19
I EU-EC- Professional Years immunisation - Not applicable - [n/a - n/a - n/a])
:'1' 10010310405
ch
o lick or scan |;
& clck orsean 5021-10- Non 18-64 COMIRNATY [TOZINAMERAN] (S- COVID-19
0250 EU-EC- 3 Healthcare EEA Vears Female [Abortion spontaneous (n/a - Recovered/Resolved With Sequelae - Other Medically Important Condition) immunisation - Not applicable - [1d - 1{DF} -
3 10010309275 Professional Intramuscular])
£
Q .
R click or scan |;
'§ 251 BU-EC- lf;l:(?tlgslsciz(i)rr?al Non EEA lYi;?: Female [Abortion spontaneous (n/a - Recovered/Resolved With Sequelae - Other Medically Important Condition) mﬁﬁ;ﬁ g(gii)lj)licable - n/] zf ;]/2(?\‘/]1/15)19
g 10010306427 ;
% lick or sean |y Non Abortion spontaneous (n/a - Recovering/Resolving - Life Threatening, Caused/Prolonged Hospitalisation), Maternal exposure
= _ o .Abortion spontaneous - - > _
B|252 Healthcare Non EEA 18-64 Female |during pregnancy (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation), Vaginal haemorrhage (n/a - Unknown TOZINAMERAN [TOZINAI\/[ERAN] (S- COVID-19
EU-EC- Years Y immunisation - Not applicable - [1d - n/a - n/a])
3 10010306410 Professional - Life Threatening, Caused/Prolonged Hospitalisation)
-‘g
m
@ click or scan |t Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Benign hydatidiform mole (31d -
= 5 - E(’“] . NonEEA 11864 |keimal Recovered/Resolved With Sequelae - Other Medically Important Condition), Malaise (n/a - Unknown - Other Medically TOZINAMERAN [TOZINAMERAN] (S- COVID-19
31*3| purc g peaft care | on Years | ' |Important Condition), Menstruation irregular (n/a - Unknown - Other Medically Important Condition), Vaginal haemorrhage  |immunisation - Not applicable - [1d - n/a - n/a])
8 10010306217 rolessiona (n/a - Unknown - Other Medically Important Condition)
o
g| |dickorsan; Non L84 Abortion spontancous (70d - Unknovn - Other Medially Important Conditon). Fatigue (70d - Unknown - Other Medically | 1 o T [TOZINAMERAN] (S- COMD-19
‘=254 Healthcare  |EEA Female |Important Condition), Injection site reaction (70d - Unknown - Other Medically Important Condition), Lymphadenopath . o .
£ EU-EC- Years mp J Y mp yIp Pty limmunisation - Not applicable - [n/a - n/a - n/a])
% 10010304665 Professional (70d - Unknown - Other Medically Important Condition), Myalgia (70d - Unknown - Other Medically Important Condition) PP
=)
e}
%;:)‘ lick or scan |5 _(Non 18-64 Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition), Complication of pregnancy (n/a TOZINAMERAN [TOZINAME (S- COVID-19
B | 255 Healthcare Non EEA Female |- Unknown - Other Medically Important Condition), Ovulation pain (n/a - Unknown - Other Medically Important Condition), |. S . ]
EU-EC- Years immunisation - Not applicable - [1d - n/a - n/a])
% 10010303847 Professional Vaccination site erythema (n/a - Unknown - Other Medically Important Condition) PP
B
% click or scan |; Abortion spontaneous (n/a - Recovered/Resolved - Congenital Anomaly, Other Medically Important Condition), Fatigue (n/a |COVID-19 MRNA VACCINE MODERNA (CX-
£ 256 Healthcare Non EEA 18-64 Female |- Recovered/Resolved - Congenital Anomaly), Foetal growth restriction (n/a - Recovered/Resolved - Congenital Anomaly, 024414) [COVID-19 MRNA VACCINE MODERNA
= EU-EC  |E Professional Years Other Medically Important Condition), Maternal exposure during pregnancy (n/a - Recovered/Resolved - Congenital Anomaly),|(CX-024414)] (S- COVID-19 immunisation - Not
fé’. 10010303460 Ultrasound antenatal screen abnormal (n/a - Recovered/Resolved - Congenital Anomaly) applicable - [n/a - 1{DF} - Intramuscular])
=
2 click or scan | ; COVID-19 MRNA VACCINE MODERNA (CX-
B Healthcare 18-64 Abortion spontaneous (n/a - Recovered/Resolved - Caused/Prolonged Hospitalisation, Other Medically Important Condition),|024414) [COVID-19 MRNA VACCINE MODERNA
257 Non EEA Female
g EU-EC- Professional Years Maternal exposure during pregnancy (n/a - Recovered/Resolved - Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
O 10010303185 applicable - [n/a - 1{DF} - Intramuscular])
click or scan |; Non
258 2021-10- Healthcare Non EEA 18-64 Female Abortion spontaneous (1d - Recovered/Resolved - Caused/Prolonged Hospitalisation, Other Medically Important Condition), | TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- 13 Professional Years Haemorrhage (n/a - Recovering/Resolving - Caused/Prolonged Hospitalisation, Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010310405&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010309275&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010306427&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010306410&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010306217&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010304665&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010303847&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010303460&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010303185&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010302455&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber D:::lp Qualification l:ergulatory Group ex Route])
Purposes
Abortion spontaneous (n/a - Not Recovered/Not Resolved - Life Threatening, Congenital Anomaly), Abortion threatened
o (n/a - Not Recovered/Not Resolved - Life Threatening, Congenital Anomaly), Full blood count (n/a - Not Recovered/Not
5] . Resolved - Life Threatening, Congenital Anomaly), Human chorionic gonadotropin decreased (n/a - Not Recovered/Not
3 click or scan | ; Resolved - Life Threatening, Congenital Anomaly), Maternal exposure before pregnancy (n/a - Not Recovered/Not Resolved - |GOVID-19 VACCINE JANSSEN (AD26.COV2.9)
<1250 Healthcare |\ ppy 1864 |p e |Life Threatening, Congenital Anomaly), Platelet count increased (n/a - Not Recovered/Not Resolved - Life Threatening, [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
3 EU-EC Professional Years Congenital Anomaly), Pregnancy test positive (n/a - Not Recovered/Not Resolved - Life Threatening, Congenital Anomaly), [Product used for unknown indication - Not applicable -
% 10010300245 Thrombosis (n/a - Not Recovered/Not Resolved - Life Threatening, Congenital Anomaly), Ultrasound pelvis abnormal (n/a - [wa - n/a - Intramuscular])
a Not Recovered/Not Resolved - Life Threatening, Congenital Anomaly), Vaginal haemorrhage (n/a - Not Recovered/Not
g Resolved - Life Threatening, Congenital Anomaly)
g
S
g
-§ click or scan
) = Non AMERAN
g 260 | EU-EC- %221_10_ Healthcare ~ [Non EEA ;8_64 Female |Abortion spontaneous (n/a - Recovered/Resolved With Sequelae - Other Medically Important Condition) TOZINAN N [Tozlm ble - M/ ]rE/S_ CH?VID'lg
10010297973 Professional cars immenisation - Not applicable - [nVa - n/a - n/a])
3
8
=
%
g - . MRNA VACCINE ]
] lick or scan | 2 _(Non 18-64 Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Foetal growth restriction (n/a - Not (%)4\!‘[3)1 [9CDV[D/§1X1?\/IRN A \I/\/{((;]C)I];:\]I{EN{\\/Ié%)](ERN A
w261 Healthcare Non EEA Female |Recovered/Not Resolved - Other Medically Important Condition), Maternal exposure during pregnancy (1d - . g
S EU-EC- Professional Years Recovered/Resolved - ), Vaginal haemorrhage (n/a - Unknown - Other Medically Tmportant Condition) (CX-024414)] (S- COVID-19 immunisation - Not
§ 10010296416 4 applicable - [n/a - 1{DF} - Unknown])
< :
o} ; :
a click or scan | ;= . . . . .
o g Abortion spontaneous (n/a - Recovered/Resolved With Sequelae - Other Medically Important Condition), Malaise (n/a - MERAN ME )
| 262 EU-EC. Eealthqare Non EEA 18-64 Female |Unknown - ), Maternal exposure during pregnancy (n/a - Unknown - ), Off label use (n/a - Unknown - ), Product use issue (n/a - TOZIN . [Tozm RAN] (8- COVID-19
3 -EC- : rofessional Years Unknown - ) immunisation - Not applicable - [1d - n/a - n/a])
= 10010294289
£
‘gn click or scan |3
Healthcare 18-64 . . ) . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - . S .
%;;‘ 263 BU-EC- Professional Non EEA Years Female |Abortion spontaneous (n/a - Recovered/Resolved With Sequelae - Other Medically Important Condition) immunisation - Not applicable - [1Va - n/a - n/a])
ko) 10010294219
c
é lick or scan Healthcare 18-64 Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Fatigue (n/a - Not COMIRNATY [TOZINAMERAN] (S - COVID-19
% 264 B . Non EEA Female |Recovered/Not Resolved - ), Thirst (n/a - Not Recovered/Not Resolved - ), Vaccination site pain (n/a - Not Recovered/Not . ol .
e U-EC- Professional Years Resolved- ) immunisation - Not applicable - [n/a - n/a - n/a])
= 10010294055
B
=3
b= lick or sean | g7 i Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Exposure during pregnancy (n/a - Unknown
S Healthcare 18-64 . - o > COMIRNATY [TOZINAMERAN] (S- COVID-19
2265 . EEA Female |- ), Premature delivery (n/a - Unknown - Other Medically Important Condition), Premature rupture of membranes (n/a - ) P .
EU-EC- Professional Years . o immunisation - Not applicable - [n/a - 1{DF} - n/a])
% 10010293206 Unknown - Other Medically Important Condition)
5
click or scan | ;e Non
266 | Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a- |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- : Professional Years Unknown - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
10010293185
click or scan | 5 Non
267 2021-10- Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Exposure during pregnancy (n/a - |COMIRNATY [TOZINAMERAN] (S- n/a-n/a - [1d-
EU-EC- 112 Professional Years Recovered/Resolved - Other Medically Important Condition) n/a - Intramuscular])
10010292855

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010300245&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010297973&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010296416&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010294289&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010294219&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010294055&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010293206&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010293185&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010292855&_xpt=1&_xf=pdf

Reported side effectsfor COVID-19 vaccinesin EudraVigilance database (www.adrreports.eu) | Filtered by " Reaction": " Abortion spontaneous’

Page 28 of 181

Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp! Qualification or Group ex Route])
Date Regulatory
Purposes
COVID-19 VACCINE ASTRAZENECA (CHADOX1
o click or scan || NCOV-19) [COVID-19 VACCINE ASTRAZENECA
5] —— 2021-10-|Healthcare 18-64 Abortion spontaneous (n/a - Not Recovered/Not Resolved - Congenital Anomaly, Other Medically Important Condition), |(CHADOX1 NCOV-19)] (S- n/a - Not applicable - [1d
“_7‘1 268 EU-EC- ] S Professional Non EEA Vears Female |Maternal exposure during pregnancy (n/a - Unknown - Congenital Anomaly, Other Medically Important Condition), - n/a - Intramuscular]), COVID-19 VACCINE
i 10010292304 : Menstruation irregular (n/a - Not Recovered/Not Resolved - Congenital Anomaly, Other Medically Important Condition) ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19
! VACCINE ASTRAZENECA (CHADOX1 NCOV-19)]
% (S- n/a - Not applicable - [n/a - n/a - Intramuscular])
=} click or scan | ;
3 269 Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Dysgeusia (n/a - COMIRNATY [TOZINAMERAN] (S- COVID-19
2 EU-EC- : Professional Years Recovered/Resolved - ), Headache (n/a - Recovered/Resolved - ), Vomiting (n/a - Recovered/Resolved - ) immunisation - Not applicable - [1d - n/a - n/a])
g 10010290652
E- click or scan | = 5
g 270 2021-10- Healthcare Non EEA Not Female Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Fatigue (n/a - Unknown - Other |TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EG  |E o (12 Professional Specified Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
% 10010290649| F
‘g click or scan | ;= i Non Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Dysmenorrhoea (n/a - Recovered/Resolved -
[ & 2021-10- 18-64 Other Medically Important Condition), Inappropriate schedule of product administration (n/a - Unknown - ), Maternal TOZINAMERAN [TOZINAMERAN] (S- COVID-19
S |271 Healthcare Non EEA Female L. . . - . L .
2 EU-EC- 12 . Years exposure timing unspecified (n/a - Unknown - ), Pain (n/a - Not Recovered/Not Resolved - Other Medically Important immunisation - Not applicable - [1d - n/a - n/a])
w 1 Professional -
@ 0010290592 Condition)
(8]
3
click or scan |; Lo . N
_— Non Abortion spontaneous (n/a - Unknown - Disabling), Back pain (n/a - Not Recovered/Not Resolved - Disabling),
< - - Abortion spontaneous R
©|272 Healthcare Non EEA 18-64 Female |Dysmenorrhoea (n/a - Not Recovered/Not Resolved - Disabling), Heavy menstrual bleeding (n/a - Not Recovered/Not Resolved TOZINAMERAN [TOZWAMERAM (3- COVID-19
a EU-EC- . Years — immunisation - Not applicable - [1d - n/a - n/a])
- Professional - Disabling)
S 10010290548
5
% click or scan :
2021-10-|Healthcare 18-64 . ) . COMIRNATY [TOZINAMERAN] (S- COVID-19
< A - - Medi . S .
= 273 EU-EC- 12 Professional Non EEA Years Female [Abortion spontaneous (n/a - Recovered/Resolved - Other cally Important Condition) immunisation - Not applicable - [1/a - n/a - n/a])
%'; 10010290502
>
g click or scan | ;
Healthcare Not Not . . . . .. TOZINAMERAN [TOZINAMERAN] (S- COVID-19
; . . - - . o .
é 274 EU-EC- Professional Non EEA Specified Specified Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
% 10010290251
g
'?n' click or scan | ;
= Healthcare 18-64 TOZINAMERAN [TOZINAMERAN] (S- COVID-19
<(275| EU-EC- Professional Non EEA Vears Female [Abortion spontaneous (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
z 10010290213
ko
B
O click or scan | Non COVID-19 MRNA VACCINE MODERNA (CX-
18-64 . . .. 024414) [COVID-19 MRNA VACCINE MODERNA
- - .
276 EU-EC- I];If;]vg;:iil:a] EEA Vears Female [Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition) (CX-024414)] (S- COVID-19 prophylaxis - Not
10010287740 applicable - [n/a - .5mL - Intramuscular])
click or scan |3 COVID-19 VACCINE ASTRAZENECA (CHADOX1
277 Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Maternal exposure during NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- Professional Years pregnancy (n/a - Unknown - Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10010286847/ § n/a - Intramuscular])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010292304&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010290652&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010290649&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010290592&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010290548&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010290502&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010290251&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010290213&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010287740&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010286847&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# U Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
click or scan |3 Non
b 278 2021-10- Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Maternal exposure COMIRNATY [TOZINAMERAN] (S - COVID-19
S EU-EC- : 11 Professional Years during pregnancy (n/a - Recovered/Resolved - Other Medically Important Condition) immunisation - Unknown - [n/a - 1{DF} - n/a])
| |10010285844 rofession
(i]'
% lick or scan 5021-10- Non 18-64 Abortion spontaneous (n/a - Recovered/Resolved With Sequelae - Other Medically Important Condition), Maternal exposure |SPIKEVAX [COVID-19 MRNA VACCINE
Q279 EU-EC- ] 1 Healthcare EEA Vears Female |during pregnancy (n/a - Recovered/Resolved With Sequelae - Other Medically Important Condition), Pain in extremity (n/a- |MODERNA (CX-024414)] (S-n/a-n/a-[n/a-n/a-
g 10010285114 Professional Recovered/Resolved With Sequelae - Other Medically Important Condition) n/a))
g
S . =
R click or scan | 7=
= 12021-10- |Healthcare 18-64 . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - . S .
B (280 BU-EC- 1 Professional Non EEA Vears Female [Abortion spontaneous (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [1/a - n/a - n/a])
g 10010284958
3 Abortion spontaneous (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation), Anaemia (n/a - Unknown -
S Life Threatening, Caused/Prolonged Hospitalisation), Dizziness (n/a - Unknown - Life Threatening, Caused/Prolonged
K=y Hospitalisation), Headache (n/a - Recovering/Resolving - Life Threatening, Caused/Prolonged Hospitalisation), Maternal
@ click or scan |; exposure during pregnancy (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation), Myalgia (n/a - COVID-19 VACCINE ASTRAZENECA (CHADOX1
] 281 1/2021-10- | Healthcare Non EEA 18-64 Femal Recovering/Resolving - Life Threatening, Caused/Prolonged Hospitalisation), Pyrexia (4d - Recovered/Resolved - Life NCOV-19) [COVID-19 VACCINE ASTRAZENECA
w EU-EC- : 11 Professional on Years cemale Threatening, Caused/Prolonged Hospitalisation), Somnolence (n/a - Not Recovered/Not Resolved - Life Threatening, (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
&’ 10010284798 Caused/Prolonged Hospitalisation), Thrombosis (24d - Recovered/Resolved With Sequelae - Life Threatening, Caused/Prolonged|- Not applicable - [1d - n/a - Intramuscular])
3 Hospitalisation), Vaginal haemorrhage (n/a - Recovered/Resolved With Sequelae - Life Threatening, Caused/Prolonged
% Hospitalisation), Vulvovaginal pain (n/a - Recovered/Resolved With Sequelae - Life Threatening, Caused/Prolonged
g Hospitalisation)
g dlick or sean [Non 1864 COMIRNATY [TOZINAMERAN] (S- COVID-19
(282 EU-EC- : Healthcare EEA Vears Female [Abortion spontaneous (9d - Recovered/Resolved With Sequelae - Other Medically Important Condition) immunisation - Not applicable - [1d - 1{DF} -
% 10010283855 23 Professional Intramuscular])
g
%_; click or scan C Non SPIKEVAX [COVID-19 MRNA VACCINE
> g3 a4 (2021-10- Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Influenza like illness (n/a - MODERNA (CX-024414)] (S- COVID-19
8 EU-EC- 11 Professional Years Recovered/Resolved - ) immunisation - Not applicable - [1d - 1{DF} -
g 10010282907 ; Intramuscular])
8
D lick or scan & 102110 Healtheare 1864 COMIRNATY [TOZINAMERAN] (S - COVID-19
= | 284 : EEA Female [Abortion spontaneous (n/a - Recovered/Resolved With Sequelae - Caused/Prolonged Hospitalisation) immunisation - Not applicable - [n/a - 1{DF} -
= EU-EC- ; 11 Professional Years Intramuscular])
fé’_ 10010282873
E -
2 click or scan | i Non COVID-19 VACCINE JANSSEN (AD26.COV2.S)
B 285 2021-10- Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Not Recovered/Not Resolved - Congenital Anomaly), Heavy menstrual bleeding (n/a - Not [COVID-19 VACCINE JANSSEN (AD26.COW2.9)] (S-
g EU-EC- 11 : Years Recovered/Not Resolved - ), Intermenstrual bleeding (n/a - Not Recovered/Not Resolved - ) COVID-19 immunisation - Not applicable - [n/a - n/a -
s Professional
O 10010279159 n/a])
dlick or sean | 502110 /Non 1864 SPIKEVAX [COVID-19 MRNA VACCINE
286 EU-EC- 1 Healthcare EEA Vears Female [Abortion spontaneous (n/a - Unknown - Congenital Anomaly), Polymenorrhoea (n/a - Unknown - Congenital Anomaly) MODERNA (CX-024414)] (S- COVID-19
10010278359 Professional immunisation - Not applicable - [n/a - n/a - n/a])
click or scan | ; Non
2021-10- 18-64 . . - TOZINAMERAN [TOZINAMERAN] (S- COVID-19
287 BU-EC- 2 1 Healthc'are EEA Vears Female [Abortion spontaneous (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
10010278172 . Professional

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010285844&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010285114&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010284958&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010284798&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010283855&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010282907&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010282873&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010279159&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010278359&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010278172&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber D:::lp Qualification ]:: | Group ex Route])
gulatory
Purposes
click or scan | ; Non
b 288 | Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovering/Resolving - Life Threatening, Caused/Prolonged Hospitalisation, Other Medically | TOZINAMERAN [TOZINAMERAN] (S- COVID-19
S EU-EC- : Professional Years Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
4| |10010275970 rofession
ch
o click or scan |;
L e e Non Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition), Haemorrhage (n/a -
B X ’ : AMERAN AMERAN] (S-
0289 Healthcare Non EEA 18-64 Female [Recovering/Resolving - Other Medically Important Condition), Maternal exposure during pregnancy (n/a - Unknown - Other TOZIN . [Tozm (3- COVID-19
— EU-EC- Years immunisation - Not applicable - [1d - n/a - n/a])
3 10010275622] 3 y Professional Medically Important Condition)
£
Q .
@ click or scan | i=TH Non
-§ 290 2021-10- Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a- |COMIRNATY [TOZINAMERAN] (S- COMD-19
g EU-EC- : 09 Professional Years Unknown - ), Menstruation irregular (n/a - Unknown - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
10010271723 ]
% click or scan | ; Non
S| 201 F 2021-10- Healthcare EEA 18-64 Female Abortion spontaneous (0d - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a- |COMIRNATY [TOZINAMERAN] (S- COVID-19
S EU-EG- | #E 09 Professional Years Unknown - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
g 10010271712
>
m
@ click or scan Non
51, 9 2021-10- Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure before pregnancy (n/a- |[COMIRNATY [TOZINAMERAN] (S- COVID-19
loa} EU-EC- 09 Professional Years Unknown - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
% 10010271702;
o
5 click or scan | b Non - - ;
o 293 *12021-10- Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a- |COMIRNATY [TOZINAMERAN] (S- COVID-19
£ EU-EC- k|09 Professional Years Unknown - ), Uterine haemorrhage (6wk - Unknown - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
& 10010271692
=)
e}
click or scan | ;
%;;‘ 2021-10-|Healthcare 18-64 COMIRNATY [TOZINAMERAN] (S- COVID-19
T 294 EU-EC- : 08 Professional EEA Vears Female [Abortion spontaneous (15d- Recovered/Resolved - Caused/Prolonged Hospitalisation) immunisation - Not applicable - [n/a - 1{DF} -
g|  [10010266710 Intramuscular])
8
E lick or scan ) 2021-10- | Healthcare 18-64 Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition), Amenorrhoea (n/a - Not 1(3)(22)”\]/?1199) Eg)(ﬁlg.];: ﬁ%%%ﬁ
= [295 EU-EC 08 Professi Non EEA Female [Recovered/Not Resolved - Other Medically Important Condition), Heavy menstrual bleeding (n/a - Recovered/Resolved With ;
3 -EC- rofessional Years Sequelac - Other Medically mportant Condition) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [1d
=2 10010263814 - n/a - Intramuscular])
=
2 click or scan | iz Non
B 296 | Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Recovergd/Resolved With Sequela‘e - Other Medically Imponmt Condition), Exposure during  |COMIRNATY [TOZINAMERAN] (S- n/a-n/a- [1d-
g EU-EC- : . Years pregnancy (n/a - Recovered/Resolved With Sequelae - Other Medically Important Condition) n/a - Intramuscular])
ot Professional
(@) 10010261074
click or scan | ; Non Abortion spontaneous (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Exposure during pregnancy
2021-10- 18-64 (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Myalgia (n/a - Not Recovered/Not Resolved - COMIRNATY [TOZINAMERAN] (S- n/a-n/a- [1d-
297 Healthcare ~ [EEA Female 4
EU-EC- 08 Professional Years Caused/Prolonged Hospitalisation), Pyrexia (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Uterine  |n/a - Intramuscular])
10010260832 haemorrhage (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation)
click or scan |; Non
208 2021-10- Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a- |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 08 Professional Years Unknown - ) immunisation - Not applicable - [1d - n/a - n/a])
10010258346

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010275970&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010275622&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010271723&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010271712&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010271702&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010271692&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010266710&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010263814&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010261074&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010260832&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010258346&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |FULocal ICSR Form | G31€WaY |5y e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt for Sex
P Qualification Group Route])
Date Regulatory
Purposes
o
§ lick or scan Non Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition), Heavy menstrual bleeding (n/a
1 - - - 2 - -
1299 Healthcare Non EEA 18-64 Female |Recoverin, lving - Other Medically Important Condition), Menstruation delayed (n/a - Unknown - Other Medicall TOZINAMERAN [TOZI.NAMERAN] (S- COVID-19
EU-EC- ; Years S Y mp Y Y immunisation - Not applicable - [1d - n/a - n/a])
(ia. 10010256723 Professional Important Condition), Menstruation irregular (n/a - Recovered/Resolved - Other Medically Important Condition) PP
»
©®
(a)
2 click or scan | ; Non
g. 300 " |Healthcare Non EEA 18-64 Female [Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition) .TOZINAMERAN [TOZI.NAMERAN] (S- COVID-19
) EU-EC- : Professional Years immunisation - Not applicable - [n/a - n/a - n/a])
g 10010254633
% dlick or scan _(Non Not Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Exposure during pregnancy (n/a - [Cé))\([/[Dli_l? 9\<[2XCCINEJJAAI\II\I$EN(?A[§266CC%€QS§)] (s-
81301 Healthcare Non EEA .. |Female [Recovered/Resolved - Other Medically Important Condition), Maternal exposure before pregnancy (n/a - Recovered/Resolved - L k g ’
IS EU-EC- Professional Specified Other Medically Important Condition) Immunisation - Not applicable - [n/a - n/a -
= 10010254438 Y Unknown])
>
©
1; click or scan Non
d - 18-64 . ) . ) » COMIRNATY [TOZINAMERAN] (S- COVID-19
i - - . S
8 302 EU-EC- ]I;Ire;l%};:iifal EEA Vears Female [Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition) immunisation - 1/a - [1Va - 1 {DF} - Intramuscular])
3 10010252487
)
% Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Dysmenorrhoea (n/a - Not Recovered/Not
[a} click or scan | ; b Non Resolved - Other Medically Important Condition), Dysmenorrhoea (n/a - Unknown - Other Medically Important Condition),
g 303 2021-10- Healthcare Non EEA 18-64 Female Heavy menstrual bleeding (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Heavy menstrual TOZINAMERAN [TOZINAMERAN] (S- COVID-19
ol EU-EC- |07 Professional Years bleeding (n/a - Unknown - Other Medically Important Condition), Intermenstrual bleeding (n/a - Recovered/Resolved - Other  |immunisation - Not applicable - [1d - n/a - n/a])
g 10010249635 Medically Important Condition), Maternal exposure during pregnancy (n/a - Unknown - Other Medically Important
% Condition), Menstruation irregular (n/a - Not Recovered/Not Resolved - Other Medically Important Condition)
g lick or scan Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition), Arthralgia (24h
-10- - Ahoriion spontancous {iva - y > N AMERAN] (S- n/a - n/a -
21304 2021-10 Healthqare EEA 18-64 Female [Recovered/Resolved - ), Catarrh (n/a - Unknown - ), Myalgia (24h - Recovered/Resolved - ), Odynophagia (n/a - Unknown - ), COMIRNATY [TOZIN. (S-n/a-n/a-[n/a
e EU-EC- ; 07 Professional Years . . - n/a- n/a])
T 10010247238 Pyrexia (24h - Recovered/Resolved - ), Pyrexia (n/a - Unknown - )
é click or scan Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Condition aggravated (n/a -
o] el Non Unknown - Other Medically Important Condition), Dysmenorrhoea (n/a - Unknown - Other Medically Important Condition), MERAN ME
g 305 EU-EC- .0, 3321_10_ Healthcare Non EEA ;86;?2 Female |Heavy menstrual bleeding (n/a - Recovered/Resolved - Other Medically Important Condition), Menstruation delayed (n/a - Not msation . NoEgozlliIc\;ble -1 d-]ngg: S/;]\)/[D'lg
£ 10010245947 Professional Recovered/Not Resolved - Other Medically Important Condition), Taste disorder (n/a - Recovered/Resolved - Other Medically PP
< Important Condition)
'-C>-\ click or scan | i COVID-19 VACCINE ASTRAZENECA (CHADOX1
2 306 2021-10- |Healthcare Non EEA 18-64 Female Abortion spontaneous (7d - Recovered/Resolved - Disabling), Maternal exposure before pregnancy (n/a - Unknown - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
B EU-EC- 3 06 Professional Years Disabling), Pyrexia (2d - Recovered/Resolved - Disabling), Tremor (2d - Recovered/Resolved - Disabling) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [1d
g 10010242416 - n/a - Intramuscular])
dlick or sean 021 10./Non 1864 COMIRNATY [TOZINAMERAN] (S- COVID-19
307 EU-EC- 06 Healthcare ~ |[EEA Vears Female [Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition) immunisation - Not applicable - [22d - 1 {DF} -
10010239151 Professional Intramuscular])
click or sean |; |02 1-10- Healtheare s COMIRNATY [TOZINAMERAN] (S - COVID-19
308 . EEA Female [Abortion spontaneous (n/a - Recovered/Resolved - Caused/Prolonged Hospitalisation) immunisation - Not applicable - [1d - 1{DF} -
EU-EC- 06 Professional Years
10010239042 Intramuscular])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010256723&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010254633&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010254438&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010252487&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010249635&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010247238&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010245947&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010242416&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010239151&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010239042&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
. click or scan |3 110 icalthcare 1864 SPIKEVAX [COVID-19 MRNA VACCINE
1309 : EEA Female [Abortion spontaneous (1d- Recovered/Resolved With Sequelae - Other Medically Important Condition) MODERNA (CX-024414)] (S- COVID-19
IS EU-EC- 06 Professional Years . isation - n/a - [1d Sml - .
Ry 10010238971 immunisation - n/a - [1d- . - Intramuscular])
—
ch
o lick or scan |
& clek orsean 5021-10- | Healthcare 18-64 COMIRNATY [TOZINAMERAN] (S- COVID-19
Q310 . EEA Female [Abortion spontaneous (1d- Recovered/Resolved - Caused/Prolonged Hospitalisation) immunisation - Not applicable - [1d - 1{DF} -
- EU-EC- 06 Professional Years Intramuscular])
3 10010238969 ;
g
o8 click or scan : COVID-19 MRNA VACCINE MODERNA (CX-
-‘é 311 2021-10- Healthcare Non EEA Not Female Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition), Maternal exposure during 024414) [COMID-19 MRNA VACCINE MODERNA
: EU-EC- 06 Professional Specified pregnancy (n/a - Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation -
g 10010233896 Unknown - [n/a - 1{DF} - Unknown])
8 . R . ST . e . .
; : Abortion spontaneous ,
g click or scan Abortion spontaneous (n/a Recovenng/f_{e‘solwng Life Thre‘atenmg, Caused/Prolonged HOSpltallSaFlOn Conger}ltal COVID-19 VACCINE ASTRAZENECA (CHADOXI1
S — Anomaly, Other Medically Important Condition), Loss of consciousness (n/a - Recovered/Resolved - Life Threatening,
S 2021-10- |Healthcare 18-64 S . ; L . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
<312 : . Non EEA Female |Caused/Prolonged Hospitalisation, Congenital Anomaly, Other Medically Important Condition), Maternal exposure during
> EU-EC- | 5at¥ 06 Professional Years . . BT . . (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
© pregnancy (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation, Congenital Anomaly, Other Medically
5 10010233326, .. n/a - Intramuscular])
I Important Condition)
i<._>'j click or scan | ; Non
a - 18-64 . . . . 3 . COMIRNATY [TOZINAMERAN] (S- COVID-19
- R , ) Y
@ 313 EUEC. |13 Eﬁ;ﬁfgﬂ EEA Vears Female [Abortion spontaneous (n/a - Recovering/Resolving - Congenital Anomaly, Other Medically Important Condition) immunisation - n/a - [1/a - 1 {DF} - Intramuscular])
g 10010233241
click or scan | ;
& Jick
= Healthcare 18-64 . . - TOZINAMERAN [TOZINAMERAN] (S - COVID-19
£ ; - - . i .
% 314 BU-EC- Professional Non EEA Vears Female [Abortion spontaneous (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
5 10010233069
e}
%;;‘ click or scan | i Non
T 315 2021-10- Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Dysmenorrhoea (n/a - Not Recovered/Not | TOZINAMERAN [TOZINAMERAN] (S- COVID-19
g EU-EC- 06 Professional Years Resolved - ), Menstruation irregular (n/a - Not Recovered/Not Resolved - ) immunisation - Not applicable - [n/a - n/a - n/a])
g 10010232235
8
E click or scan | ; Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
<316 2021-10- Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Maternal exposure NCOV-19) [COVID-19 VACCINE ASTRAZENECA
E_ EU-EC- ' 05 Professional Years before pregnancy (n/a - Recovered/Resolved - Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
£ 10010229312 - Not applicable - [n/a - 1 {DF} - n/a])
o
g click or scan | =
Healthcare 18-64 . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - . S .
g 317 EU-EC- Professional Non EEA Vears Female [Abortion spontaneous (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
10010228659
click or scan ]
318 L3 (2021-10-|Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved With Sequelae - Other Medically Important Condition), Maternal exposure |COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
10(:51[(1)1_2]3(;1 0 05 Professional Years during pregnancy (n/a - Recovered/Resolved With Sequelae - Other Medically Important Condition) - n/a - n/a])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010238971&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010238969&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010233896&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010233326&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010233241&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010233069&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010232235&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010229312&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010228659&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010228102&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |FULocal ICSR Form | G31€WaY |5y e Country Age Patient |Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
click or scan | i
b 319 2021-10- |Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved With Sequelae - Disabling), Maternal exposure during pregnancy (n/a - COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
S EU-EG- | % 05 Professional Years Recovered/Resolved With Sequelae - Disabling) - n/a- n/a])
:' 10010228092
ch
@ click or scan | 3 Abortion spontaneous (n/a - Unknown - Congenital Anomaly, Other Medically Important Condition), Exposure during
g 320 2021-10- le]l(e):l theare EEA Not Female |Pregoancy (n/a - Unknown - Congenital Anomaly, Other Medically Important Condition), Product availability issue (n/a - (VCAH)fg(\)/)E?IAI\J[é(O)\\/{l 1]39-)59(8\/- Aﬁ{ﬁfﬁfﬁ%
= EU-EC- : 05 Professional Specified Unknown - ), Product dose omission issue (n/a - Unknown - ), Product use issue (n/a - Unknown - Congenital Anomaly, Other |* a - Intramuscular]) PP
3 10010228079 Medically Important Condition)
[2]
%— lick
click or scan :
-‘é 321 i [2021-10- Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Maternal exposure during COMIRNATY [TOZINAMERAN] (S- n/a - n/a- [n/a
: EU-EG- | %3 05 Professional Years pregnancy (n/a - Recovered/Resolved - Other Medically Important Condition) - n/a-n/al])
g 10010228067| B3
% click or scan | ; Non
= 2021-10- 18-64 Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a- |COMIRNATY [TOZINAMERAN] (S- n/a- n/a - [n/a
D(322 Healthcare EEA Female - o
S EU-ECG- | zZE 05 . Years Unknown - Other Medically Important Condition) - n/a- n/a])
m 1 Professional
5 0010228017
>
m
4] click or scan | ;
£lass 2021105 |y 1864 |, |Abortion spontaneous (164 - RecoveredResolved - Other Medically Important Condition), Matemal exposure during (\éHADO“ZEV%AI\I[gg\‘,"g)I]Q(SV Ace nJE/a’fS[: RAZENECA
3 EU-EC- o 05 . Years pregnancy (n/a - Recovered/Resolved - Other Medically Important Condition)
i Professional n/a])
& 10010227850
o
o click or scan | ; MRN, CCINE
o 324 2021-10- EZ:lthcme EEA 18-64 Female Abortion spontaneous (2d - Recovered/Resolved - Other Medically Important Condition), Maternal exposure during ﬁéﬁ‘@&g‘_ﬁ?ﬁi ] (S[—%n\//aA— na- [n/a-n/a-
£ EU-EC- 05 P : Years pregnancy (n/a - Recovered/Resolved - Other Medically Important Condition)
rofessional n/a))
& 10010227742
g
%_; click or scan |3 Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Maternal exposure
>[325 2021-10- |Healthcare EEA 18-64 Female during pregnancy (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Menstruation irregular (n/a - COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
] EU-EC- : 05 Professional Years Not Recovered/Not Resolved - Other Medically Important Condition), Unwanted pregnancy (n/a - Not Recovered/Not - n/a- n/a])
g 10010227735 Resolved - Other Medically Important Condition)
B
% click or scan | ; Non
£ 326 2021-10- Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition), Maternal exposure during COMIRNATY [TOZINAMERAN] (S- n/a - n/a- [n/a
= EU-EC- 05 : Years pregnancy (n/a - Recovering/Resolving - Other Medically Important Condition) - n/a - n/a])
B Professional
j=3 10010227704
E -
z click or scan | i Non
B 127 2021-10- Healthcare EEA 18-64 Female Abortion spontaneous (0d - Recovered/Resolved - Other Medically Important Condition), Maternal exposure during COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
g EU-EC- : 05 . Years pregnancy (n/a - Recovered/Resolved - Other Medically Important Condition) - n/a- n/a])
ot Professional
(@) 10010227697
click or scan | 5 Non COVID-19 VACCINE JANSSEN (AD26.COV2.S)
128 2021-10- Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a- |[COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
EU-EC- 05 Professional Years Unknown - ) COVID-19 immunisation - Not applicable - [n/a -
10010226902 olessiona 1{DF} - n/a])
dlick or seam ¢ _(Non 18-64 Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Injection site pain (n/a - Unknown - ), SPIKEVAX [COVID-19 MRNA VACCINE
329 EU-EC- : Healthcare EEA Vears Female |Malaise (4h - Recovered/Resolved - ), Maternal exposure during pregnancy (n/a - Unknown - ), Myalgia (1d - MODERNA (CX-024414)] (S- COVID-19
10010226897 Professional Recovered/Resolved - ), Nausea (4h - Recovered/Resolved - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010228092&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010228079&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010228067&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010228017&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010227850&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010227742&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010227735&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010227704&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010227697&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010226902&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010226897&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp! Qualification or Group ex Route])
Date Regulatory
Purposes
click or scan |; Non ) ] -
b 330 2021-10- Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure before pregnancy (n/a- |{COMIRNATY [TOZINAMERAN] (S- COVID-19
S EU-EC- 05 : Years Unknown - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
) ; Professional
< 10010225702
g’
@ click or scan | ;
g 131 2021-10- le]l(e):lthcare EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure before pregnancy (n/a- |[COMIRNATY [TOZINAMERAN] (S- COVID-19
- EU-EC- : 05 Professional Years Unknown - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
3 10010222008/ =
[2]
% lick i3
click or scan | g . . .
= - Non Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a - ME
8332 2021-10- ealtheare |EEA 18-64 \pemale [Unknown - ), Uterine spasm (n/a - Not Recovered/Not Resolved - ), Vaginal haemorrhage (n/a - Not Recovered/Not Resolved - COMIRNATY [TOZINA ] (S- COVID-19
: EU-EC- 05 : Years immunisation - Not applicable - [n/a - 1{DF} - n/a])
g Professional )
10010220061
3 .
= click or scan | ; ) N )
S| 333 2021-10- Egzlillthcare EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Fatigue (46d - Recovered/Resolved - ), COMIRNATY [TOZINAMERAN] (S - COVID-19
S EU-EC- 3 05 . Years Malaise (46d - Recovered/Resolved - ), Maternal exposure during pregnancy (n/a - Unknown - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
] ! Professional
5 10010220040
i
@ click or scan : Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
5334 2021-10- Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure before pregnancy (n/a- |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
3 EU-EC- 05 Professional Years Unknown - ) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
% 10010220027 - Not applicable - [n/a - 1 {DF} - n/a])
o
g click or scan | ;
[ 2021-10-|Healthcare 18-64 . - . COMIRNATY [TOZINAMERAN] (S- COVID-19
2 ; ? - - . o .
£|335 EU-EC- 305 Professional Non EEA Vears Female [Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/al)
& 10010219248
=)
e}
%_;) click or scan | ;
> 2021-10- |Healthcare 18-64 . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
T|3%6| puEc |2 (04 Professional  [NOM EEA  |yeqrg  [Female |Abortion spontaneous (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
E 10010212984
g Abdominal pain upper (21d - Recovered/Resolved - Other Medically Important Condition), Abortion spontaneous (n/a - Not
E Recovered/Not Resolved - Other Medically Important Condition), Back pain (n/a - Not Recovered/Not Resolved - Other
= click or scan | ; Non Medically Important Condition), Fatigue (n/a - Not Recovered/Not Resolved - Other Medically Important Condition),
E_ 137 2021-10- Healthcare Non EEA 18-64 Female Headache (n/a - Unknown - Other Medically Important Condition), Heavy menstrual bleeding (n/a - Not Recovered/Not TOZINAMERAN [TOZINAMERAN] (S- COVID-19
£ EU-EC- : 104 Professional Years Resolved - Other Medically Important Condition), Maternal exposure during pregnancy (n/a - Not Recovered/Not Resolved-  |immunisation - Not applicable - [1d - n/a - n/a])
o 10010212924 ] Other Medically Important Condition), Menstrual disorder (6d - Recovered/Resolved - Other Medically Important Condition),
2 Menstruation delayed (16d - Recovered/Resolved - Other Medically Important Condition), Nausea (n/a - Not Recovered/Not
% Resolved - Other Medically Important Condition)
5 dlick or scan Abortion spontaneous (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Affective
== Non disorder (n/a - Recovered/Resolved With Sequelae - Caused/Prolonged Hospitalisation), Hallucination (n/a - Recovered/Resolved ME ME
338 EU-EC- 3221_10_ Healthcare Non EEA :;;?_2 Female |[With Sequelae - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Insomnia (n/a - Recovered/Resolved %@tion%&EOZlgble - an: S/z]\)/“}w
10010212907 Professional With Sequelae - Caused/Prolonged Hospitalisation), Paranoia (n/a - Recovered/Resolved With Sequelae - Caused/Prolonged PP
Hospitalisation)
click or scan | ;g Non ) . N
339 2021-10- Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure before pregnancy (n/a- |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- |04 fessi Years Unknown - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
10010212518 Professional

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010225702&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010222008&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010220061&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010220040&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010220027&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010219248&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010212984&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010212924&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010212907&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010212518&_xpt=1&_xf=pdf

Reported side effectsfor COVID-19 vaccinesin EudraVigilance database (www.adrreports.eu) | Filtered by " Reaction": " Abortion spontaneous’

Page 35 of 181

Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp Qualification or Group ex Route])
Date Regulatory
Purposes
click or scan COVID-19 MRNA VACCINE MODERNA (CX-
b 2021-10- |Healthcare 18-64 . . . 024414) [COVID-19 MRNA VACCINE MODERNA
§ 340 EU-EC- 2|04 Professional EEA Vears Female [Abortion spontaneous (n/a - Recovering/Resolving - ) (CX-024414)] (S- COVID-19 immunisation - n/a -
:' 10010212165 ] [n/a - 1{DF} - Intramuscular])
ch
; click or scan |z COVID-19 MRNA VACCINE MODERNA (CX-
® 2021-10- |Healthcare 18-64 . o 024414) [COVID-19 MRNA VACCINE MODERNA
8131 puEc 04 Professional |24 Years |Tomale |Abortion spontaneous (5d- RecoveredResolved - CausedProlonged Hospitalisation) (CX-024414)] (S~ COVID-19 immunisation - Not
3 10010210411 applicable - [n/a - n/a - Intramuscular])
[2]
%— lick
click or scan | ; ;
-‘é 342 ; tk(2021-10- Ili::lthcare EEA 18-64 Female Abortion spontaneous (n/a - Recovering/Resolving - Disabling), Maternal exposure during pregnancy (n/a - COMIRNATY [TOZINAMERAN] (S- n/a - n/a- [n/a
: EU-EC- Frr (04 Professional Years Recovering/Resolving - Disabling) - n/a - n/aJ)
g 10010208884 ofessio
% click or scan | i R,
S| 343 2021-10- |Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Pain in extremity (n/a - |COMIRNATY [TOZINAMERAN] (S- COVID-19
S EU-EC- £ 104 Professional Years Not Recovered/Not Resolved - ) immunisation - Not applicable - [1d - n/a - n/a])
g 10010208666/ =
>
m -
@ click or scan | =t = Non
5 2021-10- Not . . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
5
. - - X - - . S .
3 344 EU-EC- 04 Eeallvthgare | EEA Specified Female [Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Anxiety (n/a - Unknown - ) immunisation - Not applicable - [ 1d- n/a - n/a])
g 10010208665 ; rofessiona
o}
o
— Abdominal discomfort (n/a - Not Recovered/Not Resolved - ), Abortion spontaneous (n/a - Unknown - Other Medically
g dlick or scan ] Tmportant Condition), Chest pain (n/a - Not Recovered/Not Resolved - ), Chills (7d - Recovered/Resolved - ), Fatigue (7d -
g _ :[2021-10- Non 18-64 Recovered/Resolved - ), Heavy menstrual bleeding (n/a - Not Recovered/Not Resolved - ), Injection site discomfort (7d - SPIKEVAX [COVID-19 MRNA VACCINE
% 345 EU-EC- 04 Healthcare EEA Vears Female [Recovered/Resolved - ), Injection site pain (7d - Recovered/Resolved - ), Malaise (7d - Recovered/Resolved - ), Maternal MODERNA (CX-024414)] (S- COVID-19
5 10010207720 Professional exposure during pregnancy (n/a - Unknown - ), Menstruation irregular (n/a - Not Recovered/Not Resolved - ), Neuropathy immunisation - Not applicable - [n/a - 1{DF} - n/a])
<) peripheral (n/a - Not Recovered/Not Resolved - ), Ovarian disorder (n/a - Not Recovered/Not Resolved - ), Psychotic disorder
%_; (n/a - Not Recovered/Not Resolved - )
>
g click or scan |3 Non COVID-19 VACCINE JANSSEN (AD26.COV2.S)
g 346 tigh (2021-10- Healthcare EEA 18-64 Fermale Abortion spontaneous (9d - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a- |[COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
w® EU-EC- = 04 Professional Years Unknown - ) COVID-19 immunisation - Not applicable - [n/a -
% 10010207160 & ] 1{DF} - n/a])
g
_ﬁ_ click or scan | ; Non ) ] N
S| 347 2021-10- Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Dysmenorrhoea (n/a- |TOZINAMERAN [TOZINAMERAN] (S- COVID-19
E EU-EC- 04 : Years Not Recovered/Not Resolved - ), Inappropriate schedule of product administration (n/a - Unknown - ) immunisation - Not applicable - [1d - n/a - n/a])
o Professional
3 10010206084
8 h
g click or scan | ;e
¢] 2021-10- |Healthcare Not . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
: . - - . S .
348 EU-EC- ] 04 Professional Non EEA Specified Female [Abortion spontaneous (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - /al)
10010205987
click or scan :
2021-10-Nn 18-64 Abortion spontaneous (n/a - Recovered/Resolved With Sequelac - Other Medically Important Condition), Menstruation |1 OANAMERAN [TOZINAMERAN] (S - COVID-19
349 Healthcare Non EEA Female - " immunisation - Not applicable - [n/a - n/a - n/a]),
EU-EC- 04 . Years delayed (n/a - Not Recovered/Not Resolved - Other Medically Important Condition)
10010204294 Professional [FOLIC ACID] (S- n/a - Unknown - [n/a - n/a - n/a])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf



https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010212165&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010210411&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010208884&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010208666&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010208665&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010207720&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010207160&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010206084&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010205987&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010204294&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber D:::lp Qualification l;)ergulatory Group ex Route])
Purposes
o
S click or scan
) Non . . . .
-10- -~ - - , R -
:. 350| BUEC 2021-10 Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a COMIRNATY [TOZINAMERAN] (S- COVID-19
A 10010200656 02 Professional Years Unknown - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
©
(a)
3 .
g click or scan | ;e COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-10- |Healthcare 18-64 Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition), Back pain (n/a - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
21351 ; : Non EEA Female - - . .
_§ EU-EC- 3101 Professional Years Recovering/Resolving - ), Headache (n/a - Recovering/Resolving - ) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
d 10010199587 n/a - Intramuscular])
g click or scan | ;
% 152 20211050 1864 |, |Abortion spontaneous (n/a - RecoveredResolved With Sequelae - Other Medically Important Concition), Myalgia (n/a - ﬁéﬁ‘ﬁ&gﬁ?ﬁ A ‘)“] U(Sifﬁﬂwmffﬁm s
= EU-EC- 3 01 : Years Unknown - ), Pyrexia (n/a - Unknown - ), Uterine pain (n/a - Unknown - ), Vaginal haemorrhage (n/a - Unknown - )
k=l 10010195122 . Professional [n/a - n/a - Intramuscular])
>
©
= COVID-19 VACCINE ASTRAZENECA (CHADOX1
w . Abortion spontaneous (n/a - Not Recovered/Not Resolved - Disabling, Other Medically Important Condition), Haemorrhage [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
click or scan | g y Imp ge
§ — Healthcare 18-64 (n/a - Not Recovered/Not Resolved - Disabling, Other Medically Important Condition), Heavy menstrual bleeding (n/a - (CHADOX1 NCOV-19)] (S- COVID-19 - Unknown -
31353 . Non EEA Female |Unknown - Disabling, Other Medically Important Condition), Infertility (n/a - Unknown - Disabling, Other Medicall; 64d - n/a - Intramuscular]), COVID-19 VACCINE
o] EU-EC- Professional Years S Y tmp Y S Y
i 10010195077 Important Condition), Menstruation irregular (n/a - Not Recovered/Not Resolved - Disabling, Other Medically Important ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19
g Condition) 'VACCINE ASTRAZENECA (CHADOX1 NCOV-19)]
= (S- n/a - Unknown - [n/a - n/a - Intramuscular])
5]
g click or scan | i COVID-19 VACCINE ASTRAZENECA (CHADOX1
= Healthcare 18-64 Abortion spontaneous (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Maternal [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
£ 354 Non EEA Female [270CCLsponIAncous gec osp y mp
s EU-EC- Professional Years exposure during pregnancy (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
g 10010194976 n/a - Intramuscular])
= click or scan | COVID-19 VACCINE ASTRAZENECA (CHADOX1
g 355 2021-10- Healthcare Non EEA 18-64 Female Abortion spontaneous (19d - Recovered/Resolved - Disabling), Maternal exposure during pregnancy (n/a - Unknown - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
g EU-EC- 101 Professional Years Disabling), Pyrexia (1d - Recovered/Resolved - Disabling), Tremor (1d - Recovered/Resolved - Disabling) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
g 10010191932 ; n/a - Intramuscular])
T
E click or scan |; COVID-19 MRNA VACCINE MODERNA (CX-
E_ 156 Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (1d- |024414) [COVID-19 MRNA VACCINE MODERNA
£ EU-EC- Professional Years Recovered/Resolved - ), Vaccination site pain (n/a - Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation - Not
o 10010191646 applicable - [n/a - 1{DF} - Unknown])
3
% click or scan |} Non
01357 EU-EC "|Healthcare ~ |EEA Sl{iﬁi Female |Abortion spontaneous (n/a - Unknown - Other Medically Important Condition) S/a?M%r;R/I:AE/Z r{rﬁﬁusc ar]) 1 (8- Immunisation -
ol Professional CeRen e
10010191494
lick or scan | Non 18-64 Abortion spontaneous (n/a - Recovered/Resolved With Sequelae - Other Medically Important Condition), Maternal exposure |[FOLIC ACID] (S- n/a - Unknown - [n/a - n/a - n/a]),
358 EU-EC- Healthcare Non EEA Vears Female |during pregnancy (n/a - Unknown - Other Medically Important Condition), Menstruation delayed (n/a - Not Recovered/Not [TOZINAMERAN] (S - n/a - Unknown - [n/a - n/a -
10010191223 a3 Professional Resolved - Other Medically Important Condition) n/a))

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010200656&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010199587&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010195122&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010195077&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010194976&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010191932&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010191646&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010191494&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010191223&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber D:::lp Qualification l:ergulatory Group ex Route])
Purposes
o click or scan || N
=] 2021-10-|Non 18-64 . . " . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
S| 359| puBC o1 Healthcare NonEEA |years |Female Abortion spontaneous (n/a- Upknown - Other Medically Important Condition), Vaginal haemorrhage (n/a - Unknown - immunisation - Not applicable - [/a - n/a - n/a])
p 10010190150 Professional Other Medically Important Condition)
ch
—
[0}
®
(a)
g click or scan |; Non Abdominal pain (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation, Congenital Anomaly), Abortion
4360 2021-10- Healthcare Non EEA 18-64 Female spontaneous (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation, Congenital Anomaly, Other Medically | TOZINAMERAN [TOZINAMERAN] (S- COVID-19
5 EU-EC- 101 Professional Years Important Condition), Uterine contractions during pregnancy (n/a - Unknown - Caused/Prolonged Hospitalisation, Congenital |[immunisation - Not applicable - [1d - n/a - n/a])
@ 10010190118 Anomaly), Vaginal discharge (n/a - Unknown - Caused/Prolonged Hospitalisation, Congenital Anomaly)
7
] click or scan |; . . . . .
_— Non Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition), Ectopic pregnancy (n/a -
g 361 EU-EC- 3(1)21_10_ Healthcare ~ [Non EEA ;iﬁj Female |Recovering/Resolving - Other Medically Important Condition), Haemorrhage (n/a - Recovering/Resolving - Other Medically mﬁwoggoﬁggﬁﬁfﬁﬁwng: S/;]\)/[D-lg
% 10010189492 Professional Important Condition), Maternal exposure during pregnancy (n/a - Unknown - Other Medically Important Condition) PP
=
<
©
E’ click or scan
at Non Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Cytokine test (n/a - Not Recovered/Not ME ME
% 362 EU-EC- 3?21_10_ Healthcare ~ [Non EEA :i ;?_2 Female |Resolved - Other Medica]l(y Important Condition), Cranulgmanﬁmlﬂare (n/a- Not) R?c,(t)vered/Not (Resolved— Other Medically %ﬁsation%&pggﬁble N an: S/z]\)/“}w
3 10010189491 Professional Important Condition)
<
o}
o
5
g click or scan | Non COVID-19 VACCINE JANSSEN (AD26.COV2.S)
% 363 2021-09- Healthcare Non EEA Not Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Exposure during pregnancy (n/a - Unknown |[COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
5 EU-EG- |t 30 Professional Specified - Other Medically Important Condition) Immunisation - Not applicable - [n/a - n/a -
% 10010187776 Unknown])
§ dlick or scan |7 5021-09- Non 18-64 Abortion spontaneous (2d - Recovered/Resolved - Other Medically Important Condition), Maternal exposure during TOZINAMERAN [TOZINAMERAN] (S- COVID-19
thcare on ¢ |pregnancy (n/a - own - ), abel use (n/a - own - ), Pain in extremity - Recover solved - ), Product use . - .
364 Health Non EEA Femal n/a - Unkny ), Off label use (n/a - Unkn Pain i ity (1d- Re ed/Resolved - ), Product
2 EU-EC 30 Professional Years issue (n/a - Unknown - ), Vaginal haemorrhage (2d - Recovered/Resolved - ) immunisation - Not applicable - [1d- n/a - n/a])
10010184643 ’
o
T
E click or scan | ;e COVID-19 MRNA VACCINE MODERNA (CX-
@ % -09- thcare - Abortion spontaneous (n/a - Recovered/Resolved - Tolon ospitalisation, er cally Important Condition),
@ 165 i 2021-09-|Health Non EEA 18-64 Female i n/a - Rec d/Resolved - Caused/Prol Hospitalisation, Other Medically I Condition),|024414) [COVID-19 MRNA VACCINE MODERNA
= -EC- rofession: ears xposure during pregnancy - Recovered/Resolved - rolon; ospitalisation - - immunisation - Not
= EU-EC 30 Professional Yo E duri 63d - Recs d/Resolved - Caused/Prol Hospitalisati (CX-024414)] (S- COVID-19 i isation - N
'.; 10010183341 applicable - [n/a - 1{DF} - Intramuscular])
3
2 click or scan | Iz
3 3 2021-09- Healthcare 18-64 Abortion spontaneous (n/a - Recovered/Resolved With Sequelac - Caused/Prolonged Hospitalisation, Other Medically COMIRNATY [TOZINAMERAN] (8- COVID-19
G| 366 : EEA Female " immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- 30 Professional Years Important Condition)
10010182054 Intramuscular])
dlich wrsin Abortion spontaneous (1/a - Recovered/Resolved - Caused/Prolonged Hospitalisation), Intermenstrual bleeding (n/a - COMIRNATY [TOZINAMERAN] (S- COVID-19
Healthcare 18-64 | Fomal s s S .
367 EU-EC- Professional EEA Years Female Recovering/Resolving - Caused/Prolonged Hospitalisation), Pelvic pain (n/a - Recovering/Resolving - Caused/Prolonged immunisation - Not applicable - [1d - 1{DF} -
10010180038 Hospitalisation) Intramuscular])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010190150&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010190118&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010189492&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010189491&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010187776&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010184643&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010183341&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010182054&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010180038&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVIIJ“Rc;l ICSR Form g:z:iv::y Source Sozuntry Age g:;lent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Qualification Group Route])
Date Regulatory
Purposes
dlick or scan || N 11?bon~t1i()n sp}?ntan.e ous ((rI]]//a - I{Ij(;irl?ecoveréog/Not _RaelsoAlr\l/e?n—al Oonégteﬁlitalg/l ggarﬁal)i, Other Mecdé)cajlly In)]p;)rtant Cor}dition),
I on ‘oetal growth restriction (n/a - own - Congenit omaly, er y Important Condition), Inappropriate
§ 368 EU-EC- §821-09- Healthcare Non EEA 5;?_2 Female [schedule of product administration (n/a - Unknown - ), Maternal exposure during pregnancy (n/a - Unknown - Congenital %ﬁ%%&gozlgﬁm IEZ-_Cn%\]/)[D'lg
“_7" 10010179297 Professional Anomaly, Other Medically Important Condition), Vaginal haemorrhage (n/a - Not Recovered/Not Resolved - Congenital PP
;') Anomaly, Other Medically Important Condition)
et c
o click or scan | i
§ 369 2021-09- le]l(e):lthcare Non EEA Not Female Abortion spontaneous (1d- Unknown - Other Medically Important Condition), Asthenia (n/a - Unknown - Other Medically |TOZINAMERAN [TOZINAMERAN] (S- COVID-19
- EU-EC- 30 Professional Specified Important Condition) immunisation - Not applicable - [42d - n/a - n/a])
§ 10010178085
5 Abortion spontaneous (0d - Recovered/Resolved With Sequelae - Disabling, Other Medically Important Condition),
§ Accidental exposure to product (n/a - Unknown - Disabling, Other Medically Important Condition), Angina pectoris (4d -
8 Recovered/Resolved With Sequelae - Disabling, Other Medically Important Condition), Chest discomfort (4d -
Recovered/Resolved With Sequelae - Disabling, Other Medically Important Condition), Chest pain (4d - Recovered/Resolved
g . With Sequelae - Disabling, Other Medically Important Condition), Dysmenorrhoea (4d - Recovered/Resolved With Sequelae -
) click or scan | ;e Disabling, Other Medically Important Condition), Dyspnoea (4d - Recovered/Resolved With Sequelae - Disabling, Other COVID-19 VACCINE ASTRAZENECA (CHADOX1
IS 370 2021-09- |Healthcare Non EEA 18-64 Female Medically Important Condition), Headache (4d - Recovered/Resolved With Sequelae - Disabling, Other Medically Important ~ |[NCOV-19) [COVID-19 VACCINE ASTRAZENECA
= EU-EC- 30 Professional Years Condition), Heavy menstrual bleeding (0d - Recovered/Resolved With Sequelae - Disabling, Other Medically Important (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
3 10010177511 Condition), Lethargy (4d - Recovered/Resolved With Sequelae - Disabling, Other Medically Important Condition), Maternal |- Not applicable - [1d - n/a - Parenteral])
5 exposure during pregnancy (n/a - Unknown - Disabling, Other Medically Important Condition), Menstruation irregular (4d -
@ Recovered/Resolved With Sequelae - Disabling, Other Medically Important Condition), Musculoskeletal stiffness (4d -
g Recovered/Resolved With Sequelae - Disabling, Other Medically Important Condition), Palpitations (4d - Recovered/Resolved
5 With Sequelae - Disabling, Other Medically Important Condition), Syncope (4d - Recovered/Resolved With Sequelae - Disabling,
@ Other Medically Important Condition)
g click or scan |; : Non Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Amenorrhoea (n/a - Not
o - - , -
53| pupc "|Healthcare  |EEA 3;?_2 Female |Recovered/Not Resolved - Other Medically Tmportant Condition), Maternal exposure before pregnancy (n/a - Not S/a)ﬁ];]]\l)ATY [TOZINAMERAN] (8- n/a - n/a - [1d-
g 10010175083 Professional Recovered/Not Resolved - Other Medically Important Condition)
é dlick or scan | B N lz\s/ll:(rj;'t;ﬁn lsgnntaneo(l:ls (511/3. - ?eﬁ(;veﬁng}/?eso(l;/ing E{eCaused{Pg)é(;ngleq Hos;é;zisg/t[i)oni (bggﬁe]x-}ital 'Axll'omgly, %her -
o - ; on cally Important Condition), Haemorrhage (n/a - Recoverin, solving - rolon, ospitalisation, Congenital
%_;) 372 EU-EC- 5821_09_ Healthcare Non EEA ;86;?: Female |Anomaly, Other Medically Important Condition), Illness (n/a - Recovering/Resolving - Caused/Prolonged Hospitalisation, mgﬁwogzozlmﬁf@w&s: S)\)}[D—w
> Professional Congenital Anomaly, Other Medically Important Condition), Maternal exposure during pregnancy (n/a - Unknown - Other pplicable - [ a-n/a]
B 10010174959 - .
% Medically Important Condition)
® click or scan | ; Non Abortion spontaneous (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Heavy
% 373 BU-EC "|Healthcare Non EEA ;8'64 Female |menstrual bleeding (n/a - Recovered/Resolved With Sequelae - Caused/Prolonged Hospitalisation, Other Medically Important .TOZINAMERAN [TOZII.N’;MERSN]HSS' S/)V[D—19
£ -EC- Professional ‘ears Condition) immunisation - Not applicable - [1d - n/a - n/a])
£ 10010174611
< :
E click or scan | :yai: . . . .
= ettt Non Abortion spontaneous (n/a - Recovered/Resolved With Sequelae - Other Medically Important Condition), Maternal exposure
B(374 EU-EC- "|Healthcare Non EEA :{.iﬁj Female |during pregnancy (n/a - Unknown - Other Medically Important Condition), Pain (n/a - Recovering/Resolving - Other Medically ﬁﬁ%m&zoﬁﬂwng: %\fDlQ
% 10010174604 & Professional Important Condition), Vaginal haemorrhage (n/a - Recovering/Resolving - Other Medically Important Condition) PP
© click or scan |; COVID-19 VACCINE ASTRAZENECA (CHADOX1
375 Healthcare Non EEA 18-64 Female Abortion spontaneous (29d - Recovered/Resolved - Other Medically Important Condition), Maternal exposure during NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- Professional Years pregnancy (n/a - Unknown - ) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10010173827, n/a - Intramuscular])
click or scan | & . . o .
_ Non Abortion spontaneous (n/a - Recovering/Resolving - Caused/Prolonged Hospitalisation, Other Medically Important
376 EU-EC- §821-09- Healthcare Non EEA 5;?_2 Female |Condition), Maternal exposure during pregnancy (n/a - Unknown - Caused/Prolonged Hospitalisation), Off label use (n/a - %ﬁgﬁ%&gﬁ;ﬂ%ﬁ?ﬂg: S/;]\)/ID'D
10010173731 Professional Unknown - Caused/Prolonged Hospitalisation), Product use issue (n/a - Unknown - Caused/Prolonged Hospitalisation)

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010179297&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010178085&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010177511&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010175083&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010174959&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010174611&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010174604&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010173827&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010173731&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |FULocal ICSR Form | G31€WaY |5y e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt lificati for G Sex Rout
Date Qualification Regulatory roup oute])
Purposes
click or scan |
< Healthcare Not . . . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
IN A . - - . L .
S 377 EU-EC- Professional Non EEA Specified Female [Abortion spontaneous (18d- Recovered/Resolved - Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
- 10010173672/
—
& .
@ click or scan | ;= COVID-19 MRNA VACCINE MODERNA (CX-
© Healthcare 18-64 Abortion spontaneous (n/a - Recovered/Resolved - Caused/Prolonged Hospitalisation, Other Medically Important Condition), |024414) [COVID-19 MRNA VACCINE MODERNA
0|378 Non EEA Female & Yy imp
— EU-EC- Professional Years Maternal exposure before pregnancy (1d - Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation - Not
§ 10010173630 applicable - [n/a - 1{DF} - Unknown])
=
g_ Abdominal pain upper (4d - Recovered/Resolved - Congenital Anomaly, Other Medically Important Condition), Abortion
= click or scan || spontaneous (n/a - Unknowq - Congenital Anomaly, chcr Medically Impol.'tfmt Condition), Headache (1d - COVID-19 VACCINE ASTRAZENECA (CHADOX1
) —— Recovered/Resolved - Congenital Anomaly, Other Medically Important Condition), Illness (1d - Recovered/Resolved -
: 2021-09- |Healthcare 18-64 . . . . A NCOV-19) [COVID-19 VACCINE ASTRAZENECA
379 BU-EC- 30 Professional Non EEA Vears Female [Congenital Anomaly, Other Medically Important Condition), Maternal exposure during breast feeding (n/a - Unknown - (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10010173539 Congenital Anomaly, Other Medically Important Condition), Maternal exposure during pregnancy (n/a - Unknown - na - Intramuscular])
) Congenital Anomaly, Other Medically Important Condition), Myalgia (2d - Recovered/Resolved - Congenital Anomaly, Other
&8 Medically Important Condition)
= :
S click or scan |; COVID-19 VACCINE ASTRAZENECA (CHADOX1
[ Healthcare 18-64 Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition), Foetal exposure during NCOV-19) [COVID-19 VACCINE ASTRAZENECA
T|380 : Non EEA Female . . o
T EU-EC- Professional Years pregnancy (n/a - Unknown - ), Maternal exposure during pregnancy (n/a - Unknown - ) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
@ 10010173424 - Unknown - [1d - n/a - Intramuscular])
(8]
5
3 click or scan |; COVID-19 VACCINE ASTRAZENECA (CHADOX1
2 381 Healthare |\ po ) [18-64 | . |Abortion spontaneous (n/a - Unknown - Congenital Anomaly), Maternal exposure before pregnancy (n/a - Unknown - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
a EU-EC- |* Professional Years Congenital Anomaly) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
= 10010173252| £ - Not applicable - [n/a - n/a - Intramuscular
S pp:
g Abortion spontaneous (1d - Recovered/Resolved - Caused/Prolonged Hospitalisation, Other Medically Important Condition),
. Bacterial infection (n/a - Recovered/Resolved - Caused/Prolonged Hospitalisation), Cervical dilatation (n/a -
é lick or sean Recovered/Resolved - Caused/Prolonged Hospitalisation), Haemorrhage in pregnancy (n/a - Recovered/Resolved - COVID-19 MRNA VACCINE MODERNA (CX-
g 2021-09-|Healthcare 18-64 o ) O . 024414) [COVID-19 MRNA VACCINE MODERNA
382 . Non EEA Female |Caused/Prolonged Hospitalisation, Other Medically Important Condition), Maternal exposure during pregnancy (n/a - . L
% EU-EC- 29 Professional Years cdResolved d/Proloneed Hospitalisati inedpl b o edResolved (CX-024414)] (S- COVID-19 immunisation - Not
10010170924 L Recover ved - Cause >rolonged Hospit 1sat¥on), tham placenta or membranes (n/a - Recover solved - applicable - [n/a - 1{DF} - Unknown])
e Caused/Prolonged Hospitalisation), Uterine contractions during pregnancy (n/a - Recovered/Resolved - Caused/Prolonged
% Hospitalisation)
w® click or scan |;
o] 2021-09- Non 18-64 Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a- |[COMIRNATY [TOZINAMERAN] (S- COVID-19
T|383 Healthcare EEA Female . ol .
c EU-EC- 29 Professional Years Unknown - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
S 10010169133
=3
= lick or scan |7 Abortion spontaneous (2d - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Exposure COVID-19 VACCINE ASTRAZENECA (CHADOX1
) 384 2021-09-|Healthcare Non EEA 18-64 Female |during pregnancy (n/a - Unknown - ), Foetal exposure during pregnancy (n/a - Unknown - Caused/Prolonged Hospitalisation, NCOV-19) [COVID-19 VACCINE ASTRAZENECA
3 EU-EC- 29 Professional Years Other Medically Important Con ditiO;I) > |(CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
e 10010166595 ¥ fp 1/a - Intramuscular])
(¢} :
click or scan | ;7 Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition), Haemorrhage (n/a - COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-09- |Healthcare 18-64 Recovering/Resolving - Other Medically Important Condition), Maternal exposure during pregnancy (n/a - Unknown - Other  |[NCOV-19) [COVID-19 VACCINE ASTRAZENECA
385 . Non EEA Female " I . .
EU-EC- 29 Professional Years Medically Important Condition), Vaginal haemorrhage (n/a - Not Recovered/Not Resolved - Other Medically Important (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10010166589 Condition) n/a - Intramuscular])
click or scan |; Non
186 L2 (2021-09- Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Inappropriate schedule of product TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- 29 fessi Years administration (n/a - Unknown - ) immunisation - Not applicable - [1d - n/a - n/a])
10010166301 : Professional

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010173672&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010173630&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010173539&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010173424&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010173252&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010170924&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010169133&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010166595&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010166589&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010166301&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber D:::lp Qualification l;)ergulatory Group ex Route])
Purposes
click or scan |; Non
o el (2021-09- 18-64 . . ] . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
IN ; R R ; AV '
| 387 EU-EC- 29 Hea]thgare Non EEA Vears Female [Abortion spontaneous (n/a - Recovered/Resolved With Sequelae - Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a
N Professional
< 10010165458 :
—
ch
i .
@ click or scan |; Non
® el (2021-09- 18-64 . . . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
0388 EU-EC- 29 Healthqare Non EEA Vears Female [Abortion spontaneous (n/a - Unknown - Other Medically Important Condition) mmisation - Not applicable - [/a - n/a - n/a)
3 10010165423 e Professional
[2]
£
g_ dlick or scan | B3 Abortion spontaneous (_n/a - Recovered/Re_solved - Disabling, Other Medically Important @njtion), COVID-19 (v/a - (COVID-19 VACCINE ASTRAZENECA (CHADOXI
2 _— i 2021-09- | Healthcare 18-64 Recovering/Resolving - Disabling, Other Medically Important Condition), Heavy menstrual bleeding (n/a - Not Recovered/Not NCOV-19) [COVID-19 VACCINE ASTRAZENECA
Q389 . Non EEA Female |Resolved - Disabling, Other Medically Important Condition), Menstrual disorder (n/a - Recovered/Resolved - Disabling, Other
: EU-EC- 29 Professional Years . . - A S - (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
cal ortant Condition), aine (n/a - Not Recover ot 'ved - Disablin; er cal ortant
10010164338 Medically Imp Condi Migr: n/a - Not Re ed/Not Resolved - Disabling, Other Medically Imp n/a - Intramuscular])
Condition), Pain (n/a - Recovered/Resolved - Disabling, Other Medically Important Condition
=3 y Imp
% click or scan | ‘et EE ! Non COVID-19 MRNA VACCINE MODERNA (CX-
S| 390 & 12021-09- Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition), Maternal exposure during 024414) [COVID-19 MRNA VACCINE MODERNA
S EU-EC- 5 (29 Professional Years pregnancy (n/a - Unknown - ), Pyrexia (n/a - Recovering/Resolving - ) (CX-024414)] (S- COVID-19 immunisation -
-‘g 10010163374 | Unknown - [n/a - 1{DF} - Unknown])
>
m c
@ click or scan | ;7= Non
5 5 (2021-00- Not . i » COMIRNATY [TOZINAMERAN] (S- COVID-19
5
: . - - . S .
3 391 EU-EC- E® 129 I];I::;]vg;sciifa] EEA Specified Female [Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition) immunisation - Not applicable - [ 1d- n/a - n/a])
g 10010163003 :
o}
o
5]
kS
% click or scan Non
= £112021-09- Not . ] . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
. - - . S .
g 392|  BUEC 29 E:glft!;;zrgal Non EEA Specified Female [Abortion spontaneous (1n/a - Recovered/Resolved - Other Medically Important Condition) immunisation - Not applicable - [1d- n/a - n/a])
10010162838
>
©
g
s
% click or scan Non
£|393 EU-EC ; 3821-09- Healthcare ~ [Non EEA ;8-64 Female |Abortion spontaneous (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition) TOZINAMERAII\;I [TOZII.NISIMERSN]HSS' S/)V[D'lg
;m_ -bEC- Professional ears immunisation - Not applicable - [1d - n/a - n/a])
10010162796
=3
= :
2 click or scan | ;= Non
3 2 (2021-09- Not . i i ' iy COMIRNATY [TOZINAMERAN] (S - COVID-19
3 394 EU-EC- 9 Healthc'are EEA Specified Female [Abortion spontaneous (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [1d - /a - n/a])
S| loo10161239 Professional
click or scan - Non
195 =1 2021-09- Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved With Sequelae - Caused/Prolonged Hospitalisation, Congenital Anomaly, |TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- 29 Professional Years Other Medically Important Condition), Maternal exposure before pregnancy (n/a - Unknown - ) immunisation - Not applicable - [n/a - n/a - n/a])
10010161238
click or scan COVID-19 VACCINE ASTRAZENECA (CHADOX1
396 2l (2021-09- Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Caused/Prolonged Hospitalisation, Congenital Anomaly), Maternal exposure during |[NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 29 Professional Years pregnancy (n/a - Unknown - Caused/Prolonged Hospitalisation, Congenital Anomaly) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [1d
10010161050 - n/a - Intramuscular])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010165458&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010165423&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010164338&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010163374&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010163003&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010162838&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010162796&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010161239&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010161238&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010161050&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp! Qualification or Group ex Route])
Date Regulatory
Purposes
click or scan | COVID-19 VACCINE ASTRAZENECA (CHADOX1
b 197 2021-09- |Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition), Abortion spontaneous (n/a- |[NCOV-19) [COVID-19 VACCINE ASTRAZENECA
S EU-EC- 29 Professional Years Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a - Unknown - ) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
:' 10010160721 ] n/a - Intramuscular])
ch
i .
@ click or scan |;
g 398 Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Unknown - ), Maternal exposure during pregnancy (n/a - Unknown - ), Vaginal haemorrhage  |[TOZINAMERAN] (S- COVID-19 immunisation -
e EU-EC- Professional Years (77d - Recovered/Resolved - ) Not applicable - [n/a - n/a - Transmammary])
3 10010160458| 3
é)
S . C
o click or scan | j Non
-‘é 399 2021-09- Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Somatic symptom COMIRNATY [TOZINAMERAN] (S- COVID-19
: EU-EC- 28 : Years disorder (n/a - Not Recovered/Not Resolved - immunisation - Not applicable - [1d - n/a - n/a
Professional
g 10010159375 ofessio
% click or scan |; Non
S| 400 2021-09- Healthcare EEA Not Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Amenorrhoea (n/a - Unknown - ), COMIRNATY [TOZINAMERAN] (S - COVID-19
S EU-EC- 28 Professional Specified Inappropriate schedule of product administration (n/a - Unknown - ) immunisation - Not applicable - [1d - n/a - n/a])
g 10010158008
>
m
@ click or scan |; Non
3| 401 Healthcare Non EEA 18-64 Female [Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition) TOZIN . [Tozm (S- COVID-19
3 EU-EC- Professional Years immunisation - Not applicable - [1d - n/a - n/a])
% 10010156006,
o
5 click or scan |; Non COVID-19 VACCINE JANSSEN (AD26.COV2.S)
o 402 2021-09- Healthcare Non EEA Not Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Exposure during pregnancy (n/a - [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
£ EU-EC- 28 Professional Specified Recovered/Resolved - Other Medically Important Condition) Immunisation - Not applicable - [n/a - n/a -
g 10010155789 Unknown])
g
%i clickor sem | [Non 1864 COMIRNATY [TOZINAMERAN] (S - COVID-19
T 403 EU-EC- Healthcare EEA Vears Female [Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a -
g 10010153609 Professional Intramuscular])
B
% click or scan | ;
IS 2021-09- | Healthcare 18-64 . . . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
i : - - . S .
£ 404 BU-EC- 8 Professional Non EEA Vears Female [Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition) immunisation - Not applicable - [1/a - n/a - n/a])
=1 10010153599
=
7 dlick or sean | 502100/ Non 1864 SPIKEVAX [COVID-19 MRNA VACCINE
e 405 EU-EC- 8 Healthcare EEA Vears Female [Abortion spontaneous (21d- Recovered/Resolved - Other Medically Important Condition) MODERNA (CX-024414)] (S - Immunisation - n/a -
s Professional [n/a - n/a - Intramuscular])
(@) 10010152947
click or scan |;
406 2021-09- Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Headache (n/a - Not COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- |3 28 Professional Years Recovered/Not Resolved - ) immunisation - Not applicable - [1d - n/a - n/a])
10010152209
dlick or scan Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition), Exposure during pregnancy (n/a
=i Non - Recovering/Resolving - Other Medically Important Condition), Fatigue (n/a - Recovering/Resolving - Other Medically
07 Lo §g21.09. Healthcare ~ [EEA 5;?_2 Female |Tmportant Condition), Headache (n/a - Recovering/Resolving - Other Medically Important Condition), Hypoaesthesia (n/a - FS}:I_HE/IZI]A;TY [TOZINAMERAN] (8- n/a - /a - [n/a
i Professional Recovering/Resolving - Other Medically Important Condition), Malaise (n/a - Recovering/Resolving - Other Medically
10010149909 " L
mportant Condition)

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010160721&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010160458&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010159375&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010158008&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010156006&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010155789&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010153609&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010153599&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010152947&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010152209&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010149909&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number g:slpt Qualification fl;)ergulatory Group Sex Route])
Purposes
click or scan | ;
< 2021-09- | Healthcare Not . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
IN A . - - . S .
S 408 EU-EC- 28 Professional Non EEA Specified Female [Abortion spontaneous (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/al)
- 10010149606
—
& .
@ click or scan | ;7 Non Abortion spontaneous (7d - Recovered/Resolved - Disabling, Other Medically Important Condition), Fatigue (33d -
g 409 2021-09- Healthcare Non EEA 18-64 Female Recovered/Resolved - Disabling, Other Medically Important Condition), Headache (17d - Recovered/Resolved - Disabling, Other| TOZINAMERAN [TOZINAMERAN] (S- COVID-19
- EU-EC- 28 Professional Years Medically Important Condition), Inappropriate schedule of product administration (n/a - Unknown - ), Malaise (n/a - Not immunisation - Not applicable - [1d - n/a - n/a])
§ 10010148220 7 Recovered/Not Resolved - Disabling, Other Medically Important Condition)
£
g click or scan | jr Non
= 4 09- g B}
®|410 BU-EC 3321 0 Healthcare Non EEA lYia?: Female [Abortion spontaneous (n/a - Recovered/Resolved With Sequelae - Other Medically Important Condition) mﬁw&?ﬁgﬁgﬁw&: S/;]\)/[D-lg
g Sre Professional ) CLEm e
10010148189
% click or scan |; Non
S| 411 2021-09- Healthcare Non EEA 18-64 Female Abortion spontaneous (1d - Recovered/Resolved - Other Medically Important Condition), Maternal exposure during TOZINAMERAN [TOZINAMERAN] (S- COVID-19
‘(>; EU-EC- 28 Professional Years pregnancy (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
S 10010147473
o
(3 click or scan | Non COVID-19 VACCINE JANSSEN (AD26.COV2.S)
Sl 2021-09- Healthcare Non EEA Not Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Exposure during pregnancy (n/a - Unknown |[COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
3 EU-EC- 27 Professional Specified - Other Medically Important Condition) Immunisation - Not applicable - [n/a - n/a -
% 10010145646, Unknown])
o
g click or scan |; Non . . ... .
; Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Malaise (n/a -
83 2021-09 yealtheare  [EEA 18-64 | pemale [RecoveredResolved - Other Medically Tmportant Condition), Maternal exposure during pregnancy (n/a - Recovered/Resolved - COMIRNATY [TOZINAMERAN] (S - COVID-19
£ EU-EC- 27 : Years . .. immunisation - Not applicable - [n/a - 1{DF} - n/a])
% 10010144594 Professional Other Medically Important Condition)
g
%_; click or scan |; Non
> 2021-09- Not . . . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
% 414 EU-EC- 57 E:jg;;irga] Non EEA Specified Female [Abortion spontaneous (3d- Recovered/Resolved - Other Medically Important Condition) mumisation - Not applicable - [/a - n/a - n/al)
10010143129 i
B
% click or scan | ; Non
£ 415 s (2021-09- Healthcare Non EEA Not Female Abortion spontaneous (n/a - Recovered/Resolved - Caused/Prolonged Hospitalisation, Congenital Anomaly, Other Medically | TOZINAMERAN [TOZINAMERAN] (S- COVID-19
_Sm_ EU-EC- 1 (27 Professional Specified Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
j=3 10010142368| § ]
=
3 click or scan | AMERAN]
B 416 2021-09- |Healthcare EEA 18-64 Female Aborted pregnancy (n/a - Recovering/Resolving - Other Medically Important Condition), Abortion spontaneous (n/a - mﬁﬁgﬁ groziljth drawn - [1((18__ grle\j[- D19
g EU-EC- 27 Professional Years Recovering/Resolving - Other Medically Important Condition) Intramuscular]) e .
¢} 10010142269 ;
dlick or sean |; COMIRNATY [TOZINAMERAN] (S - COVID-19
417 2021-09- Healthcare EEA 18-64 Female Abdominal pain (n/a - Recovered/Resolved - ), Abortion spontaneous (n/a - Recovered/Resolved With Sequelae - immunisation - Not applicable - [1d- 1 {DF} -
EU-EC- | 27 Professional Years Caused/Prolonged Hospitalisation), Back pain (n/a - Recovered/Resolved - ) PP
10010142229 : Intramuscular])
click or scan |;
s 202109 a 18:64 | |Abortion spontancous (n/a - Not RecoveredNot Resolved - Other Medically Important Condition), Genital herpes (n/a - mﬂﬁg [ggzam‘ﬁ“c”ambf:_“[ n/” ;S | %);;n_)m
EU-EC- 27 Professional Years Recovered/Resolved - ), Lymphadenitis (n/a - Recovered/Resolved - ) I uscul PP
10010142208 rofession: ntramuscular])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010149606&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010148220&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010148189&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010147473&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010145646&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010144594&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010143129&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010142368&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010142269&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010142229&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010142208&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp Qualification or Group ex Route])
Date Regulatory
Purposes
| [didkorsean g 02100 Non " COMIRNATY [TOZINAMERAN] (S- COVID-19
419 EU-EC- 57 Healthcare EEA Vears Female [Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition) immunisation - Drug withdrawn - [1d - 1 {DF} -
N Professional Intramuscular])
< 10010142183
ch
o lick or scan |;
& ‘ ; 2021-09- Healthare 18-64 . COMIRNATY [TOZINAMERAN] (S- COVID-19
0420 EU-EC- 57 Professional EEA Vears Female [Abortion spontaneous (n/a - Recovered/Resolved - ) il;frn;l:l;s;tllﬁ)arrl]-) Drug withdrawn - [n/a - 1{DF} -
3 10010141131
1(,'_‘)
Q .
g click or scan |+
= Healthcare 18-64 . ] . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - . S .
8421 EU-EC- Professional Non EEA Vears Female [Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/al])
g 10010139643
% click or scan |; Non COVID-19 MRNA VACCINE MODERNA (CX-
S| 422 2021-09- Healthcare Non EEA Not Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Illness (n/a - Unknown - ), Maternal 024414) [COVID-19 MRNA VACCINE MODERNA
S EU-EC- 27 Professional Specified exposure during pregnancy (n/a - Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation -
-‘g 10010138436 Unknown - [n/a - 1{DF} - Unknown])
Ll:_]
)
5
@ click or scan 1 Non
o} 7112021-09- Not . ) . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
. - - . S .
a 423 EU-EC- 57 Healthqare Non EEA Specified Female [Abortion spontaneous (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/al)
Professional
S 10010137398
5
;
‘gn
%-; click or scan |; Non
2021-09- Not . R . . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
- . - - . . . .
%. 424 BU-EC- 27 Hea]thqare Non EEA Specified Female |Abortion spontaneous (n/a - Unknown - Disabling, Other Medically Important Condition) immunisation - Not applicable - [1d- n/a - n/a])
c 2 Professional
% 10010137367
g click or scan |;
E 425 x 2021-09- Eg:lthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Biochemical pregnancy (n/a - Unknown - ), [TOZINAMERAN [TOZINAMERAN] (S- COVID-19
o EU-EC- 27 . Years Menstruation delayed (n/a - Unknown - ) immunisation - Not applicable - [1d - n/a - n/a])
3 Professional
g 10010135383
£
= click or scan |; Non ) ) ) )
3| 426 | Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Cpngenltal Anomaly), Haemorrhage (n/a - Upknown - Congenital Anomaly), Pain TOZINAMERAN [TOZI_NAMERAN] (S- COVID-19
EU-EC- : Years (n/a - Unknown - Congenital Anomaly), Vaginal haemorrhage (n/a - Unknown - Congenital Anomaly) immunisation - Not applicable - [1d - n/a - n/a])
g ; Professional
5 10010135075
click or scan | Non More Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Burning sensation (n/a - Unknown - ),
427 | Healthcare Non EEA  |than 85 |Female Contusion (n/a - Unknown - ), Cough (n/a - Unknown - ), Headache (n/a - Unknown - ), Hypoaesthesia (n/a - Unknown - ), TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- . Pain (n/a - Unknown - ), Rash (n/a - Unknown - ), Rectal haemorrhage (n/a - Unknown - Other Medically Important immunisation - Not applicable - [1d - n/a - n/a])
Professional Years -
10010134467 Condition)
click or scan |; Non
428 | Healthcare EEA Not Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a- |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- . Specified Unknown - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
10010131287 & Professional

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010142183&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010141131&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010139643&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010138436&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010137398&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010137367&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010135383&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010135075&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010134467&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010131287&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp! Qualification or Group ex Route])
Date Regulatory
Purposes
click or scan |; Non Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Abortion spontaneous
N 429 2021-09- Healthcare  |Non EEA 18-64 Female |(/a - Recovering/Resolving - Other Medically Important Condition), Menstruation delayed (n/a - Unknown - Other Medically TOZINAMERAN [TOZINAMERAN] (S - COVID-19
S EU-EC- | 24 Professional Years Important Condition), Menstruation irregular (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
:' 10010127184
ch
o lick or scan |;
& < 2021-09- | Healthcare 18-64 COMIRNATY [TOZINAMERAN] (S- COVID-19
0430 EU-EC- 4 Professional EEA Vears Female [Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition) immunisation - Not applicable - [1d - 1{DF} -
3 10010126320 - : Intramuscular])
£
8 Jick -
g S Healtheare 1864 COMIRNATY [TOZINAMERAN] (S - COVID-19
8431 EU-EC- Professional EEA Vears Female [Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition) immunisation - Not applicable - [1d - n/a -
g 10010126240 Intramuscular])
% click or scan |; :.- Non
S| 432 | Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Exposure during pregnancy (n/a - |COMIRNATY [TOZINAMERAN] (S- n/a-n/a - [1d-
S EU-EC- . Years Recovered/Resolved - Other Medically Important Condition) n/a - Intramuscular])
] I Professional
5 0010124800
o
@ click or scan | Non Abortion spontaneous (n/a - Recovering/Resolving - Caused/Prolonged Hospitalisation, Other Medically Important
5 433 | Healthcare Non EEA 18-64 Female Condition), Feeling abnormal (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation, Other Medically TOZINAMERAN [TOZINAMERAN] (S - COVID-19
3 EU-EC- Professional Years Important Condition), Vision blurred (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation, Other Medically |immunisation - Not applicable - [1d - n/a - n/a])
g 10010123493 Important Condition)
o
g 434 — } E(e):lthcare NonEEA  |18%% |Fenale |Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition) TOZINAMERAN [TOZINAMERAN] (S - COVID-19
= - - . . . .
£ EU-EC- | Professional Years s Y 1mp: immunisation - Not applicable - [n/a - n/a - n/a])
& 10010123485
g
%_; click or scan | Non Abortion spontaneous (n/a - Recovered/Resolved - ), Injected limb mobility decreased (1d - Recovered/Resolved - ), Injection
> 435 i 2021-09- Healthcare EEA 18-64 Female site inflammation (1d - Recovered/Resolved - ), Injection site pain (1d - Recovered/Resolved - ), Injection site warmth (1d - COMIRNATY [TOZINAMERAN] (S- COVID-19
] EU-EC- 24 Professional Years Recovered/Resolved - ), Menstrual disorder (n/a - Not Recovered/Not Resolved - ), Menstruation delayed (n/a - immunisation - Not applicable - [n/a - 1{DF} - n/a])
g 10010122531 Recovered/Resolved - ), Ovulation delayed (n/a - Recovered/Resolved - )
8
> click or scan | ;
£ 2021-09-Non 18-64 Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Vaginal haemorthage |- LeC VAX [COVID-19 MRNA VACCINE
< [ 436 Healthcare EEA Female ) - MODERNA (CX-024414)] (S- Immunisation - n/a -
= EU-EC- 24 : Years (n/a - Not Recovered/Not Resolved - Other Medically Important Condition)
] Professional [n/a - n/a - Intramuscular])
j=3 10010122197
=
3 click or scan |; MRN
B 2021-09- Non 18-64 Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Exposure during SPIKEVAX [COVID-19 A VACCINE
g 437 EU-EC- 4 Healthcare EEA v, Female a - Not Re «d/Not Resolved - Other Medically Important Conditi MODERNA (CX-024414)] (S-n/a-n/a-[1d-n/a-
8 Professional ears pregnancy (n/a - Not Recovered/Not Resolve er Medically Important Condition) Int ul
rofession: ntramuscular])
(@) 10010121703
click or scan COMIRNATY CONCENTRATE FOR DISPERSION
SRR 502100, Non 1864 FOR INJECTION COVID-19 MRNA VACCINE
438 | EU-EC- 4 Healthcare EEA Vears Female [Abortion spontaneous (n/a - Recovered/Resolved With Sequelae - Congenital Anomaly), Amenorrhoea (n/a - Unknown - ) |(NUCLEOSIDE MODIFIED) [TOZINAMERAN] (S-
10010121134 Professional COVID-19 immunisation - Not applicable - [n/a - n/a -
) pp!
a

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010127184&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010126320&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010126240&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010124800&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010123493&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010123485&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010122531&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010122197&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010121703&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010121134&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp! Qualification or Group ex Route])
Date Regulatory
Purposes
o dlick or sean Non Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition), Abortion spontaneous (n/a - COVID-19 MRNA VACCINE MODERNA (CX-
(439 2021-09- Healthcare Non EEA 18-64 Female |Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a - Unknown - Other Medically 024414) [COVID-19 MRNA VACCINE MODERNA
S EU-EC- 24 Professional Years Important Condition) ’ (CX-024414)] (S- COVID-19 immunisation - Not
:' 10010121051 mp applicable - [n/a - 1{DF} - Unknown])
9 Abortion spontaneous (n/a - Recovered/Resolved - Disabling, Other Medically Important Condition), Breast pain (n/a -
% . Unknown - ), Constipation (n/a - Unknown - ), Decreased appetite (24d - Recovered/Resolved - Disabling, Other Medically
a click or scan | 7z Non Important Condition), Heavy menstrual bleeding (n/a - Not Recovered/Not Resolved - Disabling, Other Medically Important ~ |COVID-19 MRNA VACCINE MODERNA (CX-
g 440 2021-09- Healthcare Non EEA 18-64 Female Condition), Inappropriate schedule of product administration (1d - Recovered/Resolved - ), Influenza (3d - Recovered/Resolved (024414) [COVID-19 MRNA VACCINE MODERNA
7] EU-EC- 24 Professional Years - Disabling, Other Medically Important Condition), Injection site erythema (n/a - Recovered/Resolved - ), Menstruation (CX-024414)] (S- COMID-19 immunisation -
5 10010120530 irregular (n/a - Unknown - ), Myalgia (n/a - Unknown - ), Somatic symptom disorder of pregnancy (24d - Recovered/Resolved - |Unknown - [n/a - 1{DF} - Unknown])
@ Disabling, Other Medically Important Condition), Weight decreased (26d - Recovered/Resolved - Disabling, Other Medically
3 Important Condition)
3 . Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Fatigue (n/a - Not Recovered/Not Resolved -
click or scan | ;rm Non Other Medically Important Condition), Injection site erythema (n/a - Recovering/Resolving - Other Medically Important COVID-19 MRNA VACCINE MODERNA (CX-
g 441 - | Healthcare Non EEA 18-64 Female Condition), Injection site pain (n/a - Recovering/Resolving - Other Medically Important Condition), Lymphadenopathy (n/a - |024414) [COVID-19 MRNA VACCINE MODERNA
IS EU-EC- Professional Years Not Recovered/Not Resolved - Other Medically Important Condition), Maternal exposure during pregnancy (1d - (CX-024414)] (S- COVID-19 immunisation - Not
= 10010116094 Recovered/Resolved - Other Medically Important Condition), Neck pain (n/a - Not Recovered/Not Resolved - Other Medically |applicable - [n/a - 1{DF} - Unknown])
3 Important Condition)
5 .
L_ﬁf click or scan |; [Non 1864 COMIRNATY [TOZINAMERAN] (S - COVID-19
8 [442 EU-EC Healthcare EEA v, Female [Abortion spontaneous (1d- Recovered/Resolved With Sequelae - Other Medically Important Condition) immunisation - Not applicable - [1d - 1{DF} -
] Son Professional cars Intramuscular])
3 10010113209
<
g click or scan |;
— Healthcare 18-64 ) ' ' B COMIRNATY [TOZTNA'MERAN] (S- COVID-19
g 43| e Professional EEA Vears Female [Abortion spontaneous (1d- Recovered/Resolved With Sequelae - Other Medically Important Condition) immunisation - Not applicable - [1d - 1{DF} -
g 10010113207 Intramuscular])
g” click or scan | B Non
%_; 444 f [2021-09 | pealtheare  |EEA 18-64 g male |Abortion spontaneous (n/a - Recovered/Resolved With Sequelae - Other Medically Important Condition) COMIRNATY [TOZINAMERAN] (8 - Immunisation -
2 EU-EC- : R |23 Professional Years n/a- [n/a-n/a-n/a])
© 10010112221 i
8 dlick or scan 502100, Non 1864 COMIRNATY [TOZINAMERAN] (S- COVID-19
E 45| LU 2 “7"|Healthcare EEA Ye;rs Female [Abortion spontaneous (8wk - Recovered/Resolved With Sequelae - ) immunisation - Not applicable - [24d - 1{DF} -
£l 10010112082 Professional Intramuscular])
=3
£ .
2 click or scan | Non
2021-09- 18-64 . o TOZINAMERAN [TOZINAMERAN] (S- COVID-19
- - . oW .
% 446 EU-EC- 3153 Efggsl:iifal Non EEA Vears Female [Abortion spontaneous (n/a - Recovered/Resolved - Caused/Prolonged Hospitalisation) immunisation - Not applicable - [1d - n/a - n/a])
ot 10010111749
O
click or scan
. [Non 18-64 Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a - SPIKEVAX [COVID-19 MRNA VACCINE
447 Healthcare ~ |[EEA Female n - MODERNA (CX-024414)] (S-n/a-n/a- [n/a-n/a-
EU-EC- Professional Years Unknown - Other Medically Important Condition) al)
10010110612 olessiond a
dlick or sean Healthcare 18-64 Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Maternal exposure during SPIKEVAX [COVID-19 MRNA VACCINE
448 EU-EC- Professional EEA Vears Female |pregnancy (n/a - Recovered/Resolved - Other Medically Important Condition), Vaginal haemorrhage (n/a - Recovered/Resolved [MODERNA (CX-024414)] (S-n/a- n/a- [n/a - n/a -
10010110607 i - Other Medically Important Condition) n/a))

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010121051&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010120530&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010116094&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010113209&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010113207&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010112221&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010112082&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010111749&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010110612&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010110607&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
click or scan |; . . . .
_ Non Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a - ME
§ 49| Lok 3221-09- Healthcare ~ [EEA ;8'64 Female |Unknown - Other Medically Important Condition), Vaginal haemorrhage (n/a - Unknown - Other Medically Important CS/MI]:]/N?)TY [TOZINAMERAN] (8- n/a - n/a - [n/a
N Subg . Professional cars Condition) -a-mwa
< 10010110598
3
@ click or scan |; N
B 2021-09- " Not . . . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
0450 EU-EC- )3 Healthqare Non EEA Specified Female [Abortion spontaneous (n/a - Unknown - Other Medically Important Condition) mmisation - Not applicable - [/a - n/a - n/a)
Professional
3 10010110534
£
5 :
o click or scan | ;7 . . . .
= Non Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a -
8451 BU-EC- " [Healthcare EEA lYi;?: Female |Unknown - Other Medically Important Condition), Menstruation irregular (n/a - Unknown - Other Medically Important ?f])/l;’l_ll;/[i:]é;TY [TOZINAMERAN] (S-n/a- n/a- [n/a
g 10010110477 Professional Condition), Vaccination site pain (3d - Recovered/Resolved - Other Medically Important Condition)
% click or scan | 1l COVID-19 MRNA VACCINE MODERNA (CX-
= i 2021-09- | Healthcare 18-64 . . . 024414) [COVID-19 MRNA VACCINE MODERNA
,g 452 EU-EC- 73 Professional Non EEA Vears Female [Abortion spontaneous (n/a - Unknown - Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
%’ 10010109759 applicable - [n/a - 1{DF} - Unknown])
Ll:J .
& dlidcorsan | 2021-09-Non Not TOZINAMERAN [TOZINAMERAN] (S - COVID-19
5 U= i i iti i
. - - . S .
3 453 EU-EC- 53 Hea]thqare Non EEA Specified Female [Abortion spontaneous (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
o Professional
& 10010108102;
o
o click or scan |; Non
[ 2021-09- Not . . . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
= . - - . . . .
£| 454 EU-EC- 23 Eealthgare Non EEA Specified Female [Abortion spontaneous (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/al)
rofessional
& 10010108078
=)
;
click or scan |;
— Non
> 2021-09- 18-64 . . . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
T 455 EU-EC- 3 Healthc'are Non EEA Vears Female [Abortion spontaneous (n/a - Unknown - Other Medically Important Condition) mumisation - Not applicable - [/a - n/a - n/al)
g 1001010 Professional
7979
8
> click or scan | ;
£ 456 - II:II(e):l thearc Non EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved With Sequelae - Other Medically Important Condition), Maternal exposure |TOZINAMERAN [TOZINAMERAN] (S- COVID-19
= EU-EC- : Years during pregnancy (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
B Professional
j=3 10010105019
=
32 click or scan |; . ) .
- Non Abortion spontaneous (9d - Recovered/Resolved - Other Medically Important Condition), Dysmenorrhoea (n/a - ME ME
% 457 EU-EC- " |Healthcare Non EEA Li;?j Female |Recovering/Resolving - Other Medically Important Condition), Maternal exposure during pregnancy (n/a - Unknown - Other msationRﬁoEEOZlIicNable - Wﬂg: Sz]\)/“}lg
5 10010104059] 2 Professional Medically Important Condition), Vaginal haemorrhage (n/a - Recovering/Resolving - Other Medically Important Condition) PP
click or scan |; Non COVID-19 MRNA VACCINE MODERNA (CX-
458 | Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition), Maternal exposure during 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- Professional Years pregnancy (1d - Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation -
10010100615 Unknown - [n/a - 1{DF} - Unknown])
click or scan | ;
el I Non
2021-09- Not . . . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
. - - . L .
459 EU-EC- ) Healthgare Non EEA Specified Female [Abortion spontaneous (1n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
10010098950 Professional

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010110598&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010110534&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010110477&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010109759&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010108102&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010108078&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010107979&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010105019&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010104059&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010100615&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010098950&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp Qualification or Group ex Route])
Date Regulatory
Purposes
| [didkorsean i 02109 Fialtheare " COMIRNATY [TOZINAMERAN] (S- COVID-19
| 460 . EEA Female [Abortion spontaneous (1d- Recovered/Resolved - Caused/Prolonged Hospitalisation) immunisation - Not applicable - [1d - 1{DF} -
I EU-EC- 22 Professional Years
) Intramuscular])
< 10010098102
ch
o lick or scan |:
g chc or sean | ¢ Healthcare 18-64 COMIRNATY [TOZINAMERAN] (S- COVID-19
Q| 461 . EEA Female [Abortion spontaneous (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation) immunisation - Not applicable - [n/a - 1{DF} -
- EU-EC- e Professional Years Intramuscular])
3 10010097823|;
g
o8 click or scan | : COVID-19 VACCINE ASTRAZENECA (CHADOX1
-‘é 462 Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Congenital Anomaly), Maternal exposure during pregnancy (n/a - Unknown - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: EU-EC- Professional Years Congenital Anomaly) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
g 10010097276 n/a - Intramuscular])
8 . ! Abdominal pain (n/a - Recovered/Resolved - Other Medically Important Condition), Abortion spontaneous (n/a -
= click or scan | ; p ly Imp
8 —— Non Recovered/Resolved - Other Medically Important Condition), Dysmenorrhoea (n/a - Recovered/Resolved - Other Medically ME
D463 EU-EC. 5221_09_ Healthcare ~ [EEA :{.iﬁj Female |Important Condition), Exposure during pregnancy (n/a - Recovered/Resolved - Other Medically Important Condition), Heavy _CS/Z/F]}]Z%TY [TOZINAMERAN] (S - n/a - n/a - [n/a
3 10010095732 : Professional menstrual bleeding (n/a - Recovered/Resolved - Other Medically Important Condition), Menstruation delayed (n/a -
1; Recovered/Resolved - Other Medically Important Condition)
m
g click or scan | ;. Non
=1 64 2021-09- Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure before pregnancy (120d |COMIRNATY [TOZINAMERAN] (S- COVID-19
o] EU-EC- 7 22 . Years - Unknown - immunisation - Not applicable - [n/a - 1{DF} - n/a;
Professional pp. v
% 10010093384 0
o
5 click or scan | ;=5 Abortion spontaneous (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation, Congenital |COVID-19 MRNA VACCINE MODERNA (CX-
o 465 eie1 2021-09- |Healthcare Non EEA 18-64 Female Anomaly, Other Medically Important Condition), Haemorrhage (n/a - Not Recovered/Not Resolved - Life Threatening, 024414) [COVID-19 MRNA VACCINE MODERNA
£ EU-EC- 122 Professional Years Caused/Prolonged Hospitalisation, Congenital Anomaly, Other Medically Important Condition), Maternal exposure during (CX-024414)] (S- COVID-19 immunisation -
5 10010092372 pregnancy (1d - Recovered/Resolved - Life Threatening, Caused/Prolonged Hospitalisation, Congenital Anomaly) Unknown - [n/a - 1{DF} - Unknown])
%”
click or scan |: . . . .
I Non Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Burning sensation (n/a - Unknown - Other
%‘ 466 EU-EC- "|Healthcare Non EEA ;86 ;?3 Female |Medically Important Condition), Dyspnoea (n/a - Recovered/Resolved - Other Medically Important Condition), Influenza like mﬁ%&zozlﬂﬁgm lg/Sa—_Cj/)a\]/)[D—w
g 100100 Professional illness (n/a - Unknown - Other Medically Important Condition) PP
90832
8
T lick or scan |; N COMIRNATY [TOZINAME S- COVID-19
£ _{Non g . ) . P . .. . ) ( NA [ A RAN] (S-
Slaer _— Healthcare EEA ;fi a?j Female ﬁebco(:":gr):d/smmsgg_o;ls (n/a - Recovering/Resolving - Other Medically Important Condition), Influenza like illness (3d ; isation - Not applicable - [n/a - 1{DF} -
féi_ 10010083495/ - Professional Intramuscular])
=
ey click or scan i Non
8468 "|Healthcare  |EEA 18-64 | pemale |Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition) COMIRNATY [TOZINAMERAN] (S - n/a - n/a - [n/a
g EU-EG | if Professional Years - n/a - Intramuscular])
¢} 10010083480
click or scan |:
Healthcare 18-64 . - . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
469 EUEC | Professional EEA Vears Female [Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition) na - [n/a - /a - Intramuscular])
10010081968
click or scan | . Non
470 2021-09-|pettheare [Non EEA  [180% |Female |Abortion spontaneous (5d - Recovered/Resolved - Other Medically Important Condition) TOZINAMERAN [TOZINAMERAN] (S - COVID-19
EU-EC- 21 Professional Years immunisation - Not applicable - [1d - n/a - n/a])
10010080153

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010098102&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010097823&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010097276&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010095732&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010093384&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010092372&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010090832&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010083495&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010083480&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010081968&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010080153&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |FULocal ICSR Form | G31EWaYIg e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
click or scan | COVID-19 VACCINE ASTRAZENECA (CHADOX1
b 471 Y 5 (2021-09- |Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved - Disabling), COVID-19 (n/a - Recovered/Resolved With Sequelae - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
S EU-EC- 21 Professional Years Disabling), Menstruation irregular (n/a - Not Recovered/Not Resolved - Disabling) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
< 10010079669 ] n/a - Intramuscular])
ch
i .
g dlick or scan | Non Abortion spontaneous (n/a - Recovered/Resolved - Congenital Anomaly), Anxiety (n/a - Not Recovered/Not Resolved - ), SPIKEVAX COVID-19 MRNA VACCINE
© 2021-09- 18-64 — . (NUCLEOSIDE MODIFIED) [COVID-19 MRNA
QO |(472 Healthcare EEA Female |Dizziness (n/a - Not Recovered/Not Resolved - ), Dyspnoea (n/a - Not Recovered/Not Resolved - ), Fatigue (n/a - Not
1 EU-EC 21 Professional Years Recovered/Not Resolved - ), Feeling hot (n/a - Not Recovered/Not Resolved - ) VACCINE MODERNA (CX-024414)] (S- COVID-19
3 10010079369 7 ’ s immunisation - Not applicable - [1n/a - n/a - n/a])
[2]
£
g_ Abortion spontaneous (n/a - Unknown - Disabling), Arthralgia (n/a - Not Recovered/Not Resolved - Disabling), Cold sweat
= click or scan |; Non (n/a - Not Recovered/Not Resolved - Disabling), Dizziness (n/a - Not Recovered/Not Resolved - Disabling), Dry mouth (n/a-  |COVID-19 MRNA VACCINE MODERNA (CX-
8 473 | Healthcare Non EEA 18-64 Female Recovering/Resolving - Disabling), Headache (n/a - Not Recovered/Not Resolved - Disabling), Maternal exposure during 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- Professional Years pregnancy (n/a - Unknown - Disabling), Myalgia (n/a - Not Recovered/Not Resolved - Disabling), Nasal congestion (n/a - Not  |(CX-024414)] (S- COVID-19 immunisation -
10010075885 Recovered/Not Resolved - Disabling), Nausea (n/a - Not Recovered/Not Resolved - Disabling), Pyrexia (n/a - Not Unknown - [n/a - 1{DF} - Unknown])
) Recovered/Not Resolved - Disabling), Tension headache (n/a - Not Recovered/Not Resolved - Disabling)
3 )
) dlickorsan 2021-09: Non 18-64 Abortion spontaneous (n/a - Recovering/Resolving - Disabling), Maternal exposure during pregnancy (n/a SPIKEVAX [COVID-19 MRNA VACCINE
-09- . - R , -
3|474| Healthcare  [EEA Female ! 1eous (n/a - g P g pregnancy MODERNA (CX-024414)] (S- n/a-n/a- [n/a - n/a -
5 U-EC |1 20 Professional Years Recovering/Resolving - Disabling) al)
o 10010075675
;q_’j STy
5 click or scan | ;3 MRN, (CINE
3 475 2021-09- |Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a - ]?/;(I)KDEE\];?\Ii[(%?(\-/([)]Z}LPI 4] (S/}r?;aA- na- [n/a-n/a-
% EU-EC- 20 Professional Years Unknown - Other Medically Important Condition) nal)
af 10010073945 a
o . :
o click or scan | ;=4 Non
£ 476 2021-09- Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Haemorrhage in COMIRNATY [TOZINAMERAN] (S - Immunisation -
g EU-EC- 20 Professional Years pregnancy (n/a - Not Recovered/Not Resolved - Other Medically Important Condition) n/a - [n/a - n/a - n/aJ)
S| |10010071353 rolession
e}
%. click or scan | s, Non
<477 "|Healthcare EEA 18-64 Female [Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition) COMIRNATY [TOZINAMERAN] (S~ COVID-19
EU-EC- . Years immunisation - n/a - [n/a - 1{DF} - Intramuscular])
% Professional
® 10010070681
o
Ele
b dlick or scan |- Healtheare 1864 COMIRNATY [TOZINAMERAN] (S- COVID-19
5| 478 : EEA Female [Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition) prophylaxis - Not applicable - [39d - 2{DF} -
j=3 EU-EC- | gl Professional Years Intr: ular])
E|  |10010070678| ks amsedat
>
% COVID-19 VACCINE ASTRAZENECA (CHADOX1
3 NCOV-19) [COVID-19 VACCINE ASTRAZENECA
O dlick or sean ] Abortion spontaneous (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Foetal exposure during ( Xl NOOV-19)] (8- COVID-19 imnmumisation
479 2021-09- Healthcare o ppa (1864 g 1 pregnancy (n/a - Unknown - Caused/Prolonged Hospitalisation), Maternal exposure during pregnancy (n/a - Unknown - - Not applicable - [Va - n/a - Intramuscular]), COVID-
EU-EC- 20 Professional Years Caused/Prolonged Hospitalisation) > 19 VACCINE ASTRAZENECA (CHADOX1 NCOV-
10010068106 ged Hosp 19) [COVID-19 VACCINE ASTRAZENECA
(CHADOX1 NCOV-19)] (S- COVID-19 immunisation
- Unknown - [n/a - n/a - Intramuscular])
click or scan |: Non
480 2021-09- Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Maternal exposure during TOZINAMERAN [TOZINAMERAN] (S - COVID-19
EU-EC- 20 . Years pregnancy (n/a - Unknown - ), Oral herpes (1/a - Unknown - ) immunisation - Not applicable - [1d - n/a - n/a])
10010067575 Professional

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010079669&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010079369&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010075885&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010075675&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010073945&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010071353&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010070681&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010070678&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010068106&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010067575&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |FULocal ICSR Form | G31€WaY |5y e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
click or scan | ; COVID-19 VACCINE ASTRAZENECA (CHADOX1
b 481 . Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition), Maternal exposure during NCOV-19) [COVID-19 VACCINE ASTRAZENECA
S EU-EC- Professional Years pregnancy (n/a - Unknown - Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [1d
:' 10010064851 - n/a - Intramuscular])
pey
o lick or scan |
& clekorsean ¢ Healthcare 18-64 COMIRNATY COVID-19 MRNA VACCINE
0482 . EEA Female [Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Pain in extremity (n/a - Unknown - ) (NUCLEOSIDE MODIFIED) [TOZINAMERAN] (S-
- EU-EC- Professional Years n/a - n/a - [n/a - .3mL - Intramuscular])
3 10010063298 ’
1(,'_‘)
S
§ click or scan |iig COVID-19 VACCINE ASTRAZENECA (CHADOX1
] 2 2021-09- |Healthcare 18-64 . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
483 | pUEC %120 Professional | EEA Years Female [Abortion spontaneous (n/a - Unknown - Congenital Anomaly) (CHADOX_l NCOV-19)] (S- COVID-19 immunisation
10010063291 - Not applicable - [n/a - n/a - n/a])
3
s
=2 click or scan |z COVID-19 VACCINE ASTRAZENECA (CHADOX1
@ 484 2021-09- |Healthcare Non EEA 18-64 Female Abortion spontaneous (12d - Recovered/Resolved - Other Medically Important Condition), Abortion spontaneous (n/a- |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
S EU-EC- 20 Professional Years Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a - Unknown - ) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
w 10010062139 n/a - Intramuscular])
¢
§ click or scan |: Non
| 485 | Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Myalgia (n/a - Recovering/Resolving - ), TOZINAMERAN [TOZINAMERAN] (S - COVID-19
8 EU-EC- . Years Somnolence (n/a - Recovering/Resolving - ) immunisation - Not applicable - [1d - n/a - n/a])
[a} ) Professional
— 10010060837| =3,
5}
kS lick :
£ Gt iy 202100 Non 1864 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
E 486 BU-EC 20 Healthcare EEA Vears Female [Abortion spontaneous (4d - Unknown - Other Medically Important Condition) (CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a
=) Sobd i -wa-
% 10010060727 y Professional n/a - Unknown])
? click or scan | : COVID-19 VACCINE ASTRAZENECA (CHADOX1
g 487 Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Maternal exposure NCOV-19) [COVID-19 VACCINE ASTRAZENECA
g EU-EC- Professional Years during pregnancy (n/a - Unknown - Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
a 10010060689 n/a - Intramuscular])
T
£ !
£ click or scan | : Non COVID-19 MRNA VACCINE MODERNA (CX-
g 488 | Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Maternal |024414) [COVID-19 MRNA VACCINE MODERNA
E EU-EC- Professional Years exposure during pregnancy (1d - Recovered/Resolved - Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation -
L 10010060659; Unknown - [n/a - 1{DF} - Unknown])
3
gol
g click or scan | i*3 N COVID-19 MRNA VACCINE MODERNA (CX-
5 on . : - : 024414) [COVID-19 MRNA VACCINE MODERNA
O 18-64 Aborti pont n/a - Not Re ed/Not Resolved - Other Medically Important Condition), Menstrual disorder (n/a - : o
489 | EU-EC- Healthgare Non EEA Vears Female Not li{;gvirg;/h?(;eﬁ:szl(\/eg— Ot%er ]\j[oeéecr ally I?rmoriom‘;eCon ditigl) cally Important Condition), Menstrual disorder (n/a (CX-024414)] (S- COVID-19 immunisation - Not
10010060639; Professional applicable - [n/a - 1{DF} - Unknown])
click or scan | Non
2021-09- 18-64 . . . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
- - . i .
490 EUEC |3 17 Eﬁgsl;irgal Non EEA Vears Female [Abortion spontaneous (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
10010042885

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010064851&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010063298&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010063291&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010062139&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010060837&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010060727&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010060689&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010060659&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010060639&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010042885&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |FULocal ICSR Form | G31EWaYIg e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
. lick or sean | 502100/ Non 1864 COMIRNATY [TOZINAMERAN] (S - COVID-19
1491 EU-EC ;0. Healthcare EEA v Female [Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition) immunisation - Not applicable - [1d - 1{DF} -
D fong : Professional cars Intramuscular])
< 10010039569
ch
o lick or scan | g
& clekorsean |; 2021-09- | Healthcare 18-64 COMIRNATY [TOZINAMERAN] (S- COVID-19
0492 : EEA Female [Abortion spontaneous (n/a - Recovered/Resolved With Sequelae - Other Medically Important Condition) immunisation - Not applicable - [1d - .3mL -
- EU-EC- 17 Professional Years Intramuscular])
3 10010039539
£
8 Jick -
g| | dickorsen i 5021.09.Non 1864 COMIRNATY [TOZINAMERAN] (S - COVID-19
B (493 EU-EC- 17 Healthcare EEA Vears Female [Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition) immunisation - Not applicable - [1d - n/a -
g 10010039488 Professional Intramuscular])
% click or scan | ;. Non
= 2021-09- Not . . ] . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
k= . - - . o .
;ﬂ 494 EUEC | 17 Ere(?;;};:iirgal Non EEA Specified Female [Abortion spontaneous (n/a - Recovered/Resolved With Sequelae - Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - /al)
g 10010039223 ]
>
m
@ click or scan | : Non
5 2021-09- Not . . . . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
5 R -
3 495 EU-EC- 17 Eeallvthqare | Non EEA Specified Female [Abortion spontaneous (3d- Recovered/Resolved With Sequelae - Other Medically Important Condition) immunisation - Not applicable - [ 1d- n/a - n/a])
s 10010038941 rotessiona
o}
o
S click or scan | : Non
o 496 et 12021-09- Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Exposure during pregnancy (n/a - |VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA|
£ EU-EC- 17 P : Years Recovered/Resolved - Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - n/a - [1d - n/a - n/a])
b rofessional
& 10010038760
=)
% Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition), Dysmenorrhoea (n/a - Not
3 click or scan |: Recovered/Not Resolved - Other Medically Important Condition), Haemorrhage (n/a - Recovering/Resolving - Other Medically |COVID-19 VACCINE ASTRAZENECA (CHADOX1
T 497 5i (2021-09-|Healthcare Non EEA 18-64 Female Important Condition), Heavy menstrual bleeding (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
g EU-EC- 17 Professional Years Heavy menstrual bleeding (n/a - Recovering/Resolving - Other Medically Important Condition), Menstruation irregular (n/a-  |(CHADOX1 NCOV-19)] (S- COMD-19 immunisation
g 10010038754 Not Recovered/Not Resolved - Other Medically Important Condition), Muscle spasms (n/a - Recovering/Resolving - Other - Not applicable - [1d - n/a - Intramuscular])
g Medically Important Condition), Pain (n/a - Recovering/Resolving - Other Medically Important Condition)
T
IS click or scan |z Non
= 498 2021-09- Healthcare Non EEA 18-64 Female Abortion spontaneous (37d - Recovered/Resolved - Other Medically Important Condition), Maternal exposure during TOZINAMERAN [TOZINAMERAN] (S- COVID-19
a4 EU-EC- 17 : Years pregnancy (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
=] ; Professional
= 10010038561
=y
B click or scan | 3 Non
g 2021-09- 18-64 Abortion spontaneous (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation, Other Medically Important | TOZINAMERAN [TOZINAMERAN] (S - COVID-19
=499 Healthcare Non EEA Female - . S .
O EU-EC- 17 Professional Years Condition) immunisation - Not applicable - [1d - n/a - n/a])
10010038461 ]
click or scan
500 2021-09- gg:hhcare EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved With Sequelae - Caused/Prolonged Hospitalisation), Fatigue (n/a - COMIRNATY [TOZINAMERAN] (S - Immunisation -
10(5%;)@%‘939 [=] 17 Professional Years Recovered/Resolved With Sequelae - Caused/Prolonged Hospitalisation) n/a - [n/a - n/a - n/a))

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010039569&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010039539&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010039488&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010039223&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010038941&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010038760&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010038754&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010038561&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010038461&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010036939&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp Qualification or Group ex Route])
Date Regulatory
Purposes
click or scan | i COVID-19 VACCINE ASTRAZENECA (CHADOX1
b 501 2021-09- |Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Exposure during pregnancy (n/a - [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
S EU-EC- 17 Professional Years Unknown - ), Maternal exposure during pregnancy (n/a - Unknown - ) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
:' 10010036158 - Not applicable - [n/a - 1 {DF} - Intramuscular])
ch
i .
% lidcorsen 5 2021-09 Non N TOZINAMERAN [TOZINAMERAN] (S- COVID-19
] -09- ot . . o -
. - - . S .
0502 EU-EC- 17 E:jg;;ir;a] Non EEA Specified Female [Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
3 10010034318
4&(/__‘)
S . b
R click or scan |
-‘é 503 2021-09- Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Maternal exposure during TOZINAMERAN [TOZINAMERAN] (S - COVID-19
: EU-EC- 17 Professional Years pregnancy (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
g 10010033598
% click or scan | ;e COVID-19 VACCINE ASTRAZENECA (CHADOX1
S| 504 2021-09- |Healthcare Non EEA 18-64 Female Abortion spontaneous (3d - Recovered/Resolved - Other Medically Important Condition), Accidental exposure to product ~ [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
S EU-EC- 17 Professional Years (n/a - Unknown - ), Maternal exposure during pregnancy (n/a - Unknown - ) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [1d
%’ 10010032983 - n/a - Intramuscular])
o
g click or scan | ;. Non
5 2021-09- 18-64 . . . . " TOZINAMERAN [TOZINAMERAN] (S- COVID-19
5
- - . i .
3 505 EUEC |3 17 I];I::;]vg;sciifa] Non EEA Vears Female [Abortion spontaneous (1d- Recovering/Resolving - Other Medically Important Condition) immunisation - Not applicable - [ 1d- n/a - n/a])
% 10010032903
o
g clidcorsen |45 2021-09- Non 18-64 [TOZINAMERAN] (S - n/a - Unknown - [n/a - n/a -
‘£ (506 EU-EC- 16 Healthcare EEA Vears Female [Abortion spontaneous (1d- Recovering/Resolving - ), Maternal exposure during pregnancy (n/a - Unknown - ) na))
& 110010030154 Professional
=)
% click or scan || Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition), Back pain (n/a -
—— Non Recovering/Resolving - Other Medically Important Condition), Dyspnoea (n/a - Recovering/Resolving - Other Medically MERAN MERAN]
%‘ 507 EU-EC- %221_09_ Healthcare Non EEA ;86 ;?3 Female |Important Condition), Loss of consciousness (n/a - Recovering/Resolving - Other Medically Important Condition), Tremor (n/a En(r)rzlgnlq\i]sation . Nogzozlgable -[1d- ng: S;]\)/[D—w
g 10010026318 Professional - Recovering/Resolving - Other Medically Important Condition), Vaginal haemorrhage (n/a - Recovering/Resolving - Other PP
é Medically Important Condition)
o .
2 click or sen | 5021.09.Non 1864 COMIRNATY [TOZINAMERAN] (S - COVID-19
+ | 508 BU-EC- 16 Healthcare EEA Vears Female [Abortion spontaneous (n/a - Recovered/Resolved With Sequelae - Other Medically Important Condition) immunisation - Not applicable - [1d- .3mL -
féi_ 10010025267 Professional Intramuscular])
=
ey click or scan o Non
B 509 o 12021-09- Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved - Congenital Anomaly, Other Medically Important Condition), TOZINAMERAN [TOZINAMERAN] (S- COVID-19
g EU-EC- 16 Professional Years Inappropriate schedule of product administration (n/a - Unknown - ) immunisation - Not applicable - [1d - n/a - n/a])
¢} 10010024567 ;
click or scan = COVID-19 VACCINE ASTRAZENECA (CHADOX1
510 2021-09- |Healthcare Non EEA Not Female Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition), Maternal exposure during NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 16 Professional Specified pregnancy (n/a - Unknown - Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10010022638 n/a - Intramuscular])
s11 difhersn R R Not ~ Not ) \bortion spontaneous (n/a - Fatal - Results in Death, Other Medically Important Condition) COMIRNATY [TOZINAMERAN] (S - Immunisation -
: : - - 5
EU-EC- 16 Professional Specified Specified y imp n/a- [n/a - n/a - n/aJ)
10010022014

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010036158&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010034318&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010033598&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010032983&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010032903&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010030154&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010026318&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010025267&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010024567&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010022638&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010022014&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU Lll))cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp! Qualification or Group ex Route])
Date Regulatory
Purposes
- click or scan | & é
S 2021-09-{Non Not TOZINAMERAN [TOZINAMERAN] (S- COVID-19
“_7'1 512| EU-EC- 16 Healthcare  [Non EEA | gpecified Female | Abortion spontaneous (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a))
7 10010021696 Professional
3
[0}
ks
(a)
§ lick or sean Non Abortion spontaneous (n/a - Recovered/Resolved With Sequelae - Other Medically Important Condition), Maternal exposure
-09- _ Abortion spontancous - N > R
¢g|513 2021-09 Healthcare Non EEA 18-64 Female |during pregnancy (n/a - Recovered/Resolved With Sequelae - ), Pyrexia (n/a - Recovered/Resolved With Sequelae - ), Vomiting TOZINAMERAN [TOZI.NAMERAN] (3- COVID-19
5 EU-EC- 16 : Years . immunisation - Not applicable - [n/a - n/a - n/a])
g 10010020380 Professional (n/a - Recovered/Resolved With Sequelae - )
7
g click or scan ; COVID-19 MRNA VACCINE MODERNA (CX-
514 LUpc ?221-09- E:(?i‘g;scif)rgal EEA ;iﬁj Female |Abortion spontaneous (15d - Recovered/Resolved - Other Medically Important Condition) ?(2;: égﬁ%ﬁgl&@?; mﬁ%ﬁ?ﬁ?A
% 10010019737 [n/a - 1{DF} - Intramuscular])
)
3 click or scan | ;=g Non
5 2021-09- Not . . . . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
z 515 EU-EC- 16 Healthqare Non EEA Specified Female [Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Asthenia (n/a - Unknown - ) immunisation - Not applicable - [1d - n/a - n/a])
» L ; Professional
g 10010018197
5
% click or scan |: Non
g =i 2021-09- Not . . . TOZINAMERAN [TOZINAMERAN] (S - COVID-19
a 516 EUEC | |16 E:;]vg;sciirsa] Non EEA Specified Female [Abortion spontaneous (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
o) 10010018043
[}
% click or scan ;
S|s17 2021-09-|Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Exposure during COMIRNATY [TOZINAMERAN] (S-n/a-n/a-[1d-
% EU-EC- 16 Professional Years pregnancy (n/a - Not Recovered/Not Resolved - Other Medically Important Condition) n/a - n/al)
10010017362
© . L
| | dlickorscan g o . " TOZINAMERAN [TOZINAMERAN] (S - COVID-19
§ 2021-09- |Healthcare 18-64 Abdominal pain (n/a - Unknown - ), Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Back . oo .
=|518 : Non EEA Female . . immunisation - Not applicable - [1d - n/a -
5 EU-EC- |15 Professional Years pain (n/a - Unknown - ), Pyrexia (n/a - Unknown - ) Intramuscular])
ol 10010016530
g
=5
=3
£ click or scan |} Non
2 2021-09- | Healthe 18-64 . oo . . COMIRNATY [TOZINAMERAN] (S- COVID-19
3 ealthcare
§ .Abortion spontaneous - - 5 . .. .
% 519 . (ﬁ%ﬁg—z@ |15 Professional Non EEA Years Female |Abortion spontaneous (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - /al)
(¢}
click or scan |:
Healthcare 18-64 . . . i ” COMIRNATY [TOZINAMERAN] (S - COVID-19
520 EU-EC- Professional Non EEA Vears Female [Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
10010015045
dlick or seam Healtheare 1864 COMIRNATY [TOZINAMERAN] (S - COVID-19
521 BU-EC- Professional EEA Years Female [Abortion spontaneous (1n/a - Recovered/Resolved - Other Medically Important Condition) prophylaxis - Not applicable - [n/a - 1{DF} -
10010010877 Intramuscular])



https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010021696&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010020380&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010019737&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010018197&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010018043&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010017362&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010016530&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010015249&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010015045&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010010877&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |FULocal ICSR Form | G31€WaY |5y e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
click or scan | ;= COVID-19 VACCINE ASTRAZENECA (CHADOX1
b 522 2021-09- |Healthcare Non EEA 18-64 Female Abortion spontaneous (15d - Recovered/Resolved - Other Medically Important Condition), Maternal exposure during NCOV-19) [COVID-19 VACCINE ASTRAZENECA
S EU-EC- 15 Professional Years pregnancy (n/a - Unknown - Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
:'i' 10010009992 n/a - Intramuscular])
ch
‘; click or scan | :m Abortion spontaneous (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation, Congenital Anomaly, Other |COVID-19 MRNA VACCINE MODERNA (CX-
g 523 i 2021-09- |Healthcare Non EEA 18-64 Female Medically Important Condition), Malaise (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation, Congenital ~ (024414) [COVID-19 MRNA VACCINE MODERNA
— EU-EC- 15 Professional Years Anomaly), Maternal exposure during pregnancy (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation, (CX-024414)] (S- COVID-19 immunisation - Not
3 10010009744 Congenital Anomaly) applicable - [n/a - 1{DF} - Intramuscular])
[2]
=
g_ dlick or scan | = Abdominal pain (n/a - Recovering/Resolving - Other Medically Important Condition), Abortion spontaneous (n/a -
= I—— 5021-09- Non 18-64 Recovering/Resolving - Other Medically Important Condition), Exposure during pregnancy (n/a - Recovering/Resolving - Other [SPIKEVAX [COVID-19 MRNA VACCINE
®|524 BU-EC- o: 15 Healthcare EEA Vears Female |Medically Important Condition), Fatigue (n/a - Recovering/Resolving - Other Medically Important Condition), Myalgia (n/a- |MODERNA (CX-024414)] (S-n/a-n/a-[1d-n/a-
10010009447/ s Professional Recovering/Resolving - Other Medically Important Condition), Pain in extremity (n/a - Recovering/Resolving - Other n/a])
Medically Important Condition), Pyrexia (n/a - Recovering/Resolving - Other Medically Important Condition)
% click or scan | ;e Non
= 2021-09- Not . ) . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
k= . - - . o .
;ﬂ 525 EU-EC- 15 Healthgare Non EEA Specified Female [Abortion spontaneous (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - /al)
] Professional
5 10010008203
>
]
@ click or scan | : Non
5 2021-09- 18-64 . - . - TOZINAMERAN [TOZINAMERAN] (S- COVID-19
5 - R
3 526 EU-EC- 15 Eeallvthqare | Non EEA Vears Female [Abortion spontaneous (n/a - Recovered/Resolved With Sequelae - Other Medically Important Condition) immunisation - Not applicable - [ 1d- n/a - n/a])
g 10010007765| 33 3 rolessiona
o}
o
IS click or scan |; Abdominal pain (n/a - Not Recovered/Not Resolved - ), Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other
o 527 2021-09-|Healthcare Non EEA 18-64 Female Medically Important Condition), Dizziness (n/a - Not Recovered/Not Resolved - ), Headache (n/a - Not Recovered/Not COMIRNATY [TOZINAMERAN] (S - COVID-19
£ EU-EC- 15 Professional Years Resolved - ), Myalgia (n/a - Not Recovered/Not Resolved - ), Pain in extremity (n/a - Not Recovered/Not Resolved - ), Pyrexia |immunisation - Not applicable - [1d - n/a - n/a])
g 10010007549 (n/a - Not Recovered/Not Resolved - ), Vaccination site pain (n/a - Not Recovered/Not Resolved - )
g
%_;) click or scan |: Non
> 528 2021-09- Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a- |TOZINAMERAN [TOZINAMERAN] (S- COVID-19
g EU-EC- |4 15 . Years Unknown - Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
% Professional
10010006633
®
= click or scan | :mg
IS 2021-09- | Healthcare 18-64 . ) .. COMIRNATY [TOZINAMERAN] (S- COVID-19
i : - - . S .
£ 529 EUEC |4 15 Professional Non EEA Vears Female [Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/al)
1] :
j=3 10010005924
=
& click or scan | zmg: COVID-19 VACCINE ASTRAZENECA (CHADOX1
B 2021-09- |Healthcare Not . ) . " NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; . - -
e 530 EUEC |3 15 Professional Non EEA Specified Female [Abortion spontaneous (2d - Recovered/Resolved With Sequelae - Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
O 10010005498 n/a - Intramuscular])
dlick or sean - Abortion spontaneous (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation, Other Medically Important COVID-19 MRNA VACCINE MODERNA (CX-
2021-09- | Healthcare 18-64 - T - o oo 024414) [COVID-19 MRNA VACCINE MODERNA
531 . Non EEA Female |Condition), Cardiolipin antibody positive (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Maternal . L
EU-EC- 15 Professional Years exposure during pregnancy (n/a - Recover solved- ) (CX-024414)] (S- COVID-19 immunisation -
10010005128 ; P g pregnancy edRe Unknown - [0/a - 1 {DF} - Unknown])
click or scan |; -5
1 2021-09- |Healthcare 18-64 . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - . S .
532 EU-EC- 15 Professional Non EEA Vears Female [Abortion spontaneous (1n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [1/a - n/a - n/a])
10010004962 ]

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010009992&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010009744&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010009447&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010008203&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010007765&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010007549&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010006633&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010005924&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010005498&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010005128&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010004962&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU Lll))cal ICSR Form l(gateyvz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp! Qualification or Group ex Route])
Date Regulatory
Purposes
click or scan ; Non
b 533 2021-09- Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition), Inappropriate schedule of TOZINAMERAN [TOZINAMERAN] (S- COVID-19
S EU-EC- 15 : Years product administration (n/a - Unknown - ) immunisation - Not applicable - [1d - n/a - n/a])
) Professional
< 10010004807
o
—
a
ks
(a)
= lick or scan
3 € - Non
; 2021-09- Not . . . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
[2]
. - - . S .
£ 534| puEc 15 Erej%telgscizrgal Non EEA Specified Female [Abortion spontaneous (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [1/a - n/a - n/a])
@ 10010004659
3
8 click or scan | COVID-19 VACCINE ASTRAZENECA (CHADOX1
é 535 Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition), Heavy menstrual bleeding (n/a - [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
2 EU-EC- Professional Years Recovering/Resolving - ), Maternal exposure during breast feeding (n/a - Unknown - ) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
3 10010004212 - Unknown - [1d - n/a - Intramuscular])
5
>
LaL; click or scan | :eg Abortion spontaneous (n/a - Not Recovered/Not Resolved - Congenital Anomaly), Biochemical pregnancy (n/a - Unknown - [COVID-19 VACCINE ASTRAZENECA (CHADOX1
S| s36 Healthcare Non EEA 18-64 Female Congenital Anomaly), Maternal exposure during breast feeding (n/a - Unknown - Congenital Anomaly), Menstrual disorder (n/a [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
(§ EU-EC- Professional Years - Not Recovered/Not Resolved - Congenital Anomaly), Papule (n/a - Not Recovered/Not Resolved - Congenital Anomaly), (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
< 10010003886 Syncope (n/a - Not Recovered/Not Resolved - Congenital Anomaly) n/a - Intramuscular])
o}
= lick
= click or scan | =
g 537 et (2021-09- E(e):lthcare EEA 18-64 Female Abortion spontaneous (13d- Not Recovered/Not Resolved - Other Medically Important Condition), Maternal exposure COMIRNATY [TOZINAMERAN] (S - COVID-19
= EU-EC- |, y |14 : Years during pregnancy (56d - Recovered/Resolved - Other Medically Important Condition) immunisation - Not applicable - [n/a - 1{DF} - n/a])
Professional
g 10009999550
=)
;
z dlidcor sean | § Health 1864 COMIRNATY [TOZINAMERAN] (S - COVID-19
%l s3s calthcare EEA - Female /Abertion spontancous (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a - |immunisation, Vaccination error - Not applicable - [n/al
g 1o (5)[;-9]59(7}398 Professional Years Unknown - Other Medically Important Condition), Vaccination error (n/a - Unknown - Other Medically Important Condition) |- n/a - n/a])
s
o
Rl
g
E_ click or scan |
E Healthcare Not . . . Lo COMIRNATY [TOZINAMERAN] (S- COVID-19
= ; . - - X - - ) ol .
5 539 EUEC. | Professional EEA Specified Female [Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Urticaria (n/a - Unknown - ) immunisation - Not applicable - [n/a - n/a - /al)
2 10009997282
B
S click or scan |; COVID-19 MRNA VACCINE MODERNA (CX-
Healthcare 18-64 . . . 024414) [COVID-19 MRNA VACCINE MODERNA
; - -), - - . L
540 EU-EC- |. Professional EEA Vears Female [Abortion spontaneous (n/a - Recovered/Resolved With Sequelae - ), Intermenstrual bleeding (n/a - Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation - Not
10009996688| applicable - [1d - 1{DF} - Intramuscular])
click or scan | ;
e Non
18-64 . ] . COMIRNATY [TOZINAMERAN] (S- COVID-19
- - . S
541 EU-EC- Hea]thgare EEA Vears Female [Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition) immunisation - n/a - [1va - 2 {DF} - Intramuscular])
10009996250| 2 Professional

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010004807&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010004659&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010004212&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010003886&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009999550&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009997398&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009997282&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009996688&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009996250&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number g:slpt Qualification fl;)ergulatory Group Sex Route])
Purposes
. dlick or sean |3 [Non 1864 COMIRNATY [TOZINAMERAN] (S - COVID-19
542 thcare e |Abortion spontaneous - Recover solvi it ae - er cally Important Condition immunisation - Not applicable - - -
o FUEC | Health EEA Vears Femal 1d- Re ed/Resolved With Sequelae - Other Medically Imp: Conditi i isation - Not applicable - [1d - 1{DF
3 10009996141 Professional Intramuscular])
—
ch
‘; click or scan |; Non Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition), Dysmenorrhoea (n/a - Unknown
g 543 - | Healthcare Non EEA 18-64 Female |- Other Medically Important Condition), Heavy menstrual bleeding (n/a - Not Recovered/Not Resolved - Other Medically TOZINAMERAN [TOZINAMERAN] (S- COVID-19
- EU-EC- Professional Years Important Condition), Pulmonary embolism (n/a - Recovering/Resolving - Other Medically Important Condition), Thrombosis |immunisation - Not applicable - [1d - n/a - n/a])
3 10009994079 (n/a - Unknown - Other Medically Important Condition)
[2]
£
S
o
-§ click or scan
' Mon Not COMIRNATY [TOZINAMERAN] (S - COVID-19
544 | EU-EC- Healthcare  |Non EEA ified Female |Abortion spont: n/a - Unknown - Other Medically Important Condition . S h B
% 10009993977 Professional e stionspantancons I ’ immunisation - Not applicable - [na - /a - na])
3
=
3 .
-‘.; click or scan | ; Non
W 545 202109 yoitheare [NonEEA |18 |Female |Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition) TOZINAMERAN [TOZINAMERAN] (S - COVID-19
] EU-EC- i 14 Professional Years immunisation - Not applicable - [n/a - n/a - n/a])
5 10009992043 rolession:
3
© .
o) click or scan | gz :
a 546 2021-09- |Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Disabling, Other Medically Important Condition), Inappropriate schedule of product| TOZINAMERAN [TOZINAMERAN] (S - COVID-19
S EU-EC- 14 Professional Years administration (n/a - Unknown - ) immunisation - Not applicable - [n/a - n/a - n/a])
o 100099914717
=
g click or scan | B COVID-19 VACCINE ASTRAZENECA (CHADOX1
Ol syr Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Maternal exposure during NCOV-19) [COVID-19 VACCINE ASTRAZENECA
%_;) EU-EC- |- Professional Years pregnancy (n/a - Unknown - Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
% 10009990613 - Not applicable - [n/a - n/a - Intramuscular])
c
% dlick or sean | § Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Maternal expostre during COVID-19 VA AST CCINE CAR( ZENE Xl
g 548 Healthcare Non EEA 18-64 Female |pregnancy (n/a - Unknown - Other Medically Important Condition), Pregnancy (n/a - Unknown - Other Medically Important INCOV-19) [COVID- 19 VA AST CA
2 EU-EC- |; Professional Years ‘(’b ;‘f“di tiog) Y imp » regnancy y imp (CHADOX1 NCOV-19)] (S - COVID-19 immunisation
E 10009990612 - Unknown - [n/a - n/a - Intramuscular])
=5
=3 ; [ RAZE CHADO
E dlick or sean Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition), Maternal exposure during COVID-19 VACCINE AST NECA X1
S[ 549 2021-09- Healthcare o ppa (1864 g 1 pregnancy (n/a - Unknown - Other Medically Important Condition), Pregnancy with implant contraceptive (n/a - Unknown - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
a EU-EG- |2 14 Professional Years Other Medically Important Condition) > (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
‘% 10009989081 Y fp - Unknown - [1d - n/a - Intramuscular])
o click or scan | g COVID-19 VACCINE ASTRAZENECA (CHADOX1
550 = (2021-09- |Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Hypomenorrhoea (n/a - Unknown/NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-ECG- | X 14 Professional Years -), Maternal exposure during breast feeding (n/a - Unknown - ), Menstruation irregular (n/a - Recovering/Resolving - ) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10009989064 - Not applicable - [1d - n/a - Intramuscular])
click or scan |; COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-09- | Healthcare 18-64 Abortion spontaneous (n/a - Not RecoveredNot Resolved - Congenital Anomaly), Maternal exposure during pregnancy (n/a [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
551 Non EEA Female [/t -COSPORIANEOUL e . p £ preguancy
EU-EC- 14 Professional Years - Unknown - Congenital Anomaly), Vaginal haemorrhage (n/a - Not Recovered/Not Resolved - Congenital Anomaly) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10009989005 - Not applicable - [1d - n/a - Intramuscular])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009996141&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009994079&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009993977&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009992043&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009991471&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009990613&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009990612&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009989081&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009989064&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009989005&_xpt=1&_xf=pdf

Reported side effectsfor COVID-19 vaccinesin EudraVigilance database (www.adrreports.eu) | Filtered by " Reaction": " Abortion spontaneous’

Page 56 of 181

Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
click or scan |; Abortion spontaneous (n/a - Unknown - Congenital Anomaly, Other Medically Important Condition), Exposure during COVID-19 VACCINE ASTRAZENECA (CHADOX1
b 552 2021-09- | Healthcare Non EEA 18-64 Female [Pregnancy (n/a - Unknown - Other Medically Important Condition), Heavy menstrual bleeding (n/a - Unknown - Other NCOV-19) [COVID-19 VACCINE ASTRAZENECA
S EU-ECG-  |= 14 Professional Years Medically Important Condition), Menstrual disorder (n/a - Recovering/Resolving - Congenital Anomaly, Other Medically (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
< 10009988945 7 Important Condition) - Not applicable - [1d - n/a - Intramuscular])
o
@ click or scan | ;=
® 4 |2021-09- | Healthcare 18-64 . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
2153 purc | 14 Professional | L0 Years |cmale |Abortion spontaneous (n/a - Unknown - Other Medically Tmportant Condition) immunisation - Not applicable - [1d - n/a - n/a))
3 10009988789
1("_‘)
S
g
B click or scan
% ss4| BUEC - E::]thcare EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Eye pain (n/a - Unknown - ), Fatigue (n/a - |COMIRNATY [TOZINAMERAN] (S- COVID-19
% 10009988768 Professional Years Unknown - ), Headache (n/a - Unknown - ), Pain in extremity (n/a - Unknown - ) immunisation - Not applicable - [1d - n/a - n/a])
)
3
2
o click or scan |; COVID-19 MRNA VACCINE MODERNA (CX-
4] 2021-09- |Healthcare 18-64 . . . . 024414) [COVID-19 MRNA VACCINE MODERNA
oS : - - . D
<:-; 555 EU-EC. |; 13 Professional EEA Vears Female [Abortion spontaneous (n/a - Recovered/Resolved With Sequelae - Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
83 10009982253 applicable - [n/a - n/a - Intramuscular])
<
o}
a click or scan | COVID-19 MRNA VACCINE MODERNA (CX-
S 2021-09- |Healthcare 18-64 . . . . 024414) [COVID-19 MRNA VACCINE MODERNA
5 556 EU-EC- 13 Professional EEA Vears Female [Abortion spontaneous (n/a - Recovered/Resolved With Sequelae - Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
% 10009982097 applicable - [n/a - 1{DF} - Intramuscular])
‘gn COVID-19 VACCINE ASTRAZENECA (CHADOX1
%_; click or scan | Abortion spontaneous (n/a - Recovered/Resolved - Congenital Anomaly, Other Medically Important Condition), Abortion NCOV-19) [COVID- 19 VA AST . CA
. . . . - — _|(CHADOXI NCOV-19)] (S- n/a - Not applicable - [1d
> 2021-09-|Healthcare 18-64 spontaneous (n/a - Recovering/Resolving - Congenital Anomaly, Other Medically Important Condition), Foetal malformation
© | 557 . Non EEA Female . . . . - n/a - Intramuscular]), COVID-19 VACCINE
c EU-EC- 13 Professional Years (n/a - Recovered/Resolved - Congenital Anomaly, Other Medically Important Condition), Maternal exposure during pregnancy
Z| 10009979541 (n/a - Unknown - Congenital Anomaly, Other Medically Tmportant Condition) ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19
> 'VACCINE ASTRAZENECA (CHADOX1 NCOV-19)]
g (S- n/a - Unknown - [n/a - n/a - Intramuscular])
T
E click or scan |; Non
= - 18-64 Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a- |[COMIRNATY [TOZINAMERAN] (S- COVID-19
| 558 Healthcare EEA Female . ol .
= EU-EG |5 Professional Years Unknown - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
< 10009977679
=y
B click or scan |; MRN CCINE
g [Non Not Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition), Exposure during pregnancy (n/a SPIKEVAX [COVID-19 A VA
= [ 559 Healthcare EEA .- _{Female - - A L MODERNA (CX-024414)] (S-n/a-n/a-[1d-n/a-
O EU-EC-  |; . Specified - Recovering/Resolving - Other Medically Important Condition)
Professional Intramuscular])
10009975404
click or scan | jag Non COVID-19 MRNA VACCINE MODERNA (CX-
560 Healthcare Non EEA Not Female Abortion spontaneous (6d - Recovered/Resolved - Life Threatening, Caused/Prolonged Hospitalisation, Other Medically 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- Professional Specified Important Condition), Maternal exposure during pregnancy (1d - Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation -
10009974919 Unknown - [n/a - 1{DF} - Unknown])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009988945&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009988789&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009988768&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009982253&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009982097&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009979541&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009977679&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009975404&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009974919&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber D:::lp Qualification l;)ergulatory Group ex Route])
Purposes
click or scan | ; Abortion spontaneous (n/a - OVerin, solving - er Medically Important Condition), Maternal exposure during -
lick Non ion sp /a - Recoveri lving - Other Medically I Condition), Maternal duri COVID-19 MRNA VACCINE MODERNA (CX:
o ] -09- - pregnancy (n/a - Unknown - ), Vaccination site pain (n/a - Recovered/Resolved - ), Vaccination site pain (n/a - Unknown - ),
S 561 2021-09 Healthcare  |Non EEA 18-64 Female /a - Unki Vaccination si in (n/a - Re ed/Resolved - ), Vaccination si in (n/a - Unkn 024414) [COVID-19 MRNA VACCINE MODERNA
S EU-ECG- | 13 Professional Years Vaccination site pruritus (n/a - Recovered/Resolved - ), Vaccination site pruritus (n/a - Unknown - ), Vaccination site rash (15d -|(CX-024414)] (S- COVID-19 immunisation - Not
:' 10009974799 £ Recovered/Resolved - ), Vaccination site rash (n/a - Unknown - ) applicable - [n/a - 1{DF} - Unknown])
ch
— 3 y
@ click or scan | ;= )
< 2021-09-|Healtheare 18-64 . . N COMIRNATY [TOZINAMERAN] (S - COVID-19
0|562 EUEC |: 10 Professional EEA Vears Female [Abortion spontaneous (1d- Recovered/Resolved With Sequelae - Caused/Prolonged Hospitalisation) immunisation - Not applicable - [1d - 1{DF} -
3| |10009965596| 33 Intramuscular])
[2]
%— lick
click or scan |
£ 2021-09-|Healthcare 18-64 Abortion spontaneous (1/a - Recovered/Resolved - Other Medically Important Condition), Influenza like illness (n/a - COMIRNATY [TOZINAMERAN] (8 - COVID-19
®|563 . EEA Female - . immunisation - Not applicable - [1d - 1{DF} -
g EU-EC- 10 Professional Years Recovering/Resolving - ) Intramuscular])
10009965556
% click or scan | ; Non
= - 18-64 Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure before pregnancy (n/a- |[COMIRNATY [TOZINAMERAN] (S- COVID-19
2| 564 Healthcare EEA Female . ol .
‘(>; EU-EG- |: Professional Years Unknown - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
S 10009965116
o
@ click or scan | g4 : Non
5 2021-09- Not Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Illness (n/a - Unknown - ), Pyrexia (n/a- |COMIRNATY [TOZINAME] S- COVID-19
565 Healthcare ~ [EEA Female [A20rtionsponfancous Y imp T
8 EU-EC- 10 Pfjfessciirfa] Specified’ "¢ [Unknown - ) immunisation - Not applicable - [n/a - n/a - n/a])
g 10009964752
o}
o
- Abortion spontaneous (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation, Disabling, Congenital
g click or scan |; Non Anomaly, Other Medically Important Condition), Fatigue (5d - Recovered/Resolved - Caused/Prolonged Hospitalisation,
€| 566 Healthcare Non EEA 18-64 Female Disabling, Congenital Anomaly, Other Medically Important Condition), Inappropriate schedule of product administration (n/a - TOZINAMERAN [TOZINAMERAN] (S - COVID-19
% EU-EC- |4 Professional Years Unknown - ), Pain in extremity (4d - Recovered/Resolved - Caused/Prolonged Hospitalisation, Disabling, Congenital Anomaly, |immunisation - Not applicable - [1d - n/a - n/a])
5 10009964740 Other Medically Important Condition), Pyrexia (20h - Recovered/Resolved - Caused/Prolonged Hospitalisation, Disabling,
% Congenital Anomaly, Other Medically Important Condition)
> click or scan | ;e Non
g 567 | Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Congenital Anomaly, Other Medically Important Condition), Haemorrhage (n/a- |TOZINAMERAN [TOZINAMERAN] (S- COVID-19
g EU-EC- |4 Professional Years Recovering/Resolving - Congenital Anomaly, Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
w 10009964417
o
T
g
'?n' click or scan
= Healthcare 18-64
E= / . ) . COMIRNATY [TOZINAMERAN] (S- COVID-19
=
_EC- - - . Nl .
= 568 10(%[;9]2(13829 Professional |EEA Years |Female |Abortion spontaneous (0d- Recovered/Resolved - Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - /al)
3
gol
5
O
dlick or sean 5021-09- Non 18-64 Abortion spontaneous (n/a - Recovering/Resolving - Caused/Prolonged Hospitalisation, Congenital Anomaly, Other TOZINAMERAN [TOZINAMERAN] (S- COVID-19
569 Healthcare ~ [Non EEA Female |Medically Important Condition), Accidental exposure to product (n/a - Unknown - Caused/Prolonged Hospitalisation, . e .
EU-EC- |, 09 . Years . . g immunisation - Not applicable - [1d - n/a - n/a])
10009955511 Professional Congenital Anomaly, Other Medically Important Condition)
click or scan |; Non
570 2021-09- Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition), Maternal exposure during COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
EU-EC- |4 09 Professional Years pregnancy (n/a - Recovering/Resolving - Other Medically Important Condition) - n/a- n/a])
10009953949

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009974799&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009965596&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009965556&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009965116&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009964752&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009964740&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009964417&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009961829&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009955511&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009953949&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU Lll))cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp! Qualification or Group ex Route])
Date Regulatory
Purposes
click or scan |;
b 571 2021-09- EZ:]thcme EEA 18-64 Female Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition), Maternal exposure during COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
S EU-EC-  |; 09 : Years pregnancy (n/a - Recovering/Resolving - Other Medically Important Condition) - n/a - n/aJ)
) Professional
< 10009953855
ch
o click or scan |;
g — Non
ks -09- - AMERAN AMERAN] (S-
Q572 2021-09 Healthcare Non EEA 18-64 Female [Abortion spontaneous (26d - Recovered/Resolved - Other Medically Important Condition) TOZIN . [Tozm (S- COVID-19
- EU-EC- |, 09 Professional Years immunisation - Not applicable - [1d - n/a - n/a])
3 10009953337
£
8 lick or scan |;
g | dickorsen [Non 1864 COMIRNATY [TOZINAMERAN] (S - COVID-19
®|573 EU-EC. |: Healthcare EEA Vears Female [Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition) immunisation - Not applicable - [1d- .3mL -
g 10009953087 ; Professional Intramuscular])
3 .
s lick or sean 5 Non Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), COVID-19 (10d - Recovered/Resolved -
S5 202109 yeitheare [NonEEA |13 |Female [Other Medically Tmportant Condition), Drug ineffective (n/a - Unknown - Other Medically Important Condition), Foetal TOZINAMERAN [TOZINAMERAN] (S - COVID-19
S U-EC- | 09 Professional Years i wa - Unkn Other Medically Important Conditi immunisation - Not applicable - [1d - n/a - n/a])
3 10009952696 rofession: exposure during pregnancy (n/a - own - Other Me ly Important Condition)
5
>
m
8 dlick or sean |§ Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Dizziness (n/a - Unknown - Other Medically COVID-19 VA AST CA( X1
5 2021-09- | Healthcare 18-64 ey . . o NCOV-19) [COVID-19 VACCINE ASTRAZENECA
575 . Non EEA Female |Important Condition), Heavy menstrual bleeding (n/a - Not Recovered/Not Resolved - Other Medically Important Condition),
loa} EU-EC- | Professional Years - . (CHADOX1 NCOV-19)] (S- n/a - Unknown - [1d - n/a
© T Rash papular (n/a - Unknown - Other Medically Important Condition)
= 10009951999 - Intramuscular])
D -
5 click or scan | ;= Non
8|76 “|Healthcare  [Non EEA | 150%  |Female |Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition) TOZINAMERAN [TOZINAMERAN] (S - COVID-19
1S EU-EC- | ipady P : Years immunisation - Not applicable - [n/a - n/a - n/a])
rofessional
& 10009946233
g -
% click or scan | g COVID-19 VACCINE ASTRAZENECA (CHADOX1
> 577 2021-09- | Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Menstrual disorder (11d - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
] EU-ECG  |; 09 Professional Years Recovered/Resolved - ) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
g 10009946166 T - Unknown - [1d - n/a - Intramuscular])
s
% click or scan | ; Non
IS 412021-09- 18-64 . . . . . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
i - - . S .
£ 578 EU-EC. |: 08 Healthc_are Non EEA Vears Female [Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
B Professional
jo3 10009944373
=
2 click or scan ] 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
LHER O Stdll | b Non . . . . (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [1d
-09- - - , -
% 579 _— i 3221 09 Healthcare Non EEA g)etc e Female i&)bogrt:)on a]sqpcon(:;:f({uhs kg(])/\in EJ)nknown Other Medically Important Condition), Exposure during pregnancy (n/a - Unknown |* a - Intramuscular]), VAXZEVRIA [COVID-19
g 10009943653 % Professional » rregnancy VACCINE ASTRAZENECA (CHADOX1 NCOV-19)]
(S- n/a - Unknown - [1d - n/a - Intramuscular])
click or scan |; COVID-19 MRNA VACCINE MODERNA (CX-
580 2021-09- Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Menstrual disorder (n/a - Not 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- |, 08 Professional Years Recovered/Not Resolved - ), Pelvic pain (n/a - Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation - Not
10009939147 applicable - [1d - 1{DF} - Intramuscular])
dlick or sean | 2021.00. Non 1864 COMIRNATY [TOZINAMERAN] (S - COVID-19
581 BU-EC. | 08 Healthcare EEA Vears Female [Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition) immunisation - Not applicable - [n/a - 1{DF} -
10009939091 Professional Intramuscular])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009953855&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009953337&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009953087&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009952696&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009951999&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009946233&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009946166&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009944373&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009943653&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009939147&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009939091&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
click or scan |3 Non ) ' . . COMIRNATY [TOZINAMERAN] (S - COVID-19
b 2021-09- 18-64 Abortion spontaneous (1d - Recovered/Resolved With Sequelae - Other Medically Important Condition), Menstruation ) P .
81582 pupe | 08 Healthcare ~ |EEA v Female ‘dolaved (n/a - Not Re d/Not Resolved immunisation - Drug withdrawn - [1d - .3mL -
D fong Professional cars ayed (n/a - Not Recovered/Not Resolved -) Intramuscular])
& 10009938992 o
—
ch
o lick or scan | gz
& clckorsean | &  |5021-09- [ Healthcare 18-64 COMIRNATY [TOZINAMERAN] (S- COVID-19
0| 583 EU-EC- : 08 Professional EEA Vears Female [Abortion spontaneous (n/a - Recovered/Resolved With Sequelae - Other Medically Important Condition) immunisation - Not applicable - [1d - 1{DF} -
El 10009938926| 3 Intramuscular])
£
S . ;
R click or scan | Non
T 584 2021-09-|yoithcare [NonEEA |13 |Female |Abortion spontaneous (6d - Recovered/Resolved - Other Medically Important Condition) TOZINAMERAN [TOZINAMERAN] (S - COVID-19
: EU-EC- |; 08 Professional Years immunisation - Not applicable - [1d - n/a - n/a])
g 10009937663 ofessio
% click or scan | e Non
S| 585 cioh 12021-09- Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition), Maternal exposure before TOZINAMERAN [TOZINAMERAN] (S- COVID-19
S EU-ECG- |z 08 Professional Years pregnancy (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
g 10009937329| 2 i
>
m
@ click or scan |; Non
= ; 2021-09- Not . ! » TOZINAMERAN [TOZINAMERAN] (S - COVID-19
5
. - - . S .
3 586 | EUuEC | 08 I];I::;]vg;sciifa] Non EEA Specified Female [Abortion spontaneous (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
% 10009937233
o
5]
kS
% click or scan |3 T Non
& - 0. g . ) . ) . . ) )
S\ sg7 2021-09 Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved With Sequelae - Congenital Anomaly, Other Medically Important TOZINAMERAN [TOZI_NAMERAN] (S- COVID-19
e} EU-EC- 08 . Years Condition) immunisation - Not applicable - [n/a - n/a - n/a])
% 10009936975 Professional
>
©
g
g click or scan | gz C Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Dizziness (n/a - Unknown - ), Fear (n/a-  |COVID-19 MRNA VACCINE MODERNA (CX-
T 588 2021-09- Healthcare Non EEA 18-64 Female Unknown - ), Gait disturbance (n/a - Unknown - ), Haemorrhage (n/a - Not Recovered/Not Resolved - Other Medically 024414) [COVID-19 MRNA VACCINE MODERNA
E EU-EG- |} 08 Professional Years Important Condition), Illness (n/a - Unknown - ), Maternal exposure during pregnancy (1d - Recovered/Resolved - ), Pain (n/a -|(CX-024414)] (S- COVID-19 immunisation - Not
- 10009932694 Unknown - ), Pain in extremity (n/a - Unknown - ) applicable - [n/a - 1{DF} - Unknown])
=3
i click or scan |; Non
2 - 18-64 Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition), Intermenstrual bleeding (n/a- |COMIRNATY [TOZINAMERAN] (S - Immunisation -
3589 h Healthcare ~ |EEA Female
EU-EG ¢ Professional Years Unknown - ), Polymenorrhoea (n/a - Unknown - ) n/a - [n/a - n/a - Intramuscular])
8| |10009931954
O
dlick or sean ; _[Non 18-64 Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Asthenopia (n/a - Unknown - ), COMIRNATY [TOZINAMERAN] (S~ Immunisation -
590 Healthcare EEA Female [Headache (n/a - Unknown - ), Pain in extremity (n/a - Unknown - ), Photophobia (n/a - Unknown - ), Vision blurred (n/a -
EU-EC- Professional Years kn Visual impai o N Ived n/a - [n/a - n/a - Intramuscular])
10009931928 rofessional Unknown - ), Visual impairment (n/a - Not Recovered/Not Resolved - )
click or scan |
2021-09-|Healthcare 18-64 . ] . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - . S .
591 EU-EC |. 08 Professional Non EEA Vears Female [Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/al)
10009931523 ]

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009938992&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009938926&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009937663&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009937329&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009937233&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009936975&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009932694&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009931954&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009931928&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009931523&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |FU Local ICSR Form | G31€WaY |5y e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
click or scan | § COVID-19 MRNA VACCINE MODERNA (CX-
o
S 2021-09- |Healthcare 18-64 Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Exposure during 024414) [COVID-19 MRNA VAOCINE MODERNA
N (592| EU-EC 07 Professional Non EEA Vears Female regnancy (1d - Recovered/Resolved- ) (CX-024414)] (S- COVID-19 immunisation - Not
= 10009929041 o preghancy applicable - [/a - 1 {DF} - Intramuscular])
A
&
=] dlick or sean | [Non 1864 COMIRNATY [TOZINAMERAN] (S- COVID-19
3 (593 EU-EC h Healthcare EEA Vears Female [Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition) immunisation - Not applicable - [1d - 1{DF} -
z -EC- :
£ 10009926647 Professional Intramuscular])
g :
§| |dickorsem iy Non 1864 COMIRNATY [TOZINAMERAN] (S - COVID-19
g 594 EU-EC. | Healthcare EEA Vears Female [Abortion spontaneous (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation) immunisation - Drug withdrawn - [1d - .3mL -
2 10009926606 Professional Intramuscular])
s .
2 lick or sean 3 A5 02100/ Non 1864 COMIRNATY [TOZINAMERAN] (S - COVID-19
© | 595 EU-EC 07 Healthcare EEA Vears Female [Abortion spontaneous (n/a - Recovered/Resolved With Sequelae - Other Medically Important Condition) immunisation - Not applicable - [n/a - 1{DF} -
S -EC- 5 .
z 10009926509 Professional Intramuscular])
u
] click or scan |; ME
2 2021-09- |Healthcare Not . . . COMIRNATY (TOZIN . RAN] (8- COVID-19
% 596 EU-EC- Professional EEA Specified Female [Abortion spontaneous (n/a - Recovering/Resolving - ) }:f:ﬁ:}si&o;]—) Not applicable - [n/a - .3mL -
a 10009925604
5]
g click or scan | ; Non COVID-19 MRNA VACCINE MODERNA (CX-
% 597 i | Healthcare Non EEA 18-64 Female Abortion spontaneous (1d - Recovered/Resolved - Other Medically Important Condition), Fatigue (2d - Recovered/Resolved -|024414) [COVID-19 MRNA VACCINE MODERNA
5 EU-ECG |3 Professional Years ), Maternal exposure during pregnancy (1d - Recovered/Resolved - ), Pain in extremity (n/a - Recovering/Resolving - ) (CX-024414)] (S- COVID-19 immunisation - Not
% 10009924964 applicable - [n/a - 1{DF} - Intramuscular])
%‘ click or scan |; Non
< - 18-64 Abortion spontaneous (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation, Other Medically Important | TOZINAMERAN [TOZINAMERAN] (S- COVID-19
598 Healthcare Non EEA Female ™ . . .
EU-EC- Professional Years Condition) immunisation - Not applicable - [1d - n/a - n/a])
g 10009924225
g Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Arthralgia (n/a - Not Recovered/Not
£ click or scan |; Non Resolved - ), Asthenia (n/a - Unknown - ), Dysmenorrhoea (n/a - Unknown - ), Fatigue (3wk - Recovered/Resolved - ), Gait
a 599 | Healthcare EEA Not Female disturbance (n/a - Not Recovered/Not Resolved - ), Heavy menstrual bleeding (n/a - Unknown - ), Maternal exposure during COMIRNATY [TOZINAMERAN] (S - COVID-19
E EU-ECG- | Professional Specified pregnancy (n/a - Unknown - Other Medically Important Condition), Menstruation irregular (n/a - Unknown - ), Ovarian cyst ~ [immunisation - Not applicable - [1d - n/a - n/a])
2 10009924087 § (n/a - Unknown - ), Pain in extremity (n/a - Not Recovered/Not Resolved - ), Somnolence (3wk - Recovered/Resolved - ),
3 Visual impairment (n/a - Unknown - )
§ click or scan |: Non
o : M (2021-09- 18-64 . . . ) . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
an) - - . e .
600 EU-EC- ; i Healthqare Non EEA Vears Female [Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - /al)
; Professional
10009922342,
lick or sean ; 5021-09- Non 18-64 Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Headache (n/a - Unknown - Other Medically| TOZINAMERAN [TOZINAMERAN] (S- COVID-19
601 EU-EC- | 07 Healthcare Non EEA Vears Female |Important Condition), Inappropriate schedule of product administration (n/a - Unknown - ), Lethargy (n/a - Unknown - Other immunisation - Not applicable - [1d - n/a - n/a])
10009922306 Professional Medically Important Condition), Maternal exposure during pregnancy (n/a - Unknown - Other Medically Important Condition) PP

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009929041&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009926647&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009926606&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009926509&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009925604&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009924964&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009924225&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009924087&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009922342&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009922306&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
click or scan | =gk Non
b 602 *12021-09- Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure before pregnancy (n/a- |{COMIRNATY [TOZINAMERAN] (S- COVID-19
S EU-EC- } 07 : Years Unknown - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
4| |10009921708]: Professional
cia'
% lick or scan 5021-09- | Health 18-64 Abortion spontaneous (n/a - Recovered/Resolved With Sequelae - Congenital Anomaly, Other Medically Important I(\ID V[\I/)-l{)Q VA(\I;Ig_?ﬁMZENECA;CHADOZEI E );1
0| 603 -09- theare Non EEA - Female |Condition), Maternal exposure during pregnancy (n/a - Unknown - Congenital Anomaly, Other Medically Important COV-19) [CO CCINE AST C.
— EU-EC- |, 07 Professional Years Con. dition)’ ’ (CHADOX1 NCOV-19)] (S- n/a - Unknown - [1d - n/a
3 10009921233 - Intramuscular])
£
S . ;
R click or scan | Non
-‘é 604 2021-09- Healthcare EEA 18-64 Female Abortion spontaneous (26d - Recovering/Resolving - ), Chills (26d - Recovering/Resolving - Other Medically Important COMIRNATY [TOZINAMERAN] (S- COVID-19
: EU-EC- 07 Professional Years Condition) immunisation - Not applicable - [n/a - n/a - n/a])
g 10009920153
% dlick or scan | Non Abortion spontaneous (1d - Recovered/Resolved With Sequelae - Caused/Prolonged Hospitalisation, Other Medically
= k _00- o .Abortion spontaneous - - 5 _
D605 E g [2021-09 Healthcare Non EEA 18-64 Female |Important Condition), Maternal exposure during pregnancy (n/a - Unknown - Caused/Prolonged Hospitalisation, Other TOZINAMERAN [TOZINAI\/[ERAN] (S- COVID-19
S U-EC- ; 07 Professional Years Medically Important Conditi immunisation - Not applicable - [1d - n/a - Parenteral])
3 10009919762 rofession: cally Important Condition)
i
?<-_>) dlick or seam ; 5021-09- Non 18-64 Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Exposure during pregnancy (n/a - |SPIKEVAX [COVID-19 MRNA VACCINE
§ 606 EU-EC- 07 Healthcare EEA Vears Female [Recovered/Resolved - Other Medically Important Condition), Pain in extremity (n/a - Recovered/Resolved - Other Medically |MODERNA (CX-024414)] (S- COVID-19
o 10009918954 p Professional Important Condition) immunisation - n/a - [1d - n/a - Intramuscular])
o}
o
o dlick or scan | Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Headache (n/a - Not CQOVID-19 VACUINE ASTRAZENECA (CHADOXI
[ 2021-09-|Healthcare 18-64 . . S NCOV-19) [COVID-19 VACCINE ASTRAZENECA
= 1607 ;! . Non EEA Female |Recovered/Not Resolved - Other Medically Important Condition), Hemiplegic migraine (n/a - Not Recovered/Not Resolved - . o
£ EU-EC- |28 3|07 Professional Years Other Medically Important Condition), Migraine (n/a - Not Recovered/Not Resolved - Other Medically Important Condition) (CHADOX1 NCOV-19)] (S - COVID- 19 immunisation
5 10009918195 > - Unknown - [1d - n/a - Intramuscular])
=)
e}
%_:) lick or scan |5 Abortion spontaneous (n/a - Unknown - Congenital Anomaly), Fatigue (n/a - Unknown - Congenital Anomaly), Maternal COVID-19 VACCINE ASTRAZENECA (CHADOX1
=1 608 2021-09- Healtheare o ppa 1864 g 1o oxposure during pregnanc (n/a - Unknown - Congenital Anomaly), Pain (n/a - Unknown - Congenital Anomaly), Pyrexia (n/a NCOV-19) [COVID- 19 VACCINE ASTRAZENECA
] EU-EC- |; ¥ 107 Professional Years o o ed/Rfsglvgi‘_ (gn nital Anomaly) en V) & Y) YT (CHADOX1 NCOV-19)] (S - COVID-19 immunisation
§ 10009918114 Reco & Y - Not applicable - [1d - n/a - Intramuscular])
s
% click or scan | COVID-19 VACCINE ASTRAZENECA (CHADOX1
£ 609 2021-09-|Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovering/Resolving - Congenital Anomaly), Foetal exposure during pregnancy (n/a - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
= EU-EC- |4 07 Professional Years Unknown - Congenital Anomaly) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
fé’. 10009918034 - Unknown - [1d - n/a - Intramuscular])
=
= dlick or scan | 13 - Abortion spontaneous (n/a - Recovering/Resolving - Congenital Anomaly), Drug exposure before pregnancy (n/a - Unknown COVID-19 VA AST CA( XI
B 2021-09- |Healthcare 18-64 - : . } NCOV-19) [COVID-19 VACCINE ASTRAZENECA
610 : Non EEA Female |- Congenital Anomaly), Fatigue (1d - Recovered/Resolved - Congenital Anomaly), Myalgia (2d - Recovered/Resolved - CHADO
g EUEC | 2 |07 Professional Years Congenital Anomaly), Pregnancy with contraceptive patch (n/a - Recovering/Resolving - Congenital Anomaly) ( X1 NCOV-19)] (S - n/a - Unknown - [n/a -
(8} 10009918019 g n/a - Intramuscular])
dlick or sean Non Abdominal pain (n/a - Not Recovered/Not Resolved - ), Abortion spentaneous (n/a - Unknown - Other Medically Important
2021-09- 18-64 e . ? P COMIRNATY [TOZINAMERAN] (S - COVID-19
611 Healthcare EEA Female |Condition), Maternal exposure during pregnancy (n/a - Unknown - ), Vaginal haemorrhage (n/a - Not Recovered/Not Resolved -|. o .
EU-EC- 7,107 : Years immunisation - Not applicable - [n/a - 1{DF} - n/a])
Professional )
10009917973
click or scan |;
612 2021-09-|Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a- |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC-  |: 107 Professional Years Unknown - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
10009917913

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009921708&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009921233&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009920153&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009919762&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009918954&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009918195&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009918114&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009918034&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009918019&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009917973&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009917913&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# ENU Lll))cal ICSR Form l(gateyvz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp! Qualification or Group ex Route])
Date Regulatory
Purposes
click or scan |; Non
b 613 | Healthcare EEA 18-64 Female Abortion spontaneous (35d - Unknown - Other Medically Important Condition), Dysmenorrhoea (n/a - Unknown - ), COMIRNATY [TOZINAMERAN] (S - COVID-19
S EU-EC- |, Professional Years Maternal exposure during pregnancy (n/a - Unknown - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
:' 10009917852
ch
o click or scan |;
) click or scan | ;e
g 614 - le]l(e):l theare EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a - |COMIRNATY [TOZINAMERAN] (S - COVID-19
- EU-EC- |, Professional Years Unknown - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
3 10009917810
£
Q .
§ dlick or scan | _[Non 18-64 Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Headache (2d - Recovered/Resolved - ), COMIRNATY [TOZINAMERAN] (S- COVID-19
8| 615 EU-EC- Healthcare EEA Vears Female |Malaise (1d - Recovered/Resolved - ), Maternal exposure during pregnancy (n/a - Unknown - ), Nausea (1d - immunisation - Not applicable - [n/a - 1 {DF} - n/a])
g Professional Recovered/Resolved - ) PP
10009917047
3
s
=) click or scan | 4 N
@ 616| EU-EC H(e):lthcare EEA 31{8'64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a- |COMIRNATY [TOZINAMERAN] (S- COVID-19
g gopd Professional cars Unknown - ) immunisation - Not applicable - [n/a - 1 {DF} - n/a])
i 10009916971 Tolessional
ig
5
3 .
% click or scan | ;= Non Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Arthralgia (1d - Recovered/Resolved - ),
=) 617 s (2021-09- Healthcare EEA 18-64 Female Fatigue (2d - Recovered/Resolved - ), Injection site pain (1d - Recovered/Resolved - ), Malaise (2d - Recovered/Resolved - ), COMIRNATY [TOZINAMERAN] (S- COVID-19
-EC- | ] : ears ternal exposure regnancy (n/a - own - ), Myalgia (1d - Recover ved - ), Pyrexia (1d - immunisation - Not applicable - [n/a - -n/a
EU-EG 07 Professional Y Maternal exp: during pregnancy (n/a - Unkng Myalgia (1d - Recovered/Resolved - ), Pyrexia (1d i isation - Not applicable - [n/a - 1{DF} - n/:
o 10009916536, Recovered/Resolved - )
£
é click or scan | & C Non
Sl 618 2021-09- Healthcare EEA 18-64 Female Abortion spontaneous (0d - Recovered/Resolved - Other Medically Important Condition), Maternal exposure during COMIRNATY [TOZINAMERAN] (S- COVID-19
%_; EU-EC- ; 07 Professional Years pregnancy (0d - Recovered/Resolved - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
> 10009916500 ;
g
% click or scan > Non
g 619 ?12021-09- Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a- |[COMIRNATY [TOZINAMERAN] (S- COVID-19
o) EU-EC- : 07 Professional Years Unknown - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
g 10009916099
=5
= click or scan |; Non
= 620 | Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Fatigue (n/a - Recovering/Resolving - ), COMIRNATY [TOZINAMERAN] (S - COVID-19
) EU-EC- |- Professional Years Maternal exposure during pregnancy (n/a - Unknown - ), Pyrexia (1d - Recovered/Resolved - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
B 10009916089
B
O
click or scan | * , Non
621 Rl (2021-09- Healthcare EEA 18-64 Female /Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a - |COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- 07 Professional Years Unknown - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
10009914671

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf



https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009917852&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009917810&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009917047&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009916971&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009916536&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009916500&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009916099&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009916089&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009914671&_xpt=1&_xf=pdf
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Created by: https://t.me/DatenAnalyseProgrammieren | Data Source: EudraVigilance www.adrreports.eu | Date: 13-11-2021

Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |FULocal ICSR Form | G31€WaY |5y e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
click or scan |; Non
412021-09- 18-64 Abortion spontaneous (14d - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a - |COMIRNATY [TOZINAMERAN] (S- COVID-19
622 Healthcare EEA Female . i .
EU-EC- | 107 Professional Years Unknown - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
10009914635
click or scan ¥ e Non
2021-09- 18-64 Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a- |[COMIRNATY [TOZINAMERAN] (S- COVID-19
623 Healthcare EEA Female . S .
EU-EG |2 3 |06 Professional Years Unknown - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
10009913795
click or scan |; Non
624 2021-09- Healthcare EEA Not Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a- |COMIRNATY [TOZINAMERAN] (S- COMD-19
EU-EC- |< |06 Professional Specified Unknown - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
10009912580 rofession
lick or sean | g Healthcare 18-64 Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Abortion spontaneous (n/a - TOZINAMERAN [TOZINAMERAN] (S- COVID-19
625 . Non EEA Female |Recovering/Resolving - Other Medically Important Condition), Inappropriate schedule of product administration (n/a - . L .
EU-EC- | oy Professional Years immunisation - Not applicable - [1d - n/a - n/a])
= Unknown - )
10009911833 | 2
click or scan | sz, : Non COVID-19 MRNA VACCINE MODERNA (CX-
626 2021-09- Healthcare Non EEA Not Female Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition), Maternal exposure during 024414) [COVID-19 MRNA VACCINE MODERNA
EU-ECG | = 06 Professional Specified pregnancy (n/a - Unknown - Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10009910977 applicable - [n/a - 1{DF} - Unknown])
click or scan |; Non
2021-09- 18-64 Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a- |COMIRNATY [TOZINAMERAN] (S- COVID-19
627 Healthcare EEA Female . P .
EU-EC- | ol 06 Professional Years Unknown - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
10009909371
click or scan | N
628 2021-09- H(:llthcare EEA 18-64 Female Abortion spontaneous (8d - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a- |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 06 Professional Years Unknown - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
10009909287 rofessiona
lick or sca Non Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Diarrhoea (5d - Recovered/Resolved - )
_09- _ .Abortion spontaneous - - 5 - =) _
629 2021-09 Healthcare EEA 18-64 Female |Headache (3d - Recovered/Resolved - ), Maternal exposure during pregnancy (n/a - Unknown - ), Myalgia (3d - COMIRNATY [TOZINAMERAN] (8- COVID-19
EU-EC- | 06 . Years immunisation - Not applicable - [n/a - 1{DF} - n/a])
7 Professional Recovered/Resolved - )
10009909219
click or scan |; Non
630 2021-09- Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a- |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 06 Professional Years Unknown - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
10009908261 3 rotessiona
lick or scan | Abortion spontaneous (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation, Other Medically Important COVID-19 VA AST ocn IENECA ( Xl
631 2021-09- Hea]thgare Non EEA Not .. |Female |Condition), Maternal exposure during pregnancy (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically NCOV-19) [COVID-19 VA ASTRAZ.ENECA
EU-EG- |4 06 Professional Specified Important ,Con dition) > (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a)
10009907572 mp - n/a - Intramuscular])
click or scan |; Non
2021-09- 18-64 . . . . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
632 BU-EC- 06 Healthc'a.re Non EEA Vears Female [Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Chest pain (n/a - Unknown - ) immunisation - Not applicable - [ 1d- n/a - n/a])
10009906341/ & 4 Professional

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009914635&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009913795&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009912580&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009911833&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009910977&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009909371&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009909287&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009909219&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009908261&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009907572&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009906341&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# ENU Lll))cal ICSR Form l(gateyvz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber D:f:lp Qualification l;)ergulatory Group ex Route])
Purposes
click or scan |; Non
b 633 | Healthcare EEA 18-64 Female Abortion spontaneous (4d - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a- |COMIRNATY [TOZINAMERAN] (S- COVID-19
S EU-EC- |, Professional Years Unknown - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
- 10009904291
—
ch
—
% click or scan |
Healthcare Not . o ) - TOZINAMERAN [TOZINAMERAN] (S- COVID-19
% 634| EUEC | Professional Non EEA Specified Female [Abortion spontaneous (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
g 10009903660
g
= click or scan | & : Non
g 635 ;o0 [2021-09- Healthcare EEA Not Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Asthenia (n/a - Unknown - ), Pyrexia (n/a - [COMIRNATY [TOZINAMERAN] (S - COVID-19
g EU-EC- ; 1(06 Professional Specified Unknown - ) immunisation - Not applicable - [n/a - n/a - n/a])
10009902912 :
3
é click or scan | ppaj . Non
2 2021-09- 18-64 Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a- |COMIRNATY [TOZINAMERAN] (S- COVID-19
>1636 Healthcare EEA Female ) P .
© EU-EC- |k 03 Professional Years Unknown - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
E 10009891424 rofessiona
gy T
g click or scan |z o Non COVID-19 MRNA VACCINE MODERNA (CX-
3 637 ek (2021-09- Healthcare Non EEA 18-64 Female Abortion spontaneous (19d - Recovered/Resolved - Caused/Prolonged Hospitalisation, Other Medically Important 024414) [COVID-19 MRNA VACCINE MODERNA
% EU-EC- ke |03 Professional Years Condition), Maternal exposure during pregnancy (n/a - Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation -
a 10009889979 Unknown - [n/a - 1{DF} - Unknown])
click or scan | ;
g lick
g 638 2021-09- |Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Headache (n/a - Recovered/Resolved With | TOZINAMERAN [TOZINAMERAN] (S- COVID-19
% EU-ECG | % 03 Professional Years Sequelae - ), Nausea (n/a - Recovered/Resolved With Sequelae - ), Pain in extremity (n/a - Recovered/Resolved With Sequelae - ) [immunisation - Not applicable - [n/a - n/a - n/a])
=) 10009889207 ;
e}
%;;‘ click or scan |; % Non
© i -09- - -
=639 | 2021-09 Healthcare ~ |[EEA 18-64 Female [Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition) (DMIRNATY [TOZINAMERAN] (S - COVID-19
g EU-EC- AL Professional Years immunisation - n/a - [n/a - 1{DF} - Intramuscular])
10009888220
®
2
E lick or scan | g 102109 Healtheare 1864 COMIRNATY [TOZINAMERAN] (S - COVID-19
E_ 640 EU-EC- : 03 Professional EEA Vears Female [Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition) prophylaxis - Not applicable - [n/a - 1{DF} -
E 10009888201 i Intramuscular])
B
gol . 5=
5 dlick or sean Non 1864 COMIRNATY [TOZINAMERAN] (S- COVID-19
Ol641| EuEC Hea]thgare EEA Years |Female |Abortion spontaneous (1d - Recovered/Resolved - Other Medically Important Condition) immunisation - Drug withdrawn - [1d - 1{DF} -
10009888116 Professional Intramuscular])
lick or scan | gk % 5021-09- Non 18-64 Abortion spontaneous (n/a - Recovering/Resolving - Caused/Prolonged Hospitalisation, Other Medically Important gll[l%)l[gCDVIDé 13?\4111@ A \X(C)EDI]?\IE M(()CI:;I(::RI\I A
642 EU-EC- BER! |03 Healthcare Non EEA Vears Female |Condition), Abortion spontaneous (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important (CX-024414)] (S- COVID-19 immunisation -
10009886621/ - J Professional Condition), Maternal exposure during pregnancy (n/a - Unknown - Caused/Prolonged Hospitalisation) Unknown - [/a - 1 {DF} - Unknown])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009904291&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009903660&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009902912&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009891424&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009889979&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009889207&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009888220&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009888201&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009888116&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009886621&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
click or scan | =g Non
o . - 18-64 . . . ) . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
IN - - . S .
S 643 EU-EC- Eeaithgareal Non EEA Vears Female [Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/al)
4| |10009886438 rofession
< lick
g cleoLsen : N ion sp n/a - Not Recovered/Not Resolved - Other Medically T Condition), H | MERAN]
= 0o |Non g Abortion spontaneous (n/a - Not Recover ot Resolve Ky ly Important Condition), Heavy menstrual R R R
0| 644 3 [2021-09 Healthcare EEA 18-64 Female |bleeding (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Maternal exposure before pregnancy (n/a COMIRNATY [TOZIN. (S-n/a-n/a-[n/a
- EU-EC- i 03 . Years . . - n/a- n/a])
3 10009884914/ 2 2 Professional - Not Recovered/Not Resolved - Other Medically Important Condition)
7]
5 4
R click or scan | Non
= i 12021-09- 18-64 . ) . COMIRNATY [TOZINAMERAN] (S - Immunisation -
- - )
—g 645 EUEC |8 03 Eresi‘tez;zrgal EEA Vears Female [Abortion spontaneous (n/a - Unknown - Other Medically Important Condition) Not applicable - [n/a - .3mL - Intramuscular])
10009882848
8 ‘ _
S click or scan Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition), Heavy menstrual bleeding (n/a - |COVID-19 VACCINE ASTRAZENECA (CHADOX1
=2 646 Yi [2021-09- Healthcare Non EEA 18-64 Female Not Recovered/Not Resolved - Other Medically Important Condition), Maternal exposure during pregnancy (n/a - Unknown - [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
3 EU-EC- ; Professional Years Other Medically Important Condition), Polymenorrhoea (n/a - Not Recovered/Not Resolved - Other Medically Important (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
1; 10009882618 Condition) - Not applicable - [1d - n/a - Intramuscular])
m
g lick
5 click or scan |;
3 . [Non 18-64 Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Maternal exposure SPIKEVAX [COVID-19 MRNA VACCINE
| 647 Healthcare EEA Female - ) - MODERNA (CX-024414)] (S- COVID-19
= EU-EC- . Years during pregnancy (n/a - Recovered/Resolved - Other Medically Important Condition) . o .
8 10009879410 Professional immunisation - Not applicable - [n/a - 1{DF} - n/a])
5
o click or scan |; Non Abortion spontaneous (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Fatigue (1d -
g 648 | Healthcare EEA 18-64 Female Recovering/Resolving - Caused/Prolonged Hospitalisation), Limb discomfort (1d - Unknown - Caused/Prolonged COMIRNATY [TOZINAMERAN] (S - Immunisation -
E EU-EG- | & Professional Years Hospitalisation), Nausea (1d - Recovered/Resolved - Caused/Prolonged Hospitalisation), Vaginal haemorrhage (n/a - Not n/a - [n/a - n/a - n/a])
g 10009877421 Recovered/Not Resolved - Caused/Prolonged Hospitalisation)
g| |dlideorsen e [Non 1864 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
g 649 EU-EC- E Healthcare EEA Vears Female [Abortion spontaneous (1n/a - Unknown - Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- Immunisation - n/a - [n/a
g 10009877193 Professional - n/a - n/aJ)
o
T
E click or scan |; Non
= - 18-64 . . e COMIRNATY [TOZINAMERAN] (S - Immunisation -|
- -
fév_ 650 EU-EC- . E:jg;sciirgal EEA Vears Female [Abortion spontaneous (n/a - Recovered/Resolved With Sequelae - Caused/Prolonged Hospitalisation) a - [n/a - /a - Intramuscular])
£ 10009877069
=y
% dlick or scan | g i [021-00- Non 18-64 Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Dizziness (n/a - Not Recovered/Not TOZINAMERAN [TOZINAMERAN] (S- COVID-19
5 651 EU-EC- 0 Healthcare Non EEA Vears Female |Resolved - ), Malaise (n/a - Not Recovered/Not Resolved - ), Maternal exposure during pregnancy (n/a - Unknown - ), Nausea immunisation - Not applicable - [1d - n/a - n/a])
10009875377 ; Professional (n/a - Not Recovered/Not Resolved - ), Vaginal haemorrhage (n/a - Not Recovered/Not Resolved - ) PP
click or scan |+ i
t 2021-09-|Healthcare 18-64 . ) A COMIRNATY [TOZINA.‘MERAN] (8- COVID-19
652 0 . EEA Female [Abortion spontaneous (1d- Recovered/Resolved With Sequelae - Disabling) immunisation - Not applicable - [1d - 1{DF} -
EU-EC- e |02 Professional Years
10009873262 ; Intramuscular])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009886438&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009884914&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009882848&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009882618&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009879410&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009877421&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009877193&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009877069&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009875377&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009873262&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gateyvay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
click or scan |;
o *12021-09- |Healthcare 18-64 . . . ) . COMIRNATY [TOZINAMERAN] (S- COVID-19
IN : ; ? - R - A
S 653 EU-EC- . % (02 Professional EEA Vears Female [Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition) immunisation - n/a - [1/a - 2 {DF} - Intramuscular])
:'1' 10009873227
ch
— .
@ click or scan 1 Non
g 654 2021-09- Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Exposure during COMIRNATY [TOZINAMERAN] (S- n/a- n/a- [1d-
e EU-EC- 02 . Years pregnancy (n/a - Not Recovered/Not Resolved - Other Medically Important Condition) n/a - n/al)
3 10009872249 Professional
£
R click or scan | =g
= 2 2021-09- | Healthcare 18-64 . ) . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
; : - - . S .
8| 655 EU-EC- . ;02 Professional Non EEA Vears Female [Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/al)
g 10009871534
% click or scan | :3 :
S| 656 2021-09- |Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Exposure during COMIRNATY [TOZINAMERAN] (S - COVID-19
S EU-EC- 02 Professional Years pregnancy (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
[ 10009869541
5
>
]
)
5 . :
8 click or scan
% 657! EBUEC 2021-09- 11\112:] thearc EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Congenital Anomaly, Other Medically Important Condition), Paternal exposure [TOZINAMERAN] (S - COVID-19 immunisation -
< LRC. » _ ) . e - ) o
g 10009867542 02 Professional Years before pregnancy (n/a - Unknown - Congenital Anomaly, Other Medically Important Condition) Not applicable - [n/a - n/a - n/a])
kS
;
=3 Abortion spontaneous (n/a - Not Recovered/Not Resolved - Congenital Anomaly, Other Medically Important Condition), CCINE RAZE CHADO
% click or scan |- ; N Abortion spontaneous (n/a - Unknown - Congenital Anomaly, Other Medically Important Condition), Cough (n/a - COVID-19 VA AST NECA ( X1
7 on - : . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
@ 2021-09- 18-64 Unknown - Congenital Anomaly), Exposure to vaccinated person (n/a - Unknown - Congenital Anomaly), Foetal heart rate :
658 Healthcare Non EEA Female . . . (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a
® EU-EC- 02 Professional Years abnormal (n/a - Unknown - ), Foetal hypokinesia (n/a - Unknown - Congenital Anomaly, Other Medically Important - n/a - n/a]), [TOZINAMERAN] (S- COVID-19
% 10009867182 Condition), Headache (n/a - Unknown - Congenital Anomaly), Maternal exposure during pregnancy (n/a - Unknown - immunisatién - Not applicable - [n/a - /a - n/a])
g Congenital Anomaly, Other Medically Important Condition), Oropharyngeal pain (n/a - Unknown - Congenital Anomaly) PP
)] Abortion spontaneous (n/a - Not Recovered/Not Resolved - Congenital Anomaly, Other Medically Important Condition),
E click or scan | ; % Abortion spontaneous (n/a - Unknown - Congenital Anomaly, Other Medically Important Condition), Cough (n/a - COVID-19 VACCINE ASTRAZENECA (CHADOX1
- ? Non - : . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
£ 2021-09- 18-64 Unknown - Congenital Anomaly), Exposure to vaccinated person (n/a - Unknown - Congenital Anomaly), Foetal heart rate :
=659 Healthcare Non EEA Female . . . (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [1n/a)
g EU-EC- | 02 Professional Years abnormal (n/a - Unknown - ), Foetal hypokinesia (n/a - Unknown - Congenital Anomaly, Other Medically Important - /a - n/a]), [TOZINAMERAN] (S- COVID-19
E 10009867182 Condition), Headache (n/a - Unknown - Congenital Anomaly), Maternal exposure during pregnancy (n/a - Unknown - immunisatk’)n - Not applicable - [n/a - /a - n/a])
S B Congenital Anomaly, Other Medically Important Condition), Oropharyngeal pain (n/a - Unknown - Congenital Anomaly) PP
3
% click or scan | gz ; Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Abortion spontaneous (n/a - COVID-19 VA AST NECA ( Xl
2021-09- | Healthcare 18-64 " o . " NCOV-19) [COVID-19 VACCINE ASTRAZENECA
= | 660 : Non EEA Female |Unknown - Other Medically Important Condition), Foetal malformation (n/a - Unknown - Other Medically Important CHADO
© EU-EC- 02 Professional Years Condition), Maternal exposure during pregnancy (n/a - Unknown - Other Medically Important Condition) ( X1 NCOV-19)] (S - w/a - Unknown - [n/a -
10009866882 g n/a - Intramuscular])
click or scan | ze¥ iz
661 te? |2021-09- Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Vaginal haemorrhage (5d - TOZINAMERAN [TOZINAMERAN] (S - COVID-19
EU-EC- Frr 02 Professional Years Recovered/Resolved - Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
10009866393|

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009873227&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009872249&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009871534&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009869541&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009867542&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009867182&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009867182&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009866882&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009866393&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |FULocal ICSR Form | G31€WaY |5y e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt Qualification for Group Sex Route])
Date Regulatory
Purposes
o
IN
o
3 click or scan : Non
5| 662 * 202109 |erthcare [NonEEA 1% |Female |Abortion spontaneous (2d - Recovered/Resolved - Caused/Prolonged Hospitalisation, Other Medically Important Condition) TOZINAMERAN [TOZINAMERAN] (S - COVID-19
a EU-EC- 02 Professional Years immunisation - Not applicable - [1d - n/a - n/a])
[ 10009866206
ks
(a)
3
[2]
=
g_ click or scan |: % Non
= w3%12021-09- 18-64 . . . . . .. TOZINAMERAN [TOZINAMERAN] (S- COVID-19
E] 663 EU-EC- , AP ?:jfl‘gslsciirga] Non EEA Vears Female [Abortion spontaneous (n/a - Recovering/Resolving - Congenital Anomaly, Other Medically Important Condition) isation - Not applicable - [1d - n/a - n/a])
% 10009866205
% dlick or scan (g i 12021-09- Non 18-64 Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Muscle spasms (n/a - Not Recovered/Not TOZINAMERAN [TOZINAME (S- COVID-19
S| 664 : Healthcare ~ [Non EEA Female |Resolved - Other Medically Important Condition), Vaginal haemorrhage (n/a - Not Recovered/Not Resolved - Other Medically |. e . 1
= EU-EC- 02 : Years - immunisation - Not applicable - [1d - n/a - n/a])
= 10009866010 H Professional Important Condition)
£
>
- click or scan |3
[ = |ng@ Non Abortion spontaneous (n/a - Unknown - Congenital Anomaly, Other Medically Important Condition), Fatigue (2d -
S | 665 2021-09-| 5 dithcare  [NonEEA  |N°!. . IFemale |Recovered/Resolved - Congenital Anomaly), Limb injury (/a - Recovered/Resolved - Congenital Anomaly), Peripheral swelling | L O2AMERAN [TOZINAMERAN] (S - COVID-19
EU-EC- 02 . Specified . immunisation - Not applicable - [1d - n/a - n/a])
3 Professional (3d - Recovered/Resolved - Congenital Anomaly)
% 10009865998
o -
s lick or scan | =t 5 502100 /Non 1864 TOZINAMERAN [TOZINAMERAN] (S- COVID-19
g 666 EU-EC- 42 KPS Healthcare Non EEA Vears Female |Abortion spontaneous (n/a - Recovered/Resolved - Caused/Prolonged Hospitalisation, Other Medically Important Condition) |immunisation - Not applicable - [n/a - n/a -
% 10009865996 : Professional Intramuscular])
=)
o .
%'; click or scan | g C Non
>| 667 2021-09-|peottheare [Non EEA [180% |Female |Abortion spontaneous (1d- Recovered/Resolved - Other Medically Important Condition) TOZINAMERAN [TOZINAMERAN] (S - COVID-19
® EU-EC- 01 Professional Years immunisation - Not applicable - [1d - n/a - n/a])
g 10009865789
s
)] click or scan | g : Non Abdominal pain lower (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Abortion spontaneous
E 668 2021-09- Healthcare  |Non EEA. 18-64 Female (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Abortion threatened (n/a - Not RecoveredNot | TOZINAMERAN [TOZINAMERAN] (S- COVID-19
£ EU-EC- | 01 Professional Years Resolved - Other Medically Important Condition), Back pain (n/a - Not Recovered/Not Resolved - Other Medically Important |immunisation - Not applicable - [1d - n/a - n/a])
g 10009865139 Condition), Vaginal haemorrhage (n/a - Not Recovered/Not Resolved - Other Medically Important Condition)
£
_'5'\ click or scan |;
¥ 2021-09- |Healthcare 18-64 . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
; - - . S .
B 669 EU-EC- . o1 Professional EEA Vears Female [Abortion spontaneous (n/a - Unknown - Other Medically Important Condition) immunisation - Not anplicable - [/a - n/a - n/a
B ; pp
5 10009863983
click or scan | = o Non
b 12021-09- 18-64 . . . ) . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
2 ] - - . . . .
670 EU-EC- b o1 Eﬁ;ﬁfgﬂ Non EEA Vears Female [Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
10009863821
click or scan | Non
=24 (2021-09- Not . . g . . TOZINAMERAN [TOZINAMERAN] (S - COVID-19
671 BU-EC- : £ o1 E:jllggsciir;al Non EEA Specified Female |Abortion spontaneous (n/a - Unknown - Disabling, Other Medically Important Condition) immunisation - Not applicable - [ 1d- n/a - n/a])
10009863518 ;

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009866206&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009866205&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009866010&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009865998&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009865996&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009865789&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009865139&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009863983&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009863821&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009863518&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# %;‘l))c;l ICSR Form g:z::::y Source Sozuntry Age g:;lent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Date Qualification Regulatory Group Route])
Purposes
click or scan | g Non
< =41 2021-09- Not . . . ) . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
N A . - - . . . .
S 672 EU-EC- o1 Eeaithgareal Non EEA Specified Female [Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
4| |10009863488 Lo rofession
ch
— i T
@ click or scan | =g Non
® - Not . . . .. TOZINAMERAN [TOZINAMERAN] (S- COVID-19
. - - 8 . S .
% 673 EU-EC- . Ere(?g;;irga] Non EEA Specified Female [Abortion spontaneous (n/a - Recovered/Resolved - Congenital Anomaly, Other Medically Important Condition) mmmisation - Not applicable - [/a - n/a - n/a)
{’__? 10009862679
Q .
R click or scan | g C Non
-‘é 674 2021-09- Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Maternal exposure during TOZINAMERAN [TOZINAMERAN] (S- COVID-19
g EU-EC- 01 Professional Years pregnancy (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
10009861035
3 :
% click or scan | ;&
5 ¥ [>021.00. /R0 18-64 A N TOZINAMERAN [TOZINAMERAN] (S - COVID-19
| 675 EU-EC- e 01 Healthcgre Non EEA Vears Female [Abortion spontaneous (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
5 10009861002 ] Professional
Ll:_]
8
§ lick or scan | 24 2021-09- Non 18-64 Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Lymph node pain (n/a - Not Recovered/Not TOZINAMERAN [TOZINAMERAN] (S- COVID-19
% 676 EU-EC- . 01 Healthcare Non EEA Vears Female |Resolved - Other Medically Important Condition), Lymphadenopathy (n/a - Not Recovered/Not Resolved - Other Medically immunisation - Not applicable - [1d - n/a - n/a])
a 10009860154 ; Professional Important Condition), Off label use (n/a - Unknown - ), Product use issue (n/a - Unknown - ) PP
5] . —— . .
ol . ! Abortion spontaneous (n/a - Unknown - Life Threatening, Disabling, Congenital Anomaly, Other Medically Important
€ dick or sean | ¢ Non Condition), Contusion (n/a - Recovering/Resolving - Life Threatening, Disabling, Other Medically Important Condition) MERAN ME
% 677 EU-FC- (2)(1)21_09_ Healthcare Non EEA I;O;iﬁ ed Female |Epistaxis (n/a - Not Recovered/Not Resolved - Life Threatening, Disabling, Other Medically Important Condition), Erclr)rfml\i]sation . NOEEOZiIi:;ble - [n/a _] rs/Sa—_Cs/)a\]/)ID—w
§> 10009360108 Professional Hallucination (n/a - Recovering/Resolving - Life Threatening, Disabling, Other Medically Important Condition), Migraine (n/a - PP
%'; Recovered/Resolved - Life Threatening, Disabling, Other Medically Important Condition)
e click or scan | ; %
< k (2021-09- |Healthcare 18-64 . ) . COMIRNATY [TOZINAMERAN] (S- COVID-19
r : - - . S
g 678 EU-EC- 01 Professional EEA Vears Female [Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition) immunisation - n/a - [n/a - 2 {DF} - Intramuscular])
s
3 10009859832
Rl
El [ ickcorsean |
s clekorsean 1202100 Non Lsd COMIRNATY [TOZINAMERAN] (- COVID-19
=679 pUEC o1 Healthcare EEA Vears Female [Abortion spontaneous (n/a - Recovered/Resolved With Sequelae - Other Medically Important Condition) immunisation - Not applicable - [1d - 1{DF} -
'.C>.\ 10009859781 ] Professional Intramuscular])
3
¥
5 dlick or scan | g 1502109 Healtheare 1864 COMIRNATY [TOZINAMERAN] (S - COVID-19
680 EU-EC- 01 Professional EEA Vears Female [Abortion spontaneous (n/a - Recovered/Resolved With Sequelae - Caused/Prolonged Hospitalisation) immunisation - Not applicable - [1d - n/a -
10009859660 ¢ Intramuscular])
lick or scan | g% 02109 |Non 1864 COMIRNATY [TOZINAMERAN] (S- COVID-19
681 g ] o1 Healthcare EEA Vears Female [Abortion spontaneous (1d- Recovered/Resolved With Sequelae - Other Medically Important Condition) immunisation - Not applicable - [1d - 1{DF} -
10009859653 Professional Intramuscular])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009863488&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009862679&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009861035&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009861002&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009860154&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009860108&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009859832&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009859781&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009859660&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009859653&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |FULocal ICSR Form | G31€WaY |5y e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
click or scan |; bt Abortion spontaneous (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), COVID- |COVID-19 VACCINE ASTRAZENECA (CHADOX1
b 682 2021-09- |Healthcare Non EEA 18-64 Female 19 (19d - Recovered/Resolved - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Maternal exposure  |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
S EU-EC- ¢ x (01 Professional Years during pregnancy (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Menstruation  |(CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
:' 10009859025 delayed (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation, Other Medically Important Condition) n/a - Intramuscular])
A 4
@ click or scan | :
g 683 2021-09- | Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation, Other Medically Important | TOZINAMERAN [TOZINAMERAN] (S- COVID-19
- EU-EC- 01 Professional Years Condition), Vaginal discharge (n/a - Unknown - ) immunisation - Not applicable - [1d - n/a - n/a])
3 10009858340/ =+
é)
S
@ click or scan |+ ; N
‘§ 684 P [2021-09- H(e):lthcare EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a- |COMIRNATY [TOZINAMERAN] (S- COVID-19
: EU-EC- w01 Professional Years Unknown - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
% 10009858207 . rotession
3
é click or scan | ; o Non
2 2021-09- 18-64 Abortion spontaneous (1d - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a- |COMIRNATY [TOZINAMERAN] (S- COVID-19
S| 685 ; Healthcare EEA Female . v .
@ EU-EC- | & 01 Professional Years Unknown - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
S 10009858206
m
?—_’) click or scan | : COVID-19 MRNA VACCINE MODERNA (CX-
§ 686 2021-09- |Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved - Caused/Prolonged Hospitalisation, Other Medically Important Condition),|024414) [COVID-19 MRNA VACCINE MODERNA
© EU-EC- 01 Professional Years Exposure during pregnancy (1d - Recovered/Resolved - Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation -
g 10009857523 Unknown - [n/a - 1{DF} - Intramuscular])
g click or scan |; Non
€687 X 2021-09- 1 olthcare  |EEA 18-64 g male |Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition) COMIRNATY [TOZINAMERAN] (8 - Immunisation -
% EU-EC- x (01 Professional Years n/a - [n/a - n/a - Intramuscular])
5 10009857335
e}
%;;‘ click or scan | g : Non
T 688 2021-09- | ealthcare (Non EEA | 189 |Female |Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition) TOZINAMERAN [TOZINAMERAN] (S - COVID-19
g EU-EC- 01 . Years immunisation - Not applicable - [1d - n/a - n/a])
Professional
2 10009857328
o
E click or scan | g . Non
£ 689 2021-09- Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Maternal exposure TOZINAMERAN [TOZINAMERAN] (S- COVID-19
7] EU-EC- 01 : Years during pregnancy (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
jo3 Professional
£ 10009857123
2 .
3 click or scan | g 3 Non
2021-09- 18-64 . . . . ) . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
- - : . o .
g 690 EU-EC- 01 Healthqare Non EEA Vears Female [Abortion spontaneous (n/a - Recovering/Resolving - Congenital Anomaly, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - /al)
(@] Professional
10009857095
click or scan |; Non
2021-09- 18-64 Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Menstrual disorder (n/a - COMIRNATY [TOZINAMERAN] (S - Immunisation -
691 g Healthcare EEA Female
EU-EC- Frx: 01 Professional Years Unknown - ) n/a - [n/a - n/a - Intramuscular])
10009857082;
click or scan | =¥ Non
692 2021-09- Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition), Maternal exposure during TOZINAMERAN [TOZINAMERAN] (S - COVID-19
EU-EC- 01 . Years pregnancy (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
x Professional
10009855475 ¥fhra!

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009859025&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009858340&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009858207&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009858206&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009857523&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009857335&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009857328&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009857123&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009857095&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009857082&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009855475&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# ENU Lll))cal ICSR Form l(gateyvz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp Qualification or Group ex Route])
Date Regulatory
Purposes
o dlick or scan (g % [021-09- Non 18-64 Abortion spontaneous (n/a - Recovering/Resolving - Caused/Prolonged Hospitalisation, Disabling, Other Medically Important TOZINAMERAN [TOZINAMERAN] (S- COVID-19
1693 EU-EC- o1 Healthcare Non EEA Vears Female |Condition), Off label use (n/a - Unknown - ), Product use issue (n/a - Unknown - ), Vaginal haemorrhage (n/a - Not immunisation - Not applicable - [1d - n/a - n/a])
“_7‘1 10009854626 Professional Recovered/Not Resolved - Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition) PP
—
ch
o click or scan |;
g Non Abortion spontaneous (1d- Recovered/Resolved - Life Threatening, Caused/Prolonged Hospitalisation, Other Medically
B . y , AMERAN AMERAN] (-
0| 694 Healthcare Non EEA 18-64 Female |Important Condition), Inappropriate schedule of product administration (n/a - Unknown - ), Off label use (n/a - Unknown - ), TOZIN . [Tozm (3- COVID-19
- EU-EC- Professional Years Produc . wa - Unkn immunisation - Not applicable - [1d - n/a - n/a])
3 10009854003 rofessional roduct use issue (n/a - own - )
g
Q .
R click or scan |: Non
= 2021-09- 18-64 . . . . . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
- - . S .
8| 695 BU-EC- o1 Ereai‘thciar;a] Non EEA Vears Female [Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition) immunisation - Not applicable - [1d- n/a - n/a])
g 10009853984 ofessio
% click or scan | g : Non
= 2021-09- 18-64 . . . ] . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
,g 696 EU-EC- ] 01 Ere(z)igsl:iz(a)rgal Non EEA Vears Female [Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
g 10009853225
>
- click or scan | EIR COVID-19 VACCINE ASTRAZENECA (CHADOX1
e - i . p : NCOV-19) [COVID-19 VACCINE ASTRAZENECA
5 2021-09- |Healthcare 18-64 Abortion spontaneous (11d- Recovered/Resolved - Congenital Anomaly), Maternal exposure during pregnancy (n/a -
3 7 EUEC 01 Professional Non EEA Years Female Unknown - Congenital Anomaly) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
8| 10009852032 n/a - Intramuscular])
o
g click or scan | :=gH % No
2 E (2021-09- Not . . . .. TOZINAMERAN [TOZINAMERAN] (S - COVID-19
g 698 FUEC |} ¥ 01 E:jllggsciir;al Non EEA Specified Female [Abortion spontaneous (n/a - Unknown - Congenital Anomaly, Other Medically Important Condition) immunisation - Not applicable - [ 1d- n/a - n/a])
o 10009851828
=)
e}
%;;‘ dlick or scan | g 2021-09- Non 18-64 Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Thrombosis (n/a - TOZINAMERAN [TOZINAMERAN] (S- COVID-19
T (699 Healthcare ~ [Non EEA Female |Recovering/Resolving - Other Medically Important Condition), Vaginal haemorrhage (n/a - Unknown - Other Medically . i .
< EU-EC- : 01 P : Years . immunisation - Not applicable - [1d - n/a - n/a])
5 3 rofessional Important Condition)
£ 10009851605
8
Kol click or scan | =g COVID-19 VACCINE ASTRAZENECA (CHADOX1
E 700 = |2021-08- | Healthcare Non EEA 18-64 Female Abdominal pain (n/a - Unknown - ), Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Ectopic/NCOV-19) [COVID-19 VACCINE ASTRAZENECA
-ﬁ- EU-EC- : i (31 Professional Years pregnancy with contraceptive device (n/a - Unknown - ), Vaginal haemorrhage (n/a - Unknown - ) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
= 10009849658 n/a - Intramuscular])
=
2 click or scan |; COVID-19 VACCINE ASTRAZENECA (CHADOX1
thcare - Abortion spontaneous (n/a - overe solved - er ortant Condition), Maternal exposure durin, -
B 701 Healthy Non EEA 18-64 Female D n/a - Rec d/Resolved - Other Medically Imp Condition), Ma 1 exp during NCOV-19) [COVID-19 VACCINE ASTRAZENECA
S EU-EC- Professional Years pregnancy (n/a - Unknown - Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
O 10009848678 n/a - Intramuscular])
click or scan | t=ze¥ i Non
702 i (2021-08- Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Menstruation delayed (n/a - TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- 31 . Years Recovering/Resolving - ), Ovulation delayed (n/a - Recovering/Resolving - ) immunisation - Not applicable - [1d - n/a - n/a])
10009848510 Professional
lick or scan - _(Non 18-64 Abortion spontaneous (25d - Recovered/Resolved - Other Medically Important Condition), Off label use (n/a - Unknown - TOZINAMERAN [TOZINAMERAN] (S- COVID-19
703 Healthcare Non EEA Female [Other Medically Important Condition), Product use issue (n/a - Unknown - Other Medically Important Condition), Vaginal . . .
EU-EC- : Years h ed/Resol ical g immunisation - Not applicable - [1d - n/a - n/a])
10009847625 Professional haemorrhage (25d - Recovered/Resolved - Other Medically Important Condition)

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009854626&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009854003&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009853984&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009853225&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009852032&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009851828&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009851605&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009849658&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009848678&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009848510&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009847625&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp Qualification or Group ex Route])
Date Regulatory
Purposes
click or scan | k3 : Non
b 704 2021-08- Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovering/Resolving - Congenital Anomaly, Other Medically Important Condition), Maternal |TOZINAMERAN [TOZINAMERAN] (S - COVID-19
S EU-EC- v |31 : Years exposure during pregnancy (n/a - Unknown - Congenital Anomaly, Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
) Professional
< 10009847264
ch
o click or scan | =8
g i Non Abortion spontaneous (27d - Recovered/Resolved - Congenital Anomaly, Other Medically Important Condition), Abortion
B X : s , Abortion i
Q705 Healthcare Non EEA 18-64 Female [spontaneous (n/a - Unknown - Congenital Anomaly, Other Medically Important Condition), Maternal exposure during TOZINAMERAN [TOZWAMERAM (3- COVID-19
e EU-EG |y : Years : . . immunisation - Not applicable - [1d - n/a - n/a])
3 10009847071 Professional pregnancy (n/a - Unknown - Congenital Anomaly, Other Medically Important Condition)
z
£
g_ Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Chills (2d - Recovered/Resolved - ), Fatigue
2 click or scan | (3d- Recovered/Resolved - ), Injection site erythema (5d - Recovered/Resolved - ), Injection site haematoma (5d - MRN
kS i (2021-08- Non 18-64 Recovered/Resolved - ), Injection site inflammation (5d - Recovered/Resolved - ), Injection site pain (5d - Recovered/Resolved - SPIKEVAX [COVID-19 A VACUINE
2| 706 Healthcare EEA Female o . . MODERNA (CX-024414)] (S- COVID-19
EU-EC- ; 31 Professional Years ), Injection site warmth (5d - Recovered/Resolved - ), Malaise (2d - Recovered/Resolved - ), Maternal exposure during immunisation - Not applicable - [n/a - 1 {DF} - n/al)
10009844435 pregnancy (n/a - Unknown - ), Myalgia (2d - Recovered/Resolved - ), Nausea (2d - Recovered/Resolved - ), Pyrexia (2d - PP
) Recovered/Resolved - )
3 ) MRNA VACCINE
| |didorsen |y 02108 Foalthcare s Abortion spontaneous (1d- Recovered/Resolved - Other Medically Important Condition), Injected limb mobility decreased (%)4\23)1 [900\/[[/:1\9”?\/1111\1 A A
Z | 707 . Non EEA Female |(n/a - Recovered/Resolved - ), Injection site mass (n/a - Recovered/Resolved - ), Maternal exposure during pregnancy (1d - . .
S EU-EC- 31 Professional Years Recovered/Resolved - ), Pain (n/a - Recovered/Resolved - ), Rash (n/a - Recovered/Resolved - ) (CX-024414)] (8 - COVID-19 immunisation -
T 10009844352 ? ? Unknown - [n/a - 1 {DF} - Unknown])
u
5 click or scan |- s
3 708 E? 1 2021-08- EZ:] theare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition), Maternal exposure during TOZINAMERAN [TOZINAMERAN] (S- COVID-19
< EU-EC- (31 . Years pregnancy (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
o} Professional
[a} 10009843232,
5 : o
o click or scan | ;=g Non
£ - 18-64 Abortion spontaneous (5d - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a- |COMIRNATY [TOZINAMERAN] (S- COVID-19
709 B Healthcare EEA Female . S .
g EU-EC- |2 Professional Years Unknown - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
<% 10009842446
%i click or scan |- " Non
g 710 2 12021-08- Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition), Exposure during pregnancy (n/a [COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
% EU-EC- : x |31 : Years - Recovering/Resolving - Other Medically Important Condition) - n/a - n/al)
i Professional
® 10009841360
2
£ click or scan |- Non Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Bedridden (n/a - Unknown - ), Dizziness (n/a)
= 711 2 12021-08- Healthcare Non EEA 18-64 Female | Not Recovered/Not Resolved - ), Heavy menstrual bleeding (n/a - Unknown - ), Malaise (n/a - Unknown - ), Movement TOZINAMERAN [TOZINAMERAN] (S- COVID-19
fé’. EU-EC- v e 31 Professional Years disorder (n/a - Unknown - ), Nausea (n/a - Not Recovered/Not Resolved - ), Thrombosis (n/a - Unknown - Other Medically immunisation - Not applicable - [1d - n/a - n/a])
? 10009841006 Important Condition), Vaginal haemorrhage (n/a - Not Recovered/Not Resolved - )
=y
B click or scan | = o Non
g 2021-08- 18-64 Abortion spontaneous (n/a - Recovering/Resolving - Caused/Prolonged Hospitalisation, Other Medically Important COMIRNATY [TOZINAMERAN] (S - COVID-19
=|712 i 0| Healthcare Non EEA Female - . ol .
O EU-EC- | % x (31 Professional Years Condition) immunisation - Not applicable - [1d - n/a - n/a])
10009840959
dlick or sean (g 02108 Healtheare 1864 COMIRNATY [TOZINAMERAN] (S- COVID-19
713 . Non EEA Female [Abortion spontaneous (n/a - Not Recovered/Not Resolved - Disabling, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a -
EU-EC- 31 Professional Years
10009838440 Intramuscular])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009847264&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009847071&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009844435&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009844352&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009843232&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009842446&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009841360&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009841006&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009840959&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009838440&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |FULocal ICSR Form | G31€WaY |5y e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
click or scan | EfiEE
— gir! Non
o 2021-08- 18-64 . . . ] . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
1N " 3 - R ; AV "
S 714 EU-EC- . i Hea]thgare Non EEA Vears Female [Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
) ] Professional
b 10009838303
A
—
g click or scan | N
'- on
o 2021-08- | Healthcare 18-64 . . . . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
3 75| gUEC i (30 Professional Non EEA  |y,s |Female |Abortion spontaneous (15d- Recovered/Resolved - Congenital Anomaly, Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a)
8 10009834109
]
&
B click or scan | g C Non Abortion spontaneous (0d - Unknown - Other Medically Important Condition), Fatigue (1d - Recovered/Resolved - ),
2021-08- 18-64 Haemorrhage in pregnancy (0d - Recovered/Resolved - Other Medically Important Condition), Injection site pain (0d - COMIRNATY [TOZINAME! S- COVID-19
716 Healthcare  [EEA Female g0 I Pregrancy Y !
EU-EC- 30 Professional Years Recovered/Resolved - ), Malaise (1d - Recovered/Resolved - ), Maternal exposure during pregnancy (n/a - Unknown - ), Nausea |immunisation - Not applicable - [n/a - 1 {DF} - n/a])
% 10009833872 (0d - Recovered/Resolved - )
E” click or scan | ; ; Non
© & 2021-08- Not . " . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
5 717 EU-EC- 30 Eﬁiﬁfgﬂ Non EEA Specified Female [Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - /al)
- 10009827650
8
5 click or scan
o P = (2021-08- EZ:] theare Non EEA 18-64 Female Abortion spontaneous (4d - Recovered/Resolved - Other Medically Important Condition), Abortion spontaneous (n/a - TOZINAMERAN [TOZINAMERAN] (S - COVID-19
g EU-EC- 30 . Years Unknown - Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
! Professional
- 10009827596,
g
g click or scan | = . . . " s
; Non Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition), Haemorrhage (n/a -
5 719 2021-08- Healthcare Non EEA Not .. |Female [Recovering/Resolving - Other Medically Important Condition), Heart rate increased (n/a - Recovering/Resolving - Other TOZINAMERAN [TOZI.NAMERAN] (S- COVID-19
=) EU-EC- 30 : Specified " " immunisation - Not applicable - [1d - n/a - n/a])
o : Professional Medically Important Condition)
%—; 10009827533
>
©
< . b
é dlick or scan Non et et COMIRNATY [TOZINAMERAN] (S- COVID-19
% 720 | EU-EC- Healthcare  [EEA Years  |SpecifiedAbortion spontaneous (n/a - Recovered/Resolved With Sequelae - Life Threatening) m;sgllﬁ);]—) Not applicable - [1d - .3mL -
2 10009826910, Professional
3
jo3
=
5 click or scan | gk 1 COVID-19 VACCINE ASTRAZENECA (CHADOX1
g 721 a8 [2021-08- |Healthcare Non EEA 18-64 Female Abortion spontaneous (3d - Recovered/Resolved - Caused/Prolonged Hospitalisation), Maternal exposure during pregnancy  |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
e EU-EC- : 1(30 Professional Years (n/a - Unknown - Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
5 10009825329 n/a - Intramuscular])
Abortion spontaneous (n/a - Unknown - Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition),
Back pain (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation, Disabling, Other Medically Important
Condition), Blood loss anaemia (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation, Disabling, Other
click or scan | ; Non Medically Important Condition), Haemorrhage (26d - Recovered/Resolved - Caused/Prolonged Hospitalisation, Disabling, Other
722 | Healthcare Non EEA 18-64 Female Medically Important Condition), Headache (n/a - Unknown - Caused/Prolonged Hospitalisation, Disabling, Other Medically TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- | Professional Years Important Condition), Maternal exposure during pregnancy (n/a - Unknown - Caused/Prolonged Hospitalisation, Disabling, immunisation - Not applicable - [1d - n/a - n/a])
10009824422 Other Medically Important Condition), Pain (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation, Disabling,
Other Medically Important Condition), Pain (n/a - Recovered/Resolved - Caused/Prolonged Hospitalisation, Disabling, Other
Medically Important Condition), Peripheral swelling (n/a - Recovered/Resolved - Caused/Prolonged Hospitalisation, Disabling,
Other Medically Important Condition)

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009838303&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009834109&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009833872&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009827650&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009827596&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009827533&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009826910&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009825329&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009824422&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form l(gate.wa:y Source :;ountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ecelp Qualification or Group ex Route])
Date Regulatory
Purposes
click or scan | ; Non
o - 18-64 . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
N - - . . .
S 723 EU-EC- Hea]thqare EEA Vears Female [Abortion spontaneous (n/a - Recovered/Resolved With Sequelae - Congenital Anomaly) immunisation - n/a - [1/a - 300uL - Intramuscular])
) Professional
< 10009821691
ch
o lick or scan |-
& clck orsean _[Non 18-64 COMIRNATY [TOZINAMERAN] (S- COVID-19
0| 724 EU-EC- Healthcare EEA Vears Female [Abortion spontaneous (n/a - Unknown - Congenital Anomaly) immunisation - Not applicable - [n/a - .3mL -
3 10009821231 Professional Intramuscular])
1("_‘)
Q .
R click or scan |- Non
= 2021-08- 18-64 . . . . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
: - - . S .
8725 BU-EC- , Hea]thc_are Non EEA Vears Female [Abortion spontaneous (n/a - Recovered/Resolved With Sequelae - Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
Professional
10009820416
% click or scan | =gt Y Non
= w3% 12021-08- 18-64 . . ] . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
S X Abortion spontaneous - Sequelae - . o .
;ﬂ 726 EU-EC- b Healthgare Non EEA Vears Female [Abortion spontaneous (n/a - Recovered/Resolved With lae - Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - /al)
m 1 Professional
5 0009818375
>
]
@ click or scan | pa . Non
5 727 2021-08- Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Vaginal haemorrhage (n/a - COMIRNATY [TOZINAMERAN] (S- COVID-19
3 EU-EC- 27 . Years Recovered/Resolved - Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
o Professional
& 10009817536,
o
o click or scan | y Non
[} ek (2021-08- 18-64 . . . e COMIRNATY [TOZINAMERAN] (S- COVID-19
2 an) - - . v
£|728 EU-EC- , Ap Eealthgare EEA Vears Female [Abortion spontaneous (n/a - Recovering/Resolving - Caused/Prolonged Hospitalisation) immunisation - n/a - [/ - 1 {DF} - Intramuscular])
rofessional
& 10009815934
=)
e}
%i lick or scan | g & hoo1.08./Non 1864 COMIRNATY [TOZINAMERAN] (S- COVID-19
T 729 EU-EC- 57 Healthcare EEA Vears Female [Abortion spontaneous (1d- Recovered/Resolved With Sequelae - Other Medically Important Condition) immunisation - Not applicable - [1d - .3mL -
g 10009815858 Professional Intramuscular])
8
ko) click or scan
E 2021-08- Non 18-64 . ) . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
3 730 | BU-EC- 57 Healthc_are Non EEA Vears Female |Abortion spontaneous (1mo - Recovered/Resolved - Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
a Professional
2 10009810883
=
_'Q>'
3 click or scan | g 1 COVID-19 VACCINE ASTRAZENECA (CHADOX1
g 731 aap [2021-08- |Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Caused/Prolonged Hospitalisation), Asthma (n/a - Recovering/Resolving - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
(s} EU-EC- : s |27 Professional Years Caused/Prolonged Hospitalisation), Maternal exposure during pregnancy (n/a - Unknown - Caused/Prolonged Hospitalisation)  |(CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10009809787 n/a - Intramuscular])
click or scan | =£4 iz Non
732 - 2021-08- Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Chills (n/a - Unknown - ), Hyperhidrosis | TOZINAMERAN [TOZINAMERAN] (S - COVID-19
EU-EC- x (27 : Years (n/a - Unknown - ), Pyrexia (1d - Recovered/Resolved - ) immunisation - Not applicable - [1d - n/a - n/a])
Professional
10009809268
click or scan | Non
2oxe (2021-08- 18-64 . o COMIRNATY [TOZINAMERAN] (S- COVID-19
- - . S
733 EU-EC- ! 27 Healthgare EEA Years Female [Abortion spontaneous (3d- Recovered/Resolved - Caused/Prolonged Hospitalisation) immunisation - n/a - [/a - 1{DF} - Intramuscular])
10009808441 ' Professional



https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009821691&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009821231&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009820416&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009818375&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009817536&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009815934&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009815858&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009810883&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009809787&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009809268&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009808441&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber D:::lp Qualification ]:: | Group ex Route])
gulatory
Purposes
o
IN
o
«
-
—
cia.
@ click or scan | = Abortion spontaneous (n/a - Recovered/Resolved - Caused/Prolonged Hospitalisation, Other Medically Important Condition),
g 734 - le]lg:l theare EEA 18-64 Female Injection site cellulitis (1wk - Recovered/Resolved - Other Medically Important Condition), Maternal exposure before (VCAH)fg(\)/)lelAI\l[é(O)\\/il 1]39-)59(8\/_ A%%?gﬂiiﬁgﬁgﬁ
— EU-EC-  |: Professional Years pregnancy (n/a - Recovered/Resolved - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Pyrexia (n/a -|* Not applicable - [1va - n/a - n/a])
3 10009806675 Recovered/Resolved - ) PP
[2]
5 4
§ dlick or scan |; 5 2021-08-[Non 18-64 Abortion spontaneous (1/a - Recovering/Resolving - Caused/Prolonged Hospitalisation), Foetal exposure during pregnancy | s eRAN [TOZINAMERAN] (S- COVID-19
®|735 | Healthcare ~ [Non EEA Female |(n/a - Unknown - Caused/Prolonged Hospitalisation), Foetal movement disorder (n/a - Unknown - Caused/Prolonged . e .
: EU-EC- | x (26 : Years T o immunisation - Not applicable - [1d - n/a - n/a])
% 10009803251/ ¢ Professional Hospitalisation), Haemorrhage (n/a - Unknown - Caused/Prolonged Hospitalisation)
% click or scan |; Non COVID-19 MRNA VACCINE MODERNA (CX-
S| 736 L 2021-08- Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Maternal |024414) [COVID-19 MRNA VACCINE MODERNA
S EU-EC- 3 126 Professional Years exposure during pregnancy (n/a - Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation - Not
%’ 10009799358 applicable - [n/a - 1{DF} - Unknown])
>
m
@ click or scan COVID-19 VACCINE ASTRAZENECA (CHADOX1
5737 Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovering/Resolving - Congenital Anomaly), Maternal exposure during pregnancy (n/a - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
3 EU-EG |3 Professional Years Unknown - Congenital Anomaly), Palpitations (n/a - Unknown - Congenital Anomaly) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
% 10009796609 n/a - Intramuscular])
o
g lick or sean 5 2 Non Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition), Inappropriate schedule of COVID-19 MRNA VACCINE MODERNA (CX-
021-08- 18-64 = > . - 024414) [COMD-19 MRNA VACCINE MODERNA
=1738 Healthcare Non EEA Female |product administration (1d - Recovered/Resolved - ), Maternal exposure during pregnancy (n/a - Unknown - Other Medically . g
£ EU-EC- ; x (26 Professional Years Tmportant Condition) (CX-024414)] (S- COVID-19 immunisation -
E 10009796154 mp Unknown - [n/a - 1{DF} - Unknown])
g
%_;) click or scan |: Non
> 739 e (2021-08- Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Anembryonic gestation (8d - TOZINAMERAN [TOZINAMERAN] (S- COVID-19
g EU-EC- i (26 . Years Recovered/Resolved - ), Maternal exposure during pregnancy (n/a - Unknown - ), Vaginal haemorrhage (n/a - Unknown - ) immunisation - Not applicable - [1d - n/a - n/a])
% 1000 H Professional
9795782
g
> click or scan | ; )
£ 2021-08- |Healtheare 18-64 , . " COMIRNATY [TOZINAMERAN] (8- COVID-19
< [ 740 : Non EEA Female [Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition) immunisation - Not applicable - [1d - n/a -
X EU-EC- 126 Professional Years Int ular])
& 10009795757 Tamuscuiar
=
2 click or scan | = o Non
B 741 2021-08- Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Heavy menstrual TOZINAMERAN [TOZINAMERAN] (S- COVID-19
g EU-EC- i (26 . Years bleeding (n/a - Not Recovered/Not Resolved - ), Menstruation delayed (n/a - Not Recovered/Not Resolved - immunisation - Not applicable - [n/a - n/a - n/a
ot Professional
O 10009795748
Abdominal pain (n/a - Recovered/Resolved - Caused/Prolonged Hospitalisation, Congenital Anomaly, Other Medically
Important Condition), Abortion spontaneous (n/a - Recovered/Resolved With Sequelae - Caused/Prolonged Hospitalisation,
click or scan Congenital Anomaly, Other Medically Important Condition), Haemorrhage (n/a - Recovered/Resolved - Caused/Prolonged
el F Non Hospitalisation, Congenital Anomaly, Other Medically Important Condition), Hypoaesthesia (1d - Recovered/Resolved - MERAN ME
742 EU-EC- "|Healthcare Non EEA Sl{iﬁ: Female |Caused/Prolonged Hospitalisation, Congenital Anomaly, Other Medically Important Condition), Inappropriate schedule of msation . NoEgozlchable 0 d-]ngg: S/Z]\)/[D_lg
10009793174 Professional product administration (n/a - Unknown - Caused/Prolonged Hospitalisation, Congenital Anomaly, Other Medically Important PP
Condition), Maternal exposure during pregnancy (n/a - Unknown - Caused/Prolonged Hospitalisation, Congenital Anomaly,
Other Medically Important Condition), Pregnancy (n/a - Recovered/Resolved - Caused/Prolonged Hospitalisation, Congenital
Anomaly, Other Medically Important Condition)

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009806675&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009803251&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009799358&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009796609&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009796154&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009795782&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009795757&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009795748&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009793174&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp! Qualification or Group ex Route])
Date Regulatory
Purposes
lick or scan ) Abortion spontaneous (0d - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation, Congenital Anomaly, Other COVID-19 A VAT RN MO:D:nERNIE A (CX-
S| 743 2021-08-| Healtheare g gy (1864 g e Medically Tmportant Condition), Malaise (n/a - Unknown - ), Maternal exposure during pregnancy (n/a - Recovered/Resolved - 024414) [COVID-19 A VACCINE MODERNA
S EU-EC- el ke 25 Professional Years ’ ? (CX-024414)] (S- COVID-19 immunisation - Not
< 10009792838/ =22 ) applicable - [n/a - 1{DF} - Intramuscular])
9 .
; click or scan | =z SPIKEVAX [COVID-19 MRNA VACCINE
g 744 Healthcare EEA 18-64 Female Abortion spontaneous (0d - Not Recovered/Not Resolved - Other Medically Important Condition), Maternal exposure during MODERNA (CX-024414)] (S- COVID-19
— EU-EC- Professional Years pregnancy (6d - Recovered/Resolved - Other Medically Important Condition) immunisation - Unknown - [n/a - 1{DF} -
3 10009791497 Intramuscular])
[2]
£
?& click or scan C COVID-19 MRNA VACCINE MODERNA (CX-
-‘é 745 2021-08- Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved - Congenital Anomaly, Other Medically Important Condition), Maternal ~ |024414) [COVID-19 MRNA VACCINE MODERNA
: EU-EC- 5 25 Professional Years exposure during pregnancy (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation -
g 10009785686 Unknown - [n/a - 1{DF} - Intramuscular])
3 ;
S click or scan | Z¢° 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
k=l 746 2021-08- E(e)zllllthcare Non EEA 1864 |Female [Abortion spontaneous (n/a - Unknown - Life Threatening), Exposure during pregnancy (n/a - Unknown - ), Incorrect route (CHADOX1 NCOV-19)] (S - COVID-19 immunisation
p EU-EC- 25 : Years of product administration (n/a - Unknown - ), Off label use (n/a - Unknown - ) - Dose not changed - [85d - n/a - Intravenous (not
5 10009785599 Professional otherwise specified)])
o
)
5 click or scan | : s Non
loa} 747 ek 2021-08- Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Maternal exposure during TOZINAMERAN [TOZINAMERAN] (S - COVID-19
g EU-EC- R (25 . Years pregnancy (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
o} ¥ Professional
[a} 10009783847
o :
o click or scan C Non
£ 748 2021-08- Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovering/Resolving - Congenital Anomaly), Maternal exposure during pregnancy (n/a - TOZINAMERAN [TOZINAMERAN] (S- COVID-19
5 EU-EC- . 25 Professional Years Unknown - ), Pregnancy (n/a - Recovered/Resolved - Congenital Anomaly) immunisation - Not applicable - [1d - n/a - n/a])
S| |10009783267 rolession
e}
%;;‘ click or scan ] Abortion spontaneous (14d - Recovered/Resolved With Sequelae - Other Medically Important Condition), Pregnancy of
ko) —— : Non unknown location (14d - Recovered/Resolved With Sequelae - Other Medically Important Condition), Vaccination site ME
Z| 749 EU-EC. %221_08_ Healthcare ~ |[EEA i{i ;16:: Female |erythema (8d - Recovered/Resolved - Other Medically Important Condition), Vaccination site pain (10d - Recovered/Resolved - _C;)/l:]_ll:l/\i?)TY [TOZIN 1(S-n/a-na-[n/a
g Professional Other Medically Important Condition), Vaccination site pruritus (9d - Recovered/Resolved - Other Medically Important
w 10009783199 Conditi
a ndition)
T
g click or scan : N , ” .
£ % 12021-08- H::l . Non EEA 18-64 Femal Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Menstruation delayed (n/a - Unknown - ), |TOZINAMERAN [TOZINAMERAN] (S- COVID-19
g|7s0 EU-EC- 25 theare on Years emale | Menstruation irregular (n/a - Unknown - ), Oligomenorrhoea (n/a - Unknown - ) immunisation - Not applicable - [n/a - n/a - n/a])
= Professional
= 10009782718
=y
% click or scan | ; Non
2021-08- Not . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
ot . - - . S .
5 751 BUEC T s Healthcare  [EEA Specified Female |Abortion spontaneous (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [1d - /a - n/a])
! Professional
10009781975
click or scan | o s Non
752 12021-08- Healthcare EEA 18-64 Female Abortion spontaneous (1d - Recovering/Resolving - Caused/Prolonged Hospitalisation, Other Medically Important COMIRNATY [TOZINAMERAN] (S - Immunisation -|
EU-EC- 25 : Years Condition), Amenorrhoea (n/a - Unknown - ) n/a - [n/a - n/a - Intramuscular])
10009781885 Professional

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009792838&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009791497&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009785686&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009785599&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009783847&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009783267&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009783199&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009782718&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009781975&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009781885&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp! Qualification or Group ex Route])
Date Regulatory
Purposes
dlick or scan Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Arthralgia (n/a - Unknown - Other
el F Non Medically Important Condition), Lung disorder (n/a - Unknown - Other Medically Important Condition), Maternal exposure ME
§ 753 pupc | M "|Healthcare  |EEA 5;?_2 Female |timing unspecified (n/a - Unknown - Other Medically Important Condition), Menstruation irregular (n/a - Unknown - Other FS/Z/I_I];/IZ%TY [TOZINAMERAN] (8- n/a - n/a - [n/a
“_7‘1 10009781766 Professional Medically Important Condition), Pain (n/a - Unknown - Other Medically Important Condition), Pain in extremity (n/a -
i Unknown - Other Medically Important Condition), Tremor (n/a - Unknown - Other Medically Important Condition)
« 5
‘; click or scan | == Non ) ) ) N )
g 754 | Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition), Exposure during pregnancy (n/a [COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
- EU-EC- |k Professional Years - Recovering/Resolving - Other Medically Important Condition) - n/a - Intramuscular])
3 10009781750
g
R click or scan | = .z Non Abdominal pain (n/a - Unknown - Other Medically Important Condition), Abortion spontaneous (n/a - Unknown - Other
-‘é 755 ; 2021-08- Healthcare Non EEA 18-64 Female Medically Important Condition), Heavy menstrual bleeding (n/a - Unknown - Other Medically Important Condition), TOZINAMERAN [TOZINAMERAN] (S- COVID-19
: EU-EC- 2 24 Professional Years Inappropriate schedule of product administration (n/a - Unknown - ), Vaginal haemorrhage (3d - Recovered/Resolved - Other  |immunisation - Not applicable - [1d - n/a - n/a])
g 10009779965/ § Medically Important Condition)
% click or scan |: T Abortion spontaneous (n/a - Recovered/Resolved With Sequelae - Congenital Anomaly), COVID-19 (n/a - COVID-19 VACCINE ASTRAZENECA (CHADOX1
S| 756 s (2021-08-|Healthcare Non EEA 18-64 Female Recovering/Resolving - Congenital Anomaly), Chills (n/a - Recovered/Resolved - Congenital Anomaly), Extrasystoles (n/a-  [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
S EU-EC- ; o (24 Professional Years Recovered/Resolved - Congenital Anomaly), Maternal exposure during pregnancy (n/a - Unknown - Congenital Anomaly), (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
%’ 10009778057 'Vaginal haemorrhage (n/a - Recovered/Resolved - Congenital Anomaly) n/a - Intramuscular])
o
@ click or scan |;
5 Healthcare 18-64 . . . " - COMIRNATY [TOZINAMERAN] (S- COVID-19
; - - . S
3 757 EU-EC- Professional EEA Vears Female [Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition) immunisation - n/a - [1d- 1{DF} - Intramuscular])
% 10009775102;
G -
& lick or scan | = 02108 | Health " COMIRNATY [TOZINAMERAN] (S- COVID-19
‘= | 758 s, THen|eatncare ppa - Female |Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition) immunisation - Not applicable - [1d - .3mL -
£ EU-EC- | & o 24 Professional Years Intramuscular])
& 10009775006
=)
e} a
%_; click or scan | == i Non
> = (2021-08- 18-64 . o COMIRNATY [TOZINAMERAN] (S- COVID-19
By Abortion spontaneous - - . Nl
T 759 EU-EC- 24 Ere(?g;;irga] EEA Vears Female [Abortion spontaneous (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation) immumisation - 0/a - [1d- n/a - Intramuscular])
§ 10009774973
B
% click or scan | : Non
£ g (2021-08- 18-64 . ] .. COMIRNATY [TOZINAMERAN] (S - Immunisation -
= it - R
£ 760 EU-EC- b 24 Ereafcthciarlfa] EEA Vears Female [Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition) na - [n/a - 2 {DF} - n/a])
&) 10009774752 OressIo
=
2 click or scan | = 5 Non
B 761 et (2021-08- Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a- |COMIRNATY [TOZINAMERAN] (S- COVID-19
g EU-EC- | & o (24 Professional Years Unknown - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
¢} 10009772062| 7
click or scan |: Non
762 2021-08- Healthcare EEA 18-64 Female Abortion spontaneous (7d - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a- |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- x (24 Professional Years Unknown - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
10009772024 olessiond
click or scan | = : Non
2021-08- 18-64 . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
- - . S .
763 EU-EC- ] ;124 Eﬁ;};zrgal EEA Vears Female [Abortion spontaneous (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [1d- n/a - n/a])
10009770539

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009781766&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009781750&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009779965&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009778057&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009775102&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009775006&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009774973&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009774752&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009772062&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009772024&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009770539&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form l(gate.wa:y Source :;ountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ecelp! Qualification or Group ex Route])
Date Regulatory
Purposes
click or scan | ELFIE: COVID-19 MRNA VACCINE MODERNA (CX-
b 764 2021-08- |Healthcare Non EEA 18-64 Female Abortion spontaneous (1d- Recovered/Resolved - Other Medically Important Condition), Exposure during pregnancy (1d- |024414) [COVID-19 MRNA VACCINE MODERNA
S EU-EC- 23 Professional Years Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation - Not
:' 10009766470 applicable - [n/a - 1{DF} - Intramuscular])
ch
i .
@ click or scan | ;
© 2021-08- Healthcare 18-64 . . .. COMIRNATY [TOZINAMERAN] (S - COVID-19
0765 EU-EC- 3 Professional EEA Vears Female [Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition) immunisation - n/a - [n/a - n/a - Intramuscular])
3 10009761289
£
8 Jick -
g | dickorsen : 1502108 I Heattheare 1864 COMIRNATY [TOZINAMERAN] (S - COVID-19
: . ) . . . . i . Ty N
B | 766 EU-EC- 53 Professional EEA Vears Female [Abortion spontaneous (15d- Recovered/Resolved - Other Medically Important Condition) mlsati‘?;])mugwthdravm [1d- 1{DF}
g 10009761159 s
:
S click or scan SPIKEVAX [COVID-19 MRNA VACCINE
> g2+ 2021-08-|Healthcare 18-64 L MODERNA (CX-024414)] (S - COVID-19
g 767 EU-EC. 03 Professional EEA Vears Female | Aportion spontaneous (n/a - Recovered/Resolved - Caused/Prolonged Hospitalisation) immunisation - Not applicable - [1d - 1{DF} -
0 10009761106 Intramuscular])
u
5
3 A
% click or scan |: Non
a 2 12021-08- 18-64 Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition), Inappropriate schedule of TOZINAMERAN [TOZINAMERAN] (S- COVID-19
=768 Healthcare Non EEA Female ey . . L .
EU-EC- ; x 23 . Years product administration (n/a - Unknown - ) immunisation - Not applicable - [1d - n/a - n/a])
ol Professional
e 10009761025
= -
g dlick or scan | =28 5 Non Abortion spontaneous (n/a - Recovered/Resolved With Sequelae - Other Medically Important Condition), Maternal exposure COVID-19 A VA MODERNA (CX-
D et (2021-08- 18-64 - . . . 024414) [COVID-19 MRNA VACCINE MODERNA
©769 0 ) Healthcare Non EEA Female |during pregnancy (n/a - Unknown - Other Medically Important Condition), Menstruation delayed (n/a - Not Recovered/Not . .
%_; EU-EC g |23 Professional Years Resolved - Other Medically Important Condition), Muscle spasms (n/a - Unknown - Other Medically Important Condition) (CX-024414)] (S - COVID-19 immunisation -
8 10009760281/ 3 ¥ mp d s Y Hmp Unknown - [n/a - 1 {DF} - Unknown])
g
g click or scan | =¥ Non
=770 | Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition), Hypogeusia (n/a - COMIRNATY [TOZINAMERAN] (S- COVID-19
a EU-EC- ; : Years Recovering/Resolving - ), Hyposmia (n/a - Recovering/Resolving - ), Menstrual disorder (n/a - Recovering/Resolving - ) immunisation - Not applicable - [n/a - n/a - n/a])
2| 10009757467 Professional
£
i la -
8 click or scan | =g MRN
E 2021-08- Non 18-64 Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Exposure during SPIKEVAX [COVID-19 A VACCINE
| 771 ) Healthcare EEA Female . . MODERNA (CX-024414)] (S-n/a-n/a-[1d-n/a-
Y EU-EC- x (23 . Years pregnancy (n/a - Not Recovered/Not Resolved - Other Medically Important Condition)
a 1 Professional n/a])
3 0009755863
B
O
click or scan . Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-08- | Healthcare 18-64  [Not ) . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
72| EU.EC % (51 Professioral Non EEA Years | Specified Abortion spontaneous (n/a - Not Recovered/Not Resolved - Congenital Anomaly) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10009753463 n/a - n/aJ)

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009766470&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009761289&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009761159&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009761106&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009761025&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009760281&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009757467&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009755863&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009753463&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber D:::lp Qualification l;)ergulatory Group ex Route])
Purposes
click or scan | E13 COVID-19 VACCINE ASTRAZENECA (CHADOX1
b 773 2021-08- |Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Caused/Prolonged Hospitalisation), COVID-19 (9d - Recovered/Resolved With NCOV-19) [COVID-19 VACCINE ASTRAZENECA
S EU-EC- 21 Professional Years Sequelae - Caused/Prolonged Hospitalisation), Thrombosis (n/a - Unknown - Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
:' 10009753447 n/a - n/aJ)
ch
; click or scan | : Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
g 774 | Healthcare Non EEA 18-64 Female Abortion spontaneous (13d- Recovered/Resolved - Other Medically Important Condition), Maternal exposure during NCOV-19) [COVID-19 VACCINE ASTRAZENECA
- EU-EC- Professional Years pregnancy (n/a - Unknown - Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
§ 10009753307 n/a - n/a])
=
Q . [ [ Abortion spontaneous (8d - Recovered/Resolved - Other Medically Important Condition), Abortion spontaneous (n/a -
@ lick or scan ks Non Unknown - Other Medically Important Condition), Gestational diabetes (n/a - Unknown - Other Medically Important CQOVID-19 VACCINE ASTRAZENECA (CHADOX1
= 2021-08- 18-64 e > . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
®|775 BU-EC- 22 WP Healthcare Non EEA Vears Female |Condition), Haemorrhage (n/a - Unknown - Other Medically Important Condition), Maternal exposure during breast feeding (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
Professional n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a - Unknown - Other
10009753276 n/a - n/aJ)
Medically Important Condition)
g click or scan | : Abortion spontaneous (n/a - Not Recovered/Not Resolved - Congenital Anomaly, Other Medically Important Condition), |COVID-19 VACCINE ASTRAZENECA (CHADOX1
8 Non
S| 776 | Healtheare Non EEA 18-64 Female Anembryonic gestation (n/a - Not Recovered/Not Resolved - Congenital Anomaly, Other Medically Important Condition), NCOV-19) [COVID-19 VACCINE ASTRAZENECA
S EU-EC- Professional Years Maternal exposure during breast feeding (n/a - Unknown - Congenital Anomaly, Other Medically Important Condition), (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
%’ 10009753134 Maternal exposure during pregnancy (n/a - Unknown - Congenital Anomaly, Other Medically Important Condition) n/a - n/al)
>
] n
) dlick or scan | =ct = 502108 Nom 1864 COMIRNATY [TOZINAMERAN] (S- COVID-19
al777 Healthcare ~ |[EEA Female [Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition immunisation - Not applicable - [n/a - .3mL -
3 EU-EC- 21 Years
© 10009751571 Professional Intramuscular])
o}
G -
g| |deenen i 2 502108 Healtheare 18-64 COMIRNATY [TOZINAMERAN] (S - COVID-19
T : . ) . ) ) . . i . i N
% 778 EU-EC- 120 Professional EEA Vears Female [Abortion spontaneous (n/a - Recovered/Resolved With Sequelae - Other Medically Important Condition) m:}s;tg);])Not applicable - [1d - 1{DF}
10009748031
g
% click or scan | COVID-19 MRNA VACCINE MODERNA (CX-
> 2021-08- |Healthcare 18-64 . . . 024414) [COVID-19 MRNA VACCINE MODERNA
T 779 EU-EC- 0 Professional EEA Vears Female [Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - n/a -
g 10009748026 i [n/a - 1{DF} - Intramuscular])
s
% click or scan Non
£ ; -08- - . .. -
< | 780 2021-08 Healthcare Non EEA 18-64 Female [Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition) TOZINAMERAN [TOZI.NAMERAN] (S- COVID-19
_ﬁ_ EU-EC- 20 Professional Years immunisation - Not applicable - [1d - n/a - n/a])
j=3 10009744858
=
ey click or scan
B ¥t [2021-08-|Healthcare 18-64 . . . Lo TOZINAMERAN [TOZINAMERAN] (S- COVID-19
e 781 EU-EC- 1 50 Professional Non EEA Vears Female [Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Menstruation irregular (n/a - Unknown - ) immunisation - Not applicable - [1d - n/a - n/a])
¢} 10009741724/ ¢
click or scan B N
¥ 2021-08-| o0 18-64 Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition), Inappropriate schedule of TOZINAMERAN [TOZINAMERAN] (S- COVID-19
782 10(5)[;'712?640 “ {20 Efjg;;f;?a] Non EEA Years Female product administration (n/a - Unknown - ) immunisation - Not applicable - [1d - n/a - n/a])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009753447&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009753307&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009753276&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009753134&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009751571&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009748031&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009748026&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009744858&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009741724&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009741040&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp! Qualification or Group ex Route])
Date Regulatory
Purposes
click or scan | 50 Non
b 783 2021-08- Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Off label use (n/a - Unknown - ), |TOZINAMERAN [TOZINAMERAN] (S- COVID-19
S EU-EC- : 120 Professional Years Product use issue (n/a - Unknown - ) immunisation - Not applicable - [n/a - n/a - n/a])
< 10009740697
A
@ click or scan Non Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Fatigue (n/a - Recovering/Resolving - Other
g 784 | Healthcare Non EEA 18-64 Female Medically Important Condition), Headache (n/a - Recovering/Resolving - Other Medically Important Condition), Pain in TOZINAMERAN [TOZINAMERAN] (S- COVID-19
- EU-EC- Professional Years extremity (n/a - Recovering/Resolving - Other Medically Important Condition), Vomiting (n/a - Recovering/Resolving - Other |immunisation - Not applicable - [1d - n/a - n/a])
3 10009740663 Medically Important Condition)
[2]
5 4
R click or scan | = ;
= 1 (2021-08- |Healthcare 18-64 . ) . COMIRNATY [TOZINAMERAN] (S - Immunisation -
: Abortion spontaneous (n/a - -
®|785 BU-EC- 19 Professional EEA Vears Female [Abortion spontaneous (n/a - Unknown - Other Medically Important Condition) n/a - [n/a - n/a - n/a])
g 10009739292
8 [, AT
= click or scan | == s Non
S| 786 2021-08- Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Maternal exposure COMIRNATY [TOZINAMERAN] (S - COVID-19
S EU-EC- ; i (19 Professional Years during pregnancy (n/a - Recovered/Resolved - Other Medically Important Condition) immunisation - Dose not changed - [n/a - 1{DF} - n/a])
g 10009738609
>
L : d Abortion spontaneous - - s
© click or scan || J Abortion spontaneous '(n/a. Recovenng/Resolwng Other Medlcally Import?.nt Condition) Clrcun?s.tance or mformatpn COVID-19 VACCINE ASTRAZENECA (CHADOXI
o _— L 5 001-08- Non 18-64 capable of leading to medication error (n/a - Recovering/Resolving - Other Medically Important Condition), Exposure during NCOV-19) [COVID-19 VACCINE ASTRAZENECA
5’3 787 EU-EC. 40, 19 Healthcare Non EEA v Female [pregnancy (n/a - Recovering/Resolving - Other Medically Important Condition), Incorrect product dosage form administered CHADOXI NCOV-19)] (S - 1 ithd:
g Professional cars (n/a - Unknown - Other Medically Important Condition), Intercepted medication error (n/a - Unknown - Other Medicall ( ~19)] (S- n/a - Drug withdrawn -
g 10009738258 ro i ¥ b : pt ! - Y [/a - 1{DF} - Intramuscular])
g Important Condition), Menstrual disorder (n/a - Recovering/Resolving - Other Medically Important Condition)
& dlick or sean % 02108 /Non 1864 COMIRNATY [TOZINAMERAN] (S - COVID-19
‘£(788 EU-EC- 1 19 Healthcare EEA Vears Female [Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition) immunisation - Not applicable - [1d - 1{DF} -
5 10009734853 4 Professional Intramuscular])
=)
e} a
%_;) click or scan | = Non
> 759 2021-08- Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved With Sequelae - Caused/Prolonged Hospitalisation), Formication (n/a - COMIRNATY [TOZINAMERAN] (S - COVID-19
g EU-EC- x |19 Professional Years Recovering/Resolving - ) immunisation - n/a - [1d - .3mL - Intramuscular])
% 10009734619
8
2 dlick or seam - Healtheare 1864 COMIRNATY [TOZINAMERAN] (S - COVID-19
<[ 790 EU-EC- Professional EEA Vears Female |Abortion spontaneous (n/a - Recovered/Resolved - Caused/Prolonged Hospitalisation) immunisation - Not applicable - [n/a - 1{DF} -
8| |10009734573 Intramuscular])
£
% lick or sean 53 1 021.08. | Healthcare 1864 COMIRNATY [TOZINAMERAN] (S - COVID-19
e 791 EU-EC- Bk o Professional EEA Vears Female [Abortion spontaneous (1d- Recovered/Resolved With Sequelae - Caused/Prolonged Hospitalisation) immunisation - Not applicable - [n/a - 1{DF} -
S| 10009734572 ; Intramuscular])
click or scan 1 Non
792 2021-08-|yolthcare  |EEA 18-64 g male |Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition) COMIRNATY [TOZINAMERAN] (8 - Immunisation -
EU-EG | = 19 Professional Years n/a - [n/a - n/a - Intramuscular])
10009733585 olessiona
click or scan | =2
703 Healthcare Non EEA 18-64 Female Abdominal pain (n/a - Unknown - Other Medically Important Condition), Abortion spontaneous (n/a - Unknown - Other ~ |[COMIRNATY [TOZINAMERAN] (S- COVID-19
o (%;'7132'4 3 Professional Years Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009740697&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009740663&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009739292&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009738609&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009738258&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009734853&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009734619&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009734573&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009734572&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009733585&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009733431&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVIIJ“Rc;l ICSR Form g:z:iv::y Source Sozuntry Age g:;lent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Date Qualification Regulatory Group Route])
Purposes
o
IN
o
«
-
—
ch
—
s click or scan | = % Non Abortion spontaneous (n/a - Recovering/Resolving - Life Threatening), Ectopic pregnancy (n/a - Recovering/Resolving -
8 794 2 12021-08- Healthcare EEA 18-64 Female Life Threatening), Fallopian tube disorder (n/a - Recovering/Resolving - Life Threatening), Haemoperitoneum (n/a - COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
3 EU-EC- 19 Professional Years Recovering/Resolving - Life Threatening), Maternal exposure timing unspecified (n/a - Recovering/Resolving - Life - n/a - n/aJ)
2 10009731097 Threatening), Salpingectomy (n/a - Recovering/Resolving - Life Threatening)
S
§ Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Burning sensation (n/a -
g dlick or scan || Not Recovered/Not Resolved - Other Medically Important Condition), Maternal exposure before pregnancy (n/a - Not
3 _— Non Recovered/Not Resolved - Other Medically Important Condition), Menstruation delayed (n/a - Not Recovered/Not Resolved -
795 i theare - ‘emale er Medical ortant Condition), Oedema peri a - Not Recovered/Not ved - Other Medical ortant Ten e liEn
% 95| s Health EEA ;ia?j Female |Other Medically Important Condition), Ocdema peripheral (n/a - N ed/Not Resolved - Other Medically Tmp S?}’?V%ATY [TOZINAMERAN] (8- n/a - n/a - [1d
Q 10009731079 Professional Condition), Pain in extremity (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Paraesthesia (n/a -
S Not Recovered/Not Resolved - Other Medically Important Condition), Pelvic pain (n/a - Not Recovered/Not Resolved - Other
S Medically Important Condition)
<
© i .
§ clidcorsean [Non 18-64 TOZINAMERAN [TOZINAMERAN] (S- COVID-19
| 796 Healthcare Non EEA Female [Abortion spontaneous (n/a - Not Recovered/Not Resolved - Congenital Anomaly) . o .
@ EU-EC- Professional Years immunisation - Not applicable - [1d - n/a - n/a])
e 10009730534
5
3 ‘ 2
% click or scan | = Non
Q|97 | Healthcare Non EEA 18-64 Female Abortion spontaneous (25d - Recovered/Resolved - Congenital Anomaly, Other Medically Important Condition), TOZINAMERAN [TOZINAMERAN] (S - COVID-19
= EU-EC- ; . Years Haemorrhage (n/a - Unknown - Congenital Anomaly, Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a)])
g 10009730521/ 2 Professional
=
% click or scan |z i Non
=3 2021-08- 18-64 Abortion spontaneous (n/a - Recovering/Resolving - Caused/Prolonged Hospitalisation), Maternal exposure timing COMIRNATY [TOZINAMERAN] (S- n/a-n/a-[1d-
o798 s Healthcare EEA Female - . . Lo
EU-EC- o (19 . Years unspecified (n/a - Recovering/Resolving - Caused/Prolonged Hospitalisation) n/a - n/aJ)
10009729803 : Professional
>
©
% Abortion spontaneous (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Antinuclear antibody (n/a -
2 click or scan n Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), CSF protein increased (n/a - Not Recovered/Not Resolved -
% 299 L [2021-08- (Healthcare EFA 18-64 Female Caused/Prolonged Hospitalisation), CSF white blood cell count increased (n/a - Not Recovered/Not Resolved - Caused/Prolonged | cOMIRNATY [TOZINAMERAN] (S- n/a - n/a - [1d -
2 EU-EC- * 19 Professional Years Hospitalisation), Dizziness (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Exposure during pregnancy |/, - Intramuscular])
= 10009729326 (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Headache (n/a - Not Recovered/Not Resolved -
G Caused/Prolonged Hospitalisation), Malaise (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation),
%‘ Noninfectious myelitis (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation)
_é‘ click or scan | = ; i Non
B 800 2021-08- Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved - Caused/Prolonged Hospitalisation), Exposure during pregnancy (n/a - COMIRNATY [TOZINAMERAN] (S- n/a-n/a-[1d-
5 EU-EC- 19 : Years Recovered/Resolved - Caused/Prolonged Hospitalisation) n/a - n/aJ)
S| [10000729285 Professional
click or scan | =z Non
801 “Healthcare  [Non EEA  [\80%  |Female |Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition) TOZINAMERAN [TOZINAMERAN] (S - COVID-19
EU-EC- ; Professional Years immunisation - Not applicable - [n/a - n/a - n/a])
10009729154
click or scan | ot Abdominal pain lower (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Abortion spontaneous
802 Healthcare EEA 18-64 Female (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Exposure during pregnancy (n/a - Not COMIRNATY [TOZINAMERAN] (S- n/a-n/a- [1d-
EU-EC- Professional Years Recovered/Not Resolved - Other Medically Important Condition), Vaginal haemorrhage (n/a - Not Recovered/Not Resolved - [n/a - Intramuscular])
10009728934 Other Medically Important Condition)

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009731097&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009731079&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009730534&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009730521&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009729803&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009729326&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009729285&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009729154&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009728934&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form l(gate.wa:y Source :;ountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ecelp Qualification or Group ex Route])
Date Regulatory
Purposes
click or scan ; N
N 803 2021-08- HZ:]thoare Non EEA 18-64 Female Abortion spontaneous (n/a- Recoveﬁng/Rgsplving- Other Medically Important Condition), Anembryonic gestation (n/a-  |TOZINAMERAN [TOZINAMERAN] (S- COVID-19
] EU-EC- ; 19 Professional Years Unknown - Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
:' 10009728157
ch
i .
@ click or scan |« 1 Non
g 804 a [2021-08- Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Exposure during pregnancy (n/a- [COMIRNATY [TOZINAMERAN] (S - COVID-19
— EU-EC- ; 18 . Years Recovered/Resolved - Other Medically Important Condition) immunisation - Dose not changed - [1d - n/a - n/a])
3 10009726034 ' Professional
£
R click or scan | = Non Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Haemorrhage (n/a - Recovered/Resolved -
-‘é 805 | Healthcare Non EEA 18-64 Female Other Medically Important Condition), Human chorionic gonadotropin decreased (n/a - Recovered/Resolved - ), Maternal TOZINAMERAN [TOZINAMERAN] (S- COVID-19
: EU-EC- |E Professional Years exposure during pregnancy (n/a - Unknown - Other Medically Important Condition), Muscle spasms (n/a - Unknown - ), immunisation - Not applicable - [1d - n/a - n/a])
g 10009725494 'Vaginal haemorrhage (n/a - Unknown - )
% click or scan |z T Non
S| 806 2021-08- Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Gastroenteritis (n/a - Unknown - Other TOZINAMERAN [TOZINAMERAN] (S- COVID-19
S EU-EC- 18 Professional Years Medically Important Condition), Maternal exposure during pregnancy (n/a - Unknown - Other Medically Important Condition) |[immunisation - Not applicable - [1d - n/a - n/a])
g 10009724808
>
m
@
e
§ click or scan
< t15021-08- Non 18-64 COMIRNATY [TOZINAMERAN] (S- COVID-19
g 807 | EU-EC- - 18 Healthcare EEA Vears Female [Abortion spontaneous (1d- Recovered/Resolved - Other Medically Important Condition) immunisation - Not applicable - [1d - 1{DF} -
g 10009722953 Professional Intramuscular])
5
;
S click or scan | =; Non
%_; - 18-64 Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a- |COMIRNATY [TOZINAMERAN] (S- COVID-19
808 Healthcare EEA Female ) P .
% EU-EC- Professional Years Unknown - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
% 10009720413
B i ! L
a dlick or sean | 5001.08. Non 1864 SPIKEVAX [COVID-19 MRNA VACCINE
E 809 EU-EC 18 Healthcare EEA Vears Female [Abortion spontaneous (n/a - Unknown - Other Medically Important Condition) MODERNA (CX-024414)] (S - Immunisation - n/a -
= g Professional [n/a - n/a - Intramuscular])
E 10009719975
? click or scan | = il Non Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Endometriosis (n/a - Not
) 810 ; e | 2021-08- Healthcare EEA 18-64 Female Recovered/Not Resolved - Other Medically Important Condition), Exposure during pregnancy (n/a - Not Recovered/Not COMIRNATY [TOZINAMERAN] (S- n/a-n/a- [1d-
B EU-EC- e (18 P : Years Resolved - Other Medically Important Condition), Nausea (n/a - Not Recovered/Not Resolved - Other Medically Important n/a - Intramuscular])
; rofessional .\
B 10009719041 Condition)
O
click or scan | ; Non
2021-08- 18-64 Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition), Exposure during pregnancy (n/a |COMIRNATY [TOZINAMERAN] (S- n/a-n/a - [1d-
811 Healthcare EEA Female - - . ..
EU-EC- 3118 Professional Years - Recovering/Resolving - Other Medically Important Condition) n/a - n/al)
10009718922/ =& i
click or scan |: Non
812 | Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Exposure during pregnancy (n/a - |COMIRNATY [TOZINAMERAN] (S- n/a-n/a - [1d-
EU-EC- Professional Years Recovered/Resolved - Other Medically Important Condition) n/a - Intramuscular])
10009718517 rolessiona

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009728157&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009726034&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009725494&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009724808&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009722953&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009720413&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009719975&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009719041&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009718922&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009718517&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp! Qualification or Group ex Route])
Date Regulatory
Purposes
click or scan | =z . . e
_ Non Abortion spontaneous (n/a - Recovering/Resolving - Caused/Prolonged Hospitalisation), Haemorrhage (n/a - Unknown - ME ME
§ 813 EU-EC- ] %221-08- Healthcare Non EEA 5;?_2 Female |Caused/Prolonged Hospitalisation), Maternal exposure during pregnancy (n/a - Unknown - Caused/Prolonged Hospitalisation), Irgfﬁsatiomo[tgozlriible _ mﬂg: S/;]\)’ID—D
“_7‘1 10009715735| } Professional Urinary tract infection (n/a - Recovering/Resolving - Caused/Prolonged Hospitalisation) PP
—
ch
i .
@ click or scan : Non
g 814 2021-08- Healthcare Non EEA Not Female Abortion spontaneous (11d- Recovered/Resolved - Other Medically Important Condition), Off label use (/a - Unknown - [ TOZINAMERAN [TOZINAMERAN] (S- COVID-19
- EU-EC- | 18 Professional Specified Other Medically Important Condition), Product use issue (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
3 10009715568
£ :
o8 click or scan | =z Non COVID-19 MRNA VACCINE MODERNA (CX-
-‘é 815 et 1 2021-08- Healthcare EEA 18-64 Female Abortion spontaneous (2d - Recovered/Resolved - Other Medically Important Condition), Intermenstrual bleeding (1d - 024414) [COVID-19 MRNA VACCINE MODERNA
: EU-EC- e |17 Professional Years Recovered/Resolved - Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Drug
g 10009713127 ; withdrawn - [1d - n/a - Intramuscular])
% click or scan |z i Y
= & (2021-08-|Healthcare 18-64 . . . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
k= A - - . o .
;ﬂ 816 EU-EC- 17 Professional Non EEA Vears Female [Abortion spontaneous (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
g 10009711949
o
(3 click or scan | ; Non Abortion spontaneous (6d - Unknown - Other Medically Important Condition), Arthralgia (6d - Unknown - Other Medically
5 817 2021-08- Healthcar EEA 18-64 Femal Important Condition), Chills (6d - Unknown - Other Medically Important Condition), Fatigue (6d - Unknown - Other COMIRNATY [TOZINAMERAN] (S- COVID-19
3 EU-EC- : 17 ca theare Years M2 | Medically Important Condition , Headache (6d - Unknown - Other Medically Important Condition), Nausea (6d - Unknown - |immunisation - Not applicable - [n/a - n/a - n/a
Professional Y mp Y mp PP
g 10009711697 Other Medically Important Condition), Oropharyngeal pain (6d - Unknown - Other Medically Important Condition)
8
g click or scan | == y Non ) ) ]
o 818 s (2021-08- Healthcare EEA 18-64 Female Abdominal pain (n/a - Recovered/Resolved - ), Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically |COMIRNATY [TOZINAMERAN] (S - COVID-19
£ EU-EC- > 17 Professional Years Important Condition), Headache (n/a - Not Recovered/Not Resolved - ) immunisation - n/a - [n/a - 1{DF} - Intramuscular])
& 10009710568
=)
% click or scan || COMIRNATY CONCENTRATE FOR DISPERSION
8 — 5021-08- Non 18-64 FOR INJECTION COVID-19 MRNA VACCINE
= | 819 Healthcare EEA Female [Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Oligomenorrhoea (n/a - Unknown - NUCLEOSIDE MODIFIED) [TOZINAME S-
EU-EC- 17 Years
g 1000 Professional COVID-19 immunisation - Not applicable - [n/a - n/a -
9708402
g n/a])
8 -
o : d
> click or scan | =z 5 Non
£ 820 2021-08- Health EEA 18-64 Femal Abdominal pain (0d - Recovered/Resolved - ), Abortion spontaneous (0d - Recovered/Resolved - Other Medically Important |COMIRNATY [TOZINAMERAN] (S- COVID-19
= EU-EC- | E x (17 care Years emae | Condition , Exposure during pregnancy (n/a - Unknown - immunisation - Not applicable - [n/a - 1{DF} - n/a;
g preghancy
B Professional
j=3 10009705336
=
= : ] MRN, CCINE
ko) click or scan | b Abortion spontaneous (n/a - Recovered/Resolved - Caused/Prolonged Hospitalisation, Other Medically Important Condition), COVID-19 A VA MODERNA (CX-
B 2021-08- | Healthcare 18-64 : - R . 024414) [COVID-19 MRNA VACCINE MODERNA
821 0 ) . Non EEA Female [Anembryonic gestation (n/a - Recovered/Resolved - Caused/Prolonged Hospitalisation), Maternal exposure during pregnancy . .
g EU-EC- e |17 Professional Years (n/a - Recoven solved - Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
S 10009702841/ 2 ; edRe ged Hosp applicable - [n/a - 1{DF} - Unknown])
click or scan Non
822 ol 2021-08-| eqithcare  [Non EEA  |18-64  |Female |Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Uterine haemorrhage (n/a - Not TOZINAMERAN [TOZINAMERAN] (S - COVID-19
EU-EC- B (16 Professional Years Recovered/Not Resolved - Other Medically Important Condition), Vaginal haemorrhage (n/a - Unknown - ) immunisation - Not applicable - [1d - n/a - n/a])
10009699411

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009715735&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009715568&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009713127&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009711949&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009711697&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009710568&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009708402&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009705336&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009702841&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009699411&_xpt=1&_xf=pdf
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10009688801 | =

Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
click or scan | AME]
e Non
§ 83| Lupe X : %221-08- Healthcare ~ [EEA l;;?_j Female |Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Tmportant Condition) mﬁgﬁgﬁ E;:?—ZEEa 1 {]E/;];! Erslt-racrgu\s,ia-alr]g)
N . Professional
< 10009698570
A
g dlick or sean | 0108/ Non Ld COMIRNATY [TOZINAMERAN] (S - COVID-19
0824 EU-EC- ol 16 Healthcare EEA Vears Female [Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition) immunisation - Not applicable - [n/a - 1{DF} -
3 10009698442 ! i : Professional Intramuscular])
£
§- click or scan |
-‘é 825 2021-08- Ilj::lthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovering/Resolving - Congenital Anomaly, Other Medically Important Condition), Maternal |TOZINAMERAN [TOZINAMERAN] (S- COVID-19
: EU-EC- : |16 . Years exposure during pregnancy (n/a - Recovering/Resolving - ) immunisation - Not applicable - [1d - n/a - n/a])
: Professional
10009696526
% click or scan |} Non
Eﬂ 826 B "|Healthcare Non EEA 18-64 Female [Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Pain in extremity (n/a - Unknown - ) COMIRNATY [TOZIN. . RAN] (8- COVID-19
S U-EC- ; . Years immunisation - Not applicable - [n/a - n/a - n/a])
] 1 u Professional
5 0009694054
>
m
4] click or scan |}
o —— Non
= - 18-64 . L TOZINAMERAN [TOZINAMERAN] (S - COVID-19
- - Caused/’P . i .
3 827 EU-EC- Eeallvthqare | Non EEA Vears Female [Abortion spontaneous (n/a - Not Recovered/Not Resolved - Ca rolonged Hospitalisation) immunisation - Not applicable - [ 1d- n/a - n/a])
s 10009693151 rotessiona
o}
o
o click or scan | ;
[} 2021-08- Non 18-64 Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a- |COMIRNATY [TOZINAMERAN] (S- COVID-19
=828 ; Healthcare EEA Female . o .
£ EU-EC- o 3 116 Professional Years Unknown - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
g 10009692524/ =¥ i
=)
§| |sikorsn
click or scan |}
> 829 2021-08- le]lz:lthcare EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Chills (2d - Recovered/Resolved - ), Malaise [COMIRNATY [TOZINAMERAN] (S - COVID-19
] EU-EC- 116 . Years (2d - Recovered/Resolved - ), Maternal exposure during pregnancy (n/a - Unknown - ), Nausea (2d - Recovered/Resolved - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
g 1000 Professional
9692511
s
% click or scan | Non
£ -08- - . .. AMERAN] (S- n/a - n/a -
< (830 EU-EC- I %221 08 Healthcare EEA %{ia?j Female [Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition) %ﬂﬁg&i&ﬂ?ﬁ;l\] (S-n/a-nja-[n/a
gl |10009691827 Professional
=
z click or scan | ez Non
Blan 2021-08-|yolthcare [NonEEA |13 |Female |Abortion spontaneous (n/a - Not Recovered/Not Resolved - Congenital Anomaly, Other Medically Important Condition) TOZINAMERAN [TOZINAMERAN] (S - COVID-19
g EU-EC- ; 16 . Years immunisation - Not applicable - [1d - n/a - n/a])
ot Professional
(@) 10009691044
click or scan | A Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-08-| 18-64 Abortion spontaneous (6d - Recovered/Resolved - Other Medically Important Condition), Maternal exposure durin, NCOV-19) [COVID-19 VACCINE ASTRAZENECA
832 Healthcare ~ [EEA Female [~ 0 00 SPORIALCOUS ¥ imp P £
EU-EC- |15 : Years pregnancy (n/a - Unknown - Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
Professional
10009690518 ¥ n/a - n/aJ)
click or scan |} Non Abortion spontaneous (14d - Recovered/Resolved - Disabling, Other Medically Important Condition), Heavy menstrual COVID-19 VACCINE ASTRAZENECA (CHADOX1
; 2021-08- 18-64 bleeding (n/a - Not Recovered/Not Resolved - Disabling, Other Medically Important Condition), Hyperhidrosis (n/a - Not NCOV-19) [COVID-19 VACCINE ASTRAZENECA
833 Healthcare Non EEA Female
EU-EC- 14 Professional Years Recovered/Not Resolved - Disabling, Other Medically Important Condition), Maternal exposure during pregnancy (n/a - (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -

Unknown - Disabling, Other Medically Important Condition)

n/a - n/a))

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009698570&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009698442&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009696526&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009694054&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009693151&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009692524&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009692511&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009691827&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009691044&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009690518&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009688801&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber D:::lp Qualification l;)ergulatory Group ex Route])
Purposes
Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Dysmenorrhoea (n/a - Not
o click or scan > Non Recovered/Not Resolved - Other Medically Important Condition), Headache (2d - Recovered/Resolved - Other Medically COVID-19 VACCINE ASTRAZENECA (CHADOX1
5] 834 st [2021-08- Healthcare Non EEA 18-64 Female Important Condition), Heavy menstrual bleeding (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
“_7" EU-EC- : 14 Professional Years Maternal exposure during pregnancy (n/a - Unknown - Other Medically Important Condition), Menstruation delayed (n/a - Not |(CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
i 10009688702 : Recovered/Not Resolved - Other Medically Important Condition), Menstruation irregular (n/a - Not Recovered/Not Resolved - |n/a - n/a])
3 Other Medically Important Condition)
[0} y
® i ! CCINE ASTRAZE CHADO:
a lick or scan (e 5021-08- Non 18-64 Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition), Maternal exposure during breast I(\IZOC\O/[\I/—)-I{)? E&WD—I;\?&CUNENESI‘AR(AZENECX;
g 835 EU-EC- ] 14 Healthcare Non EEA Vears Female |feeding (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a - Unknown - Other (CHADOXI1 NCOV-19)] (S- n/a - Unknown - [/a -
g Professional Medically Important Condition), Muscle spasms (n/a - Unknown - Other Medically Important Condition)
= 10009688556, n/a - n/aJ)
o
-"é click or scan | Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
: 2021-08- 18-64  |Not . ] . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: . - -
g 836 EUEC- |3 ], E:ﬁ‘te};:jzr;a] Non EEA Years  |Specified Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
3 10009688365 ] n/a - n/aJ)
S click or scan Abortion spontaneous (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation, Congenital Anomaly, Other
k=] el I Non Medically Important Condition), Haemorrhage (n/a - Recovered/Resolved - Caused/Prolonged Hospitalisation, Congenital ME ME
Z | 837 EU-EC- ] %(3)21—08— Healthcare Non EEA L.i;?j Female [Anomaly, Other Medically Important Condition), Inappropriate schedule of product administration (n/a - Unknown - %ﬂsationw&zozlgble - Wﬂg: Sz]\)/“}lg
'§ 10009683868 Professional Caused/Prolonged Hospitalisation, Congenital Anomaly), Maternal exposure during pregnancy (n/a - Unknown - PP
w Caused/Prolonged Hospitalisation, Congenital Anomaly)
@
% click or scan | COVID-19 MRNA VACCINE MODERNA (CX-
3 838 2021-08- Healthcare Non EEA 18-64 Female Abortion spontaneous (2d - Recovered/Resolved - Other Medically Important Condition), Heavy menstrual bleeding (5d-  |024414) [COVID-19 MRNA VACCINE MODERNA
% EU-EC- | gee 13 Professional Years Recovered/Resolved - ), Maternal exposure during pregnancy (1d - Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation -
a E own - [n/a - - Intramuscular
10009683643 Unkng n/a- 1{DF} - ul
g Abdominal pain lower (8d - Recovered/Resolved - Caused/Prolonged Hospitalisation, Other Medically Important Condition),
g Abortion spontaneous (n/a - Recovering/Resolving - Caused/Prolonged Hospitalisation, Other Medically Important
% dlick or scan Condition), Arthralgia (8d - Recovered/Resolved - Caused/Prolonged Hospitalisation, Other Medically Important Condition),
5 =R Non Hormone level abnormal (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition),
=) -08- -~ -
21839 EU-EC- %221 08 Healthcare Non EEA i(ia?’j Female |Inappropriate schedule of product administration (n/a - Unknown - ), Malaise (n/a - Recovering/Resolving - Caused/Prolonged %ﬁ%%o&ioﬁgiﬂti?ng- S/;]\)/[D-D
%_?) 10009682205 Professional Hospitalisation, Other Medically Important Condition), Pain (n/a - Recovering/Resolving - Caused/Prolonged Hospitalisation, 2
%‘ Other Medically Important Condition), Pain in extremity (8d - Recovered/Resolved - Caused/Prolonged Hospitalisation, Other
< Medically Important Condition), Pelvic pain (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important
% Condition), Pyrexia (1d - Recovered/Resolved - Caused/Prolonged Hospitalisation, Other Medically Important Condition)
B
o i -
T lick or scan 02108/ Non 1864 COMIRNATY [TOZINAMERAN] (S - COVID-19
E 840 EU-EC- ] 13 Healthcare EEA Vears Female [Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition) immunisation - Not applicable - [1d - 1{DF} -
- 10009682092 Professional Intramuscular])
=3
=
> click or scan |
= ' 2021-08- Healthcare 18-64 . . . COMIRNATY [TOZINAMERAN] (S - COVID-19
% 841 EU-EC- 13 Professional EEA Vears Female [Abortion spontaneous (n/a - Recovered/Resolved With Sequelae - Other Medically Important Condition) immunisation - Not applicable - [43d - 2{DF} -
S| |10009681995 Intramuscular])
click or scan |4 Non
842 2021-08- Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition), Heavy menstrual bleeding (n/a - | TOZINAMERAN [TOZINAMERAN] (S - COVID-19
EU-EC- i 13 Professional Years Recovering/Resolving - ), Menstruation delayed (n/a - Unknown - ), Muscle spasms (n/a - Recovering/Resolving - ) immunisation - Not applicable - [1d - n/a - n/a])
10009681777
dlick or sean 5021-08- Non 18-64 Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Pain (n/a - Recovered/Resolved - TOZINAMERAN [TOZINAMERAN] (S- COVID-19
843 Healthcare Non EEA Female [Other Medically Important Condition), Pelvic pain (n/a - Not Recovered/Not Resolved - Other Medically Important . . .
EU-EC & 13 Professional Years Condition) immunisation - Not applicable - [1d - n/a - n/a])
10009679484

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009688702&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009688556&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009688365&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009683868&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009683643&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009682205&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009682092&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009681995&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009681777&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009679484&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form l(gate.wa:y Source :;ountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ecelp Qualification or Group ex Route])
Date Regulatory
Purposes
click or scan | ; Non
o 2021-08- 18-64 . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
IN - - . S .
S 844 EU-EC- ] 2 gocagsl;:iirga] EEA Vears Female [Abortion spontaneous (n/a - Unknown - Other Medically Important Condition) immunisation - Drug withdrawn - [1d - n/a - n/a])
:' 10009672408
3 .
@ click or scan | =3 Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Fatigue (24h - Recovered/Resolved - ), }
g 845 2021-08- |Healthcare EEA 18-64 Female Headache (24h - Recovered/Resolved - ), Maternal exposure during pregnancy (n/a - Unknown - Other Medically Important mﬁgﬁgﬁ gg?gﬂﬂﬂlfasrnugl\:r?ﬁore
- EU-EC- ; 12 Professional Years Condition), Muscle spasms (24h - Recovered/Resolved - ), Oligohydramnios (n/a - Unknown - Other Medically Important in ICSR])
3 10009672140 Condition), Vaginal haemorrhage (n/a - Recovered/Resolved - Other Medically Important Condition)
[2]
5 4
R click or scan | Non
-‘é 846 E 2021-08- Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved With Sequelae - Other Medically Important Condition), Ear infection (n/a - [COMIRNATY [TOZINAMERAN] (S- COMD-19
: EU-EC- : 12 Professional Years Unknown - ), Heavy menstrual bleeding (n/a - Unknown - ) immunisation - Not applicable - [1d - n/a - n/a])
g 10009670577 ; ofessio
3
IS ;
S click or scan Non
> 18-64 . . ) " TOZINAMERAN [TOZINAMERAN] (S- COVID-19
< | 847 Healthcare Non EEA Female _ _
© ; 2 . o .
£ EU-EC- Professonal Years Abortion spontaneous (n/a - Unknown - Congenital Anomaly, Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
] 10009670560
u
5
@ click or scan |, _' Non
g 848 :i (2021-08- Healthcare Non EEA Not Not Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Heavy menstrual TOZINAMERAN [TOZINAMERAN] (S - COVID-19
— EU-EC- : 3 12 Professional Specified Specified bleeding (n/a - Not Recovered/Not Resolved - ) immunisation - Not applicable - [n/a - n/a - n/a])
g 10009669785
£ :
% click or scan | Non
‘g,, 849 2021-08- Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a- Recovered/Resqlved With Sequelae - Qhﬂ Medically Important Condition), Maternal exposure TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- 12 Professional Years during pregnancy (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
%_:) 10009669549
>
< 4 5
g lick or sean 502108 /Non 1864 COMIRNATY [TOZINAMERAN] (S- COVID-19
| 850 EU-EC 12 Healthcare EEA Vears Female [Abortion spontaneous (n/a - Not Recovered/Not Resolved - ) immunisation - Not applicable - [n/a - n/a -
[a} -EG & :
E 10009668673 Professional Intramuscular])
g| |dickorsean 02108 Non 1864 COMIRNATY [TOZINAMERAN] (S - COVID-19
£ 1851 EU-EC. ] 12 Healthcare ~ |[EEA Vears Female |Abortion spontaneous (n/a - Recovered/Resolved With Sequelae - Caused/Prolonged Hospitalisation) immunisation - Not applicable - [1d - 1{DF} -
o -EC- | %z ;
3 10000668415/ 8 Professional Intramuscular])
% -
5 click or scan | = Non
852 i "|Healthcare  |EEA 18-64 | pemale |Abortion spontaneous (2d - Not Recovered/Not Resolved - ), Vaginal haemorrhage (2d - Not Recovered/Not Resolved - ) COMIRNATY [TOZINAMERAN] (8- COVID-19
EU-EC- ] Professonal Years immunisation - Not applicable - [n/a - n/a - n/a])
10009667823
click or scan | _:- Non
853 2021-08- Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Maternal exposure during TOZINAMERAN [TOZINAMERAN] (S - COVID-19
EU-EC- 12 Professional Years pregnancy (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
10009667751

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009672408&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009672140&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009670577&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009670560&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009669785&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009669549&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009668673&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009668415&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009667823&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009667751&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp Qualification or Group ex Route])
Date Regulatory
Purposes
click or scan | Non
b 854 E 2021-08- Healthcare EEA 18-64 Female Abortion spontaneous (6d - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (6d- |COMIRNATY [TOZINAMERAN] (S- COVID-19
S EU-EG | sy 12 Professional Years Unknown - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
:' 10009667457 o
ch
» lick
o click or scan | )
< 2021-08- | Healthcare 18-64 . Ja - Unknown - Other Medicall Condti COMIRNATY [TOZINAMERAN] (S - COVID-19
0| 855 A Non EEA Female |Abortion spontaneous (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [1d - n/a -
= EU-EC- 11 Professional Years I ul
8| |10009659142 ntramuscular])
=
5] .
§ lick or sean i _{Non 18-64 Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Fatigue (n/a - Recovering/Resolving - ), COMIRNATY [TOZINAMERAN] (S- COVID-19
®| 856 EU-EC- ] Healthcare EEA Vears Female |Maternal exposure during pregnancy (n/a - Unknown - ), Menstruation delayed (n/a - Recovering/Resolving - ), Myalgia (n/a - immunisation - Not applicable - [n/a - 1 {DF} - n/a])
g 10009657957 Professional Recovering/Resolving - ), Nausea (n/a - Recovering/Resolving - ), Uterine spasm (n/a - Recovering/Resolving - ) PP !
8
IS click or scan | Non Abortion spontaneous (n/a - Not Recovered/Not Resolved - Disabling), Arthralgia (n/a - Not Recovered/Not Resolved -
B gs7 2021-08- Healthcare EEA 18-64 Female Disabling), Fatigue (n/a - Not Recovered/Not Resolved - Disabling), Headache (n/a - Not Recovered/Not Resolved - Disabling), |COMIRNATY [TOZINAMERAN] (S- COVID-19
3 EU-EG |7 11 Professional Years Injection site pain (n/a - Not Recovered/Not Resolved - Disabling), Injection site reaction (n/a - Not Recovered/Not Resolved - |immunisation - Not applicable - [n/a - n/a - n/a])
1‘; 10009657331 Disabling), Malaise (n/a - Not Recovered/Not Resolved - Disabling), Myalgia (n/a - Not Recovered/Not Resolved - Disabling)
]
) click or scan |} Non
] 858 2021-08- Healthcare Non EEA 18-64 Female Abortion spontaneous (2d - Recovered/Resolved - Other Medically Important Condition), Urticaria (5d - Recovered/Resolved TOZINAMERAN [TOZINAMERAN] (S- COVID-19
2 EU-EC- -3 11 . Years - immunisation - Not applicable - [1d - n/a - n/a
< Professional PP
® 10009656232;
o
5] i :
kS dlich urain 20108 Non 1864 . ‘ _ COMIRNATY [TOZINAMERAN] (S- COVID-19
% 859| pUEC I VO | Healthcare  |EEA Ye-ar . Female |Abortion spontaneous (n/a - Recovered/Resolved With Sequelae - Congenital Anomaly) immunisation - Not applicable - [n/a - 1{DF} -
g 10009656188 Professional Intramuscular])
e}
%3. click or scan |4 Non
] 860 | Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure before pregnancy (n/a- |[COMIRNATY [TOZINAMERAN] (S- COVID-19
g EU-EC- s Professional Years Unknown - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
= 10009655880
[a]
T .
£ click or scan | ; Non
= 361 12021-08- Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Congenital Anomaly, Other Medically Important Condition), Maternal exposure | TOZINAMERAN [TOZINAMERAN] (S - COVID-19
fé’. EU-EC- : 11 Professional Years during pregnancy (n/a - Unknown - Congenital Anomaly, Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
= 10009654573 | =it
B
3 lick or sean (7 Abortion spontaneous (n/a - Recovering/Resolving - Caused/Prolonged Hospitalisation, Other Medically Important
g 42021-08- |Healthcare 18-64 ™ : . . i LY COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
L1862 : EEA Female |Condition), Maternal exposure during pregnancy (n/a - Recovering/Resolving - Caused/Prolonged Hospitalisation, Other
O EU-EC-  |#% 11 Professional Years Medically Tmportant Condition) - n/a - n/a])
10009654303 = cally fmportan °
click or scan |4 Non
863 2021-08- palthcare [Non EEA | 180%  |Female |Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition) TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- 11 Professional Years immunisation - Not applicable - [1d - n/a - n/a])
10009653791

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009667457&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009659142&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009657957&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009657331&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009656232&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009656188&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009655880&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009654573&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009654303&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009653791&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# %;ﬁ)ﬁl ICSR Form g:z::::y Source Sozuntry Age g:;lent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Qualification Group Route])
Date Regulatory
Purposes
click or scan |4 Non
b 864 i1 (2021-08- Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition), Exposure during pregnancy (n/a |COMIRNATY [TOZINAMERAN] (S- n/a-n/a - [1d-
S EU-EC- : 11 : Years - Recovering/Resolving - Other Medically Important Condition) n/a - n/aj)
4| [10009652713]; Professional
9 i n Abortion spontaneous (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Chills (n/a - Unknown -
g click or scan | - Non Caused/Prolonged Hospitalisation), Dizziness (2d - Recovered/Resolved - Caused/Prolonged Hospitalisation), Exposure during ~ [COVID-19 VACCINE JANSSEN (AD26.COV2.5)
O| g5 2021-08-| itheare INon EEA 1804 |Female [Pregnancy (n/a - Unknown - Caused/Prolonged Hospitalisation), Injection site pain (n/a - Unknown - Caused/Prolonged [COVID-19 VACCINE JANSSEN (AD26.COV2.5)] (S-
3 EU-EG | & 5, (11 Professional Years Hospitalisation), Nasopharyngitis (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Pyrexia (n/a - Not |Immunisation - Not applicable - [n/a - n/a -
a 10009652546 Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Thrombosis (n/a - Unknown - Caused/Prolonged Hospitalisation) |Unknown])
S
@ Abortion spontaneous (4d - Recovering/Resolving - Other Medically Important Condition), Back pain (4d -
'§ click or scan | ; Non Recovering/Resolving - Other Medically Important Condition), Headache (4d - Recovering/Resolving - Other Medically
| 866 2021-08- Healthcare EEA 18-64 Female Important Condition), Malaise (4d - Recovering/Resolving - Other Medically Important Condition), Myalgia (4d - COMIRNATY [TOZINAMERAN] (S- COVID-19
% EU-EC- |z 11 Professional Years Recovering/Resolving - Other Medically Important Condition), Neck pain (4d - Recovering/Resolving - Other Medically immunisation - Not applicable - [n/a - n/a - n/a])
8 10009652201 Important Condition), Peripartum haemorrhage (4d - Recovering/Resolving - Other Medically Important Condition), Pyrexia
= (4d - Recovering/Resolving - Other Medically Important Condition)
S Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Arthralgia (1d - Recovered/Resolved - ),
'(>; dlick or scan | B2 Chills (1d - Recovered/Resolved - ), Fatigue (4d - Recovering/Resolving - ), Headache (1d - Recovered/Resolved - ), Injection
5 el _(Non g site erythema (31d - Recovered/Resolved - ), Injection site inflammation (31d - Recovered/Resolved - ), Injection site pain (31d ME )
o | 867 EU-EC- ] Healthcare EEA :(iaij Female |- Recovered/Resolved - ), Injection site pruritus (31d - Recovered/Resolved - ), Injection site warmth (31d - Recovered/Resolved, mﬂﬁgﬁ {Irgze)mlicabls‘:\m/f 1?3};[ ?nl/:])
@ 10009651828 Professional - ), Malaise (3d - Recovering/Resolving - ), Maternal exposure before pregnancy (n/a - Unknown - ), Myalgia (1d - PP t
5 Recovered/Resolved - ), Nausea (8d - Recovered/Resolved - ), Petechiae (11d - Recovered/Resolved - ), Pyrexia (1d -
3 Recovered/Resolved - ), Thrombocytopenia (n/a - Unknown - )
©
g click or scan | Non
= - Not . ! » COMIRNATY [TOZINAMERAN] (S- COVID-19
g 868 |  LUEC ] E:(e)l};};sciirgal EEA Specified Female [Abortion spontaneous (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
= 10009650194
£
g” click or scan | N
% 2021-08- HZ:Jth ar Non EEA 18-64 Femal Abortion spontaneous (n/a - Recovered/Resolved - Congenital Anomaly), Off label use (n/a - Unknown - ), Product use issue |TOZINAMERAN [TOZINAMERAN] (S - COVID-19
g 869| EUEC 11 care 0 Years c (n/a - Unknown - ) immunisation - Not applicable - [1d - n/a - n/a])
| |10009648830 Professional
8 lick or sean | % Non SPIKEVAX [COVID-19 MRNA VACCINE
) g . ) ) ) tion), . )
‘QE; 870 _— . Healthcare EEA ;86 a?: Female ﬁbnglt(;x _sg)ontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a MODERNA (CX-024414)] (S- COVID-19
£ 10009644698| £ Professional immunisation - Not applicable - [n/a - 1{DF} - n/a])
>
o
i click or scan | = 3 Non
2 - 18-64 Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a- |COMIRNATY [TOZINAMERAN] (S- COVID-19
871 Healthcare EEA Female . ol .
% EU-EC- Professional Years Unknown - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
10009644681
(¢}
click or scan |+ Non
- 18-64 Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a- |COMIRNATY [TOZINAMERAN] (S- COVID-19
872 Healthcare EEA Female ) P .
EU-EC- : Professional Years Unknown - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
10009643640,
dlick or scan |23 2021-08- Non 18-64 Abortion missed (1d - Unknown - Other Medically Important Condition), Abortion spentaneous (1d- Unknown - Other COMIRNATY [TOZINAMERAN] (S- COVID-19
873 EU-EC- ] 10 Healthcare EEA Vears Female |Medically Important Condition), Injection site reaction (1d - Unknown - Other Medically Important Condition), immunisation - Not applicable - [1Va - n/a - n/a])
10009642342/ & Professional Musculoskeletal stiffness (1d - Unknown - Other Medically Important Condition) PP

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009652713&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009652546&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009652201&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009651828&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009650194&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009648830&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009644698&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009644681&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009643640&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009642342&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp! Qualification or Group ex Route])
Date Regulatory
Purposes
. dlick or sean | 502108 /Non Not TOZINAMERAN [TOZINAMERAN] (S- COVID-19
| 874 EU-EC I 10 Healthcare Non EEA Specified Female [Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a - More
§ Sypou Professional et in ICSR])
< 10009641879,
A
— 3 :
@ click or scan | Non ) N )
g 875 2021-08- Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a- |[COMIRNATY [TOZINAMERAN] (S- COVID-19
- EU-EC- 10 Professional Years Unknown - Other Medically Important Condition), Vaginal haemorrhage (n/a - Unknown - ) immunisation - Not applicable - [1d - n/a - n/a])
3 10009641746
£
S . -
R click or scan | &=
= ] 2021-08- |Healthcare 18-64 . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
: p - - . o .
B|876 BU-EC- ] 10 Professional Non EEA Vears Female [Abortion spontaneous (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [1d- n/a - n/a])
g 10009638662| 3 ;
% click or scan | ; Non COMIRNATY [TOZINAMERAN] (S - Immunisation -
= 2021-08- 18-64 . . . n/a - [n/a - 1{DF} - n/a]), COMIRNATY
S Abortion spontaneous - - A
;ﬂ 877 BUEC i 10 Ere(?;;};:iirgal EEA Vears Female |Abortion spontaneous (11d- Not Recovered/Not Resolved - Other Medically Important Condition) [TOZINAMERAN] (S- Immunisation - n/a - [n/a -
g 10009638333 2{DF} - n/a])
o ;
@ click or scan - Non
5 878 2021-08- Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Maternal exposure TOZINAMERAN [TOZINAMERAN] (S - COVID-19
3 EU-EC- o Professional Years during pregnancy (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
% 10009637302
o
S click or scan |+ Non ' '
o 879 Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Not Recovered/Not Resolved - Congenital Anomaly), Maternal exposure during pregnancy (n/a |[TOZINAMERAN] (S - n/a - Unknown - [n/a - n/a -
£ EU-EC- Professional Years - Unknown - Congenital Anomaly) n/a))
& 10009635001
=3
e
%_; click or scan |} Non
> 830 i (2021-08- Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a- |[COMIRNATY [TOZINAMERAN] (S- COVID-19
g EU-EC-  |#% 09 Professional Years Unknown - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
§ 10009632794/ &
®
% click or scan | ; Non
IS [ 2021-08- 18-64 . . o COMIRNATY [TOZINAMERAN] (S- COVID-19
g ; - - . o
£ 881 EUEC. |7 09 Healthc_are EEA Vears Female [Abortion spontaneous (11689d - Recovered/Resolved With Sequelae - Caused/Prolonged Hospitalisation) immunisation - n/a - [1d- 3mL - Intramuscular])
P i : Professional
j=3 10009632522,
=
'é‘ lick or scan | =3 Non Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Fatigue (n/a - Not Recovered/Not Resolved
- -~ Abortion spontaneous (fva - - > B - AME -
i 882 Healthcare EEA 18-64 Female |), Headache (n/a - Not Recovered/Not Resolved - ), Malaise (3d - Recovered/Resolved - ), Maternal exposure during pregnancy COMIRNATY [TOZIN . RAN] (8- COVID-19
g EU-EC- ; : Years . immunisation - Not applicable - [n/a - 1{DF} - n/a])
s y Professional (n/a - Unknown - ), Pyrexia (n/a - Not Recovered/Not Resolved - )
(@) 10009631431
click or scan |} Non
883 ] 2021-08- Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a- |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- | % 09 Professional Years Unknown - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
10009630578 olessiond
click or scan |4 Non
884 2021-08- 1y olthcare  |EEA 18-64 g male |Abortion spontaneous (n/a - Unknown - ), Dizziness (n/a - Unknown - ) COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- 09 Professional Years immunisation - Not applicable - [n/a - n/a - n/a])
10009630114

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009641879&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009641746&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009638662&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009638333&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009637302&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009635001&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009632794&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009632522&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009631431&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009630578&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009630114&_xpt=1&_xf=pdf
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10009623087| &

Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form gate.wa:y Source fountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ecelp Qualification or Group ex Route])
Date Regulatory
Purposes
S| 885 — 2021-08- II;Ifc)::\l]thcare Non EEA 189 |Fenale |Abortion spontaneous (n/a - Recovered/Resolved With Sequelae - Caused/Prolonged Hospitalisation) TOZINAMERAN [TOZINAMERAN] (S- COVID-19
- - . o .
S EU-EC- : 09 Professional Years P immunisation - Not applicable - [1d - n/a - n/a])
:'1' 10009629695
ch
o click or scan |}
) LSk Of seall |
g 886 2021-08- le]lg:lthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Dizziness (1/a - Not Recovered/Not TOZINAMERAN [TOZINAMERAN] (S- COVID-19
- EU-EC- ; 09 Professional Years Resolved - Other Medically Important Condition), Inappropriate schedule of product administration (n/a - Unknown - ) immunisation - Not applicable - [1d - n/a - n/a])
3 10009629448
£
8 Jick (=15
§ B 2021-08 Non 18-64 ion sp n/a - Unkne Other Medically I Condition), Maternal duri n/a- |COMIRNATY [TOZINAME] S- COVID-19
5| 887 -08-| realtheare EEA - Female Abortion spontaneous (n/a - own - Other cally Important Condition), Maternal exposure during pregnancy (n/a - ¢ NA [ \ RAN] (S-
: EU-EC- : 09 : Years Unknown - immunisation - Not applicable - [n/a - 1{DF} - n/a;
Professional
g 10009627383 ofessio
% click or scan | ; Non
= 2021-08- 18-64 Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a- |COMIRNATY [TOZINAME! S- COVID-19
| 888 Healthcare EEA Female
S EU-ECG-  |=% 09 Professional Years Unknown - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
g 10009627378| &
>
]
@ click or scan | COVID-19 MRNA VACCINE MODERNA (CX-
S| gs0 2021-08- |Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Exposure during pregnancy (n/a - |024414) [COVID-19 MRNA VACCINE MODERNA
3 EU-EG |3 09 Professional Years Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation - Not
% 10009626735 applicable - [n/a - 1{DF} - Unknown])
o
g click or scan | 5
o 890 2021-08- EZ:lthcme Non EEA 18-64 Female Abortion spontaneous (6d - Recovered/Resolved - Caused/Prolonged Hospitalisation, Other Medically Important Condition), | TOZINAMERAN [TOZINAMERAN] (S- COVID-19
1S EU-EC- D 09 : Years Haemorrhage (n/a - Recovering/Resolving - Other Medically Important Condition), Pregnancy (n/a - Recovering/Resolving - ) - [immunisation - Not applicable - [1d - n/a - n/a])
¥ Professional
& 10009625316
=)
e} :
. [ Abortion spontaneous (n/a - Not Recovered/Not Resolved - Congenital Anomaly), Aboertion spontaneous (n/a - CCINE RAZE CHADO
%_:) lick or scan Non Recovered/Resolved - Congenital Anomaly), Arthralgia (n/a - Recovered/Resolved - Congenital Anomaly), Chest pain (n/a - COVID-19 VA AST NECA ( X1
> 2021-08- 18-64 . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
= | 891 Healthcare Non EEA Female [Recovered/Resolved - Congenital Anomaly), Chills (n/a - Recovered/Resolved - Congenital Anomaly), Headache (n/a -
g EU-EC- |z 07 : Years ! ! A (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10009623335 38 Professional Recovered/Resolved - Congenital Anomaly), Materpal exposure during pregnancy (n/a - Unknown - Oongemtal. Anomaly), na - n/a])
é Muscle spasms (n/a - Recovered/Resolved - Congenital Anomaly), Pyrexia (n/a - Recovered/Resolved - Congenital Anomaly)
[a) Abortion spontaneous (n/a - Unknown - Disabling, Other Medically Important Condition), Haemorrhage (n/a - Unknown -
E click or scan | ; Non Disabling, Other Medically Important Condition), Heavy menstrual bleeding (n/a - Not Recovered/Not Resolved - Disabling, ~ |COVID-19 VACCINE ASTRAZENECA (CHADOX1
<592 2021-08- Healthcare Non EEA 18-64 Female Other Medically Important Condition), Maternal exposure during pregnancy (n/a - Unknown - Disabling, Other Medically NCOV-19) [COVID-19 VACCINE ASTRAZENECA
E_ EU-EC- 3 07 Professional Years Important Condition), Nerve injury (n/a - Recovered/Resolved With Sequelae - Disabling, Other Medically Important (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
£ 10009623330 Condition), Pain (n/a - Unknown - Disabling, Other Medically Important Condition), Somnolence (n/a - Unknown - Disabling, |n/a - n/a])
o Other Medically Important Condition)
3
B click or scan | ez Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
g 893 2021-08- Healthcare Non EEA 18-64 Female Abortion spontaneous (8d - Recovered/Resolved - Other Medically Important Condition), Maternal exposure during NCOV-19) [COVID-19 VACCINE ASTRAZENECA
O EU-EC- 07 Professional Years pregnancy (n/a - Unknown - Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10009623111 n/a - n/aJ)
click or scan | Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
894 | Healthcare Non EEA 18-64 Female Abortion spontaneous (4d - Unknown - Congenital Anomaly), Maternal exposure during pregnancy (n/a - Unknown - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- Professional Years Congenital Anomaly) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -

n/a - n/a))

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf



https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009629695&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009629448&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009627383&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009627378&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009626735&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009625316&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009623335&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009623330&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009623111&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009623087&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber D:::lp Qualification ]:: | Group ex Route])
gulatory
Purposes
click or scan | ; Non . ' ' B COVID-19 VACCINE ASTRAZENECA (CHADOX1
< 2021-08- 18-64 Abortion spontaneous (16d - Recovered/Resolved - Congenital Anomaly, Other Medically Important Condition), Maternal |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
N1 895 Healthcare Non EEA Female n . " .
S EU-ECG | % 07 Professional Years exposure during pregnancy (n/a - Unknown - Congenital Anomaly, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
< 10009623085 n/a - n/aJ)
ch
— .
% dlick or scan |} 5021-08 Non 18-64 Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Abortion spontaneous (n/a - I(\IZOC\O/[\I/)-I{)Q \&(gg?ﬁm%)i
0|89 “°"|Healthcare Non EEA g Female |Recovering/Resolving - Other Medically Important Condition), Maternal exposure during pregnancy (n/a - Unknown - Other -19) [
- EU-EC- ; 07 Professional Years Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
3 10009622908 n/a - n/a])
[2]
=
Q .
@ dlick or scan |- 2021-08 Non 18-64 Abortion spontaneous (30d - Recovered/Resolved - Caused/Prolonged Hospitalisation), Maternal exposure during pregnancy S)(;)/l\]/}llf VACCINE ASTRAZENECA (CHADOX1
= -08- - Y . ~19) [COVID-19 VACCINE ASTRAZENECA
Q897 Healthcare Non EEA Female |(n/a - Unknown - Caused/Prolonged Hospitalisation), Palpitations (n/a - Not Recovered/Not Resolved - Caused/Prolonged
: EU-EC- 07 P : Years T . R (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
rofessional Hospitalisation), Twin pregnancy (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation)
10009622410 n/a - n/aJ)
3 . X CCINE ASTRAZENECA (CHADO!
E lick or sea Abortion spontaneous (8d - Recovered/Resolved - Congenital Anomaly), Abortion spontaneous (n/a - Unknown - COVID-19 VA AST CCINE CAR( 7ENE Xl
D) 898 2021-08-|Healthcare |\ ppa 1864 g 1o [Congenital Anomal ), COVID-19 (10d - Recovered/Resolved - Congenital Anomaly), Maternal exposure during pregnancy (n/a NCOV-19) [COVID-19 VA AST CA
S EU-EC- |3 07 Professional Years Y ni‘fmm oo fﬁi al Anomaly) & ¥), P S pregnancy (V2 | cHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
g 10009622359 & Y n/a - n/aJ)
>
]
4] click or scan |} COVID-19 VACCINE ASTRAZENECA (CHADOX1
% 899 2021-08- E(e):] thearc Non EEA 18-64 Female Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Menstruation irregular  |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
loa} EU-EC- : 07 Professional Years (n/a - Not Recovered/Not Resolved - Other Medically Important Condition) (CHADOX1 NCOV-19)] (S - TlI-defined disorder - Not
% 10009622191 2% applicable - [70d - n/a - Parenteral])
o
g click or scan |
o 900 2021-08- EZ:lthcme Non EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Off label use (n/a - Unknown - Other TOZINAMERAN [TOZINAMERAN] (S- COVID-19
£ EU-EC- n 06 P : Years Medically Important Condition), Product use issue (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
& rofessional
& 10009620544
=)
;
click or scan |
— Non
> 2021-08- 18-64 . . . . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
- - . S .
T 901 EU-EC- ] 06 ?:jg;;irga] Non EEA Vears Female [Abortion spontaneous (4d- Recovered/Resolved With Sequelae - Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
§ 10009620343
®
o .
2 dlick or scan | 5021.08-Healthcare Not [Nt  |Abortion spontaneous (n/a - Fatal - Results in Death, Life Threatening, Congenital Anomaly, Other Medically Important |TOZINAMERAN [TOZINAMERAN] (S- COVID-19
+ (902 . Non EEA . .. _{Condition), Congenital anomaly (n/a - Fatal - Results in Death, Life Threatening, Congenital Anomaly, Other Medically immunisation - Not applicable - [1d - n/a -
= EU-EC- ; 06 Professional Specified Specified e ) |
g (10009620102 Important Condition) Transplacental])
=
) dlick or scan | Abortion spontaneous (n/a - Recovered/Resolved - Life Threatening, Congenital Anomaly, Other Medically Important
-08- Aborion spontancous (i - § > AME] AME] R
i 903 2021-08 Healthc_are Non EEA Not .. |Female |Condition), Maternal exposure timing unspecified (n/a - Unknown - Life Threatening, Congenital Anomaly, Other Medically TOZIN . RAN [TOZW RAN] (8- COVID-19
g EU-EC- 3106 Professional Specified Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
¢} 10009618651 mp
click or scan |}
5021-08- Non 18-64 ' ' - COMIRNATY [TOZINAMERAN] (8- COVID-19
904 EU-EC- ] 06 Healthcare ~ |[EEA Vears Female [Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition) immunisation - Not applicable - [1d - 1{DF} -
10009616082 ; Professional Intramuscular])
dlick or scan | _(Non 18-64 Abortion spontaneous (n/a - Recovering/Resolving - Caused/Prolonged Hospitalisation), Maternal exposure before pregnancy [SPIKEVAX [COVID-19 MRNA VACCINE
05| puEc |4 Healthcare  [EEA Vears |Female |(n/a - Recovering/Resolving - Caused/Prolonged Hospitalisation) MODERNA (CX-024414)] (S-n/a - n/a - [1d- n/a -
10009614497 Professional n/a))

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009623085&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009622908&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009622410&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009622359&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009622191&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009620544&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009620343&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009620102&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009618651&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009616082&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009614497&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# ENU Lll))cal ICSR Form l(gateyvz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp! Qualification or Group ex Route])
Date Regulatory
Purposes
click or scan |4
b 906 ] - EZ:lthcme EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Exposure during pregnancy (n/a - Unknown |COMIRNATY [TOZINAMERAN] (S- n/a-n/a - [1d-
S EU-EC- 0 : Years - Other Medically Important Condition), Vision blurred (n/a - Unknown - Other Medically Important Condition) n/a - n/aj)
) Professional
b 10009613625
ch
o click or scan |}
[J] LCHCK OF SCall
g 907 2021-08- le]l(e):lthcare EEA Not Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a- |[COMIRNATY [TOZINAMERAN] (S- COVID-19
- EU-EC- ; |06 Professional Specified Unknown - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
3 10009611916|;
g
R click or scan | Non Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Injection site erythema (2d -
= -08- - OVer ved - ), Injection site haematoma - Recovert solved - ), Injection site mtlammation - -
-’é 908 2021-08 Healthcare EEA 18-64 Female Recovered/Resolved - ), Injection site h: 2d- Re ed/Resolved - ), Injection site infl: ion (2d COMIRNATY [TOZINAME! S- COVID-19
d -EC- - ] X ears OVer ved - ), Injection site pain - Recovert solved - ), Injection site warmt. - Recover solved - ), immunisation - Not applicable - [n/a - -n/a
EU-EC 06 Professional ) Recovered/Resolved - ), Injection si in (2d- Re ed/Resolved - ), Injection si h (2d - Rex ed/Resolved i isation - N licable - [n/a - 1{DF} - n/
g 10009611179 Maternal exposure during pregnancy (n/a - Unknown - ), Myalgia (2d - Recovered/Resolved - )
% click or scan | : Non
S| 909 " |Healthcare Non EEA 18-64 Female [Abortion spontaneous (n/a - Unknown - Congenital Anomaly, Other Medically Important Condition) TOZIN . RAN [TOZW RAN] (S- COVID-19
S EU-EC- ; . Years immunisation - Not applicable - [1d - n/a - n/a])
] 1 Professional
5 0009611054
>
Lu .
& clidcorsan | Non 18-64 TOZINAMERAN [TOZINAMERAN] (S - COVID-19
=1 - - . ) ) . . . -
3 910 EU-EC- Hea]thqare Non EEA Vears Female [Abortion spontaneous (n/a - Not Recovered/Not Resolved - Congenital Anomaly, Other Medically Important Condition) immunisation - Not applicable - [ 1d- n/a - n/a])
o g Professional
= 10009610641
o
o click or scan | ; Non
[} 2021-08- 18-64 . . . L COMIRNATY [TOZINAMERAN] (S- COVID-19
2 K - - . o .
|91 EU-EC- ] = 06 Eealthgare EEA Vears Female [Abortion spontaneous (n/a - Recovering/Resolving - Disabling) immunisation - Not applicable - [n/a - n/a - n/al)
y rofessional
& 10009610324
D
;
click or scan
- 7 Non
> 2021-08- 18-64 . ) . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
T 912 EU-EC- ] 06 Healthc'are Non EEA Vears Female [Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
g 1 Professional
0009610183
©
% click or scan |
IS [ 2021-08- |Healthcare 18-64 . ] . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
i : - - . el .
£ 913 EU-EC- 06 Professional Non EEA Vears Female [Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
1]
=2 10009610173
kS
) dlick or scan | o Non Abortion spontaneous (12d - Recovered/Resolved With Sequelae - Congenital Anomaly, Other Medically Important ME ME
K i - - , i
% 914 EU-EC- ] Healthcare Non EEA g)etci fied Female |Condition), Abortion spontaneous (n/a - Recovered/Resolved - Congenital Anomaly, Other Medically Important Condition), %ﬂsationw&zozl[iyable i mﬂg_ S;]\)/[D—D
5 10009605110 Professional Foetal exposure during pregnancy (n/a - Unknown - Congenital Anomaly, Other Medically Important Condition) PP
click or scan |}
915 - EZ:] theare EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a- |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- | =% : Years Unknown - ), Myalgia (2d - Recovered/Resolved - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
10000605042 Professional

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009613625&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009611916&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009611179&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009611054&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009610641&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009610324&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009610183&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009610173&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009605110&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009605042&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp Qualification or Group ex Route])
Date Regulatory
Purposes
N
o
B click or scan :
b 2021-08- Non 18-64 Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure before pregnancy (n/a- |{COMIRNATY [TOZINAMERAN] (S- COVID-19
oh | 916 Healthcare ~ |[EEA Female . A .
a EU-EC- 05 Professional Years Unknown - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
% 10009605021
(a)
3
[2]
£
8 lick or scan | ; ) . .
o diccorsan Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Dysstasia (n/a - Unknown - ), Haemorrhage
5| 917 Healthqare Non EEA 18-64 Female |(n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation), Inappropriate schedule of product administration (n/a - TOZINAMERAN [TOZINAI\AERAI\]] (3- COVID-19
3 EU-EC- ; Professional Years . : " immunisation - Not applicable - [1d - n/a - n/a])
g 10009604668 Unknown - ), Maternal exposure during pregnancy (n/a - Unknown - Other Medically Important Condition)
3 click or scan |, Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Dizziness (n/a - Recovered/Resolved - ), COVID-19 MRNA VACCINE MODERNA (CX-
é 918 ] Healthcare Non EEA 18-64 Female Influenza like illness (n/a - Recovered/Resolved - ), Maternal exposure during pregnancy (30d - Recovered/Resolved - ), Muscle |024414) [COVID-19 MRNA VACCINE MODERNA
2 EU-EC- Professional Years spasms (n/a - Recovered/Resolved - ), Nausea (n/a - Recovered/Resolved - ), Vaccination complication (n/a - (CX-024414)] (S- COVID-19 immunisation - Not
@ 10009603849 Recovered/Resolved - ), Vaccination site hypoaesthesia (n/a - Recovered/Resolved - ) applicable - [n/a - 1{DF} - Unknown])
E click or scan
gy === | Non Abortion spontaneous (8d - Recovered/Resolved - ), Chills (8d - Recovered/Resolved - ), Extensive swelling of vaccinated
Sl g |8 “|Healthcare  |EEA :fgea?'j Female |limb (8- Recovered/Resolved - ), Fatigue (8- Recovered/Resolved - ), Headache (8d - Recovered/Resolved - ), Injection site mgﬁgf [g(gzam‘lidc‘amblw/;§ ;]2?\:/3)1 9
@ 10009603812] : Professional reaction (8d - Recovered/Resolved - ), Malaise (8d - Recovered/Resolved - ), Myalgia (8d - Recovered/Resolved - ) PP
8
= lick or scan |,
= ¢
o Healthcare Not . ) R . . TOZINAMERAN [TOZINAMERAN] (S - COVID-19
£ 920 | LR ] Professional Non EEA Specified Female |Abortion spontaneous (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [ 1d - n/a - n/a])
g 10009603203 |
=)
e} . -
% click or scan | i 2021-08-|Healthcare 1864 COMIRNATY [TOZINAMERAN] (S - COVID-19
>[921 . EEA Female [Abortion spontaneous (n/a - Recovered/Resolved With Sequelae - Caused/Prolonged Hospitalisation) immunisation - Not applicable - [1d - 1{DF} -
® EU-EC- 05 Professional Years Ttramuscular])
g 10009602481
B .
S lick or scan 02108/ Non 1864 COMIRNATY [TOZINAMERAN] (S - COVID-19
E 922 EU-EC- ] 05 Healthcare EEA Vears Female [Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition) immunisation - Not applicable - [1d - 1{DF} -
E. 10009602349 Professional Intramuscular])
£
= click or scan |}
g 923 2021-08- E(e)zllllthcare EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Amenorrhoea (n/a - Unknown - ), Maternal |COMIRNATY [TOZINAMERAN] (S - COVID-19
g EU-EC- 05 Professional Years exposure during pregnancy (n/a - Unknown - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
£ 10009601855 rofessiona
O
click or scan | i
924 2021-08- gg:lthcare EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a- |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- | =% 05 . Years Unknown - ), Vaginal haemorrhage (2wk - Recovered/Resolved - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
y Professional
10009601829
click or scan e Non ) ) N
925 2021-08- Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure before pregnancy (n/a- |[COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
EU-EC- ; 05 . Years Unknown - Other Medically Important Condition) - n/a - n/a])
10009601764 y Professional

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009605021&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009604668&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009603849&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009603812&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009603203&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009602481&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009602349&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009601855&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009601829&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009601764&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber D:::lp Qualification l;)ergulatory Group ex Route])
Purposes
click or scan |4 Non ) ) N
b 926 2021-08- Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Headache (n/a - Not Recovered/Not COMIRNATY [TOZINAMERAN] (S - COVID-19
S EU-EC- : 05 Professional Years Resolved - ), Maternal exposure during pregnancy (n/a - Unknown - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
:' 10009601063 ]
(i].
% lick or scan 5021-08- Non 18-64 Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Maternal exposure during gﬁ[ 3)1?®W£ 1\9/1?\/[RN A \X(C)CDI]?\IE M(()gl(::m\l A
Q927 Healthcare Non EEA Female [pregnancy (1d - Recovered/Resolved - ), Pain (2d - Recovered/Resolved - Other Medically Important Condition), Pyrexia (1d - . L
= EUEC % 05 Professional Years Recovered/Resolved - Other Medically Important Condition) (CX-024414)] (- COVID- 19 immunisation - Not
3 10009600710 applicable - [n/a - 1{DF} - Unknown])
[2]
g lick
§ click or scan |; { I —— 1864 - COMIRNATY [TOZINAMERAN] (S- COVID-19
. i - - - - - -
B 928 BU-EC- 205 Professional EEA Vears Female |Abortion spontaneous (n/a - Recovered/Resolved - Caused/Prolonged Hospitalisation) mlsati‘?;])Not applicable - [n/a - 1{DF}
g 10009598763 £ ; s
3 .
g 929 — - Eg:lthcare Non EEA  |NOt Female |Abortion spontaneous (6d - Recovered/Resolved - Other Medically Important Condition) TOZINAMERAN [TOZINAMERAN] (S - COVID-19
k= . - - . o .
S EU-EC- Professional Specified Yy imp immunisation - Not applicable - [1d - n/a - n/a])
g 10009597237 &
>
L; click or scan || COVID-19 MRNA VACCINE MODERNA (CX-
% T Healthcare 18-64 Abortion spontaneous (1d - Recovered/Resolved - Other Medically Important Condition), Maternal exposure during 024414) [COVID-19 MRNA VACCINE MODERNA
930 . Non EEA Female (CX-024414)] (S- COVID-19 immunisation - Not
8 EU-EC- Professional Years pregnancy (1d - Recovered/Resolved - ) . .
© applicable - [n/a - 1{DF} - Intramuscular - More in
10009597099
© ICSR])
o
o click or scan |
[ Non 18-64 Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), COVID-19 (n/a - Recovered/Resolved - TOZINAMERAN [TOZINAMERAN] (S- COVID-19
=1931 Healthcare Non EEA Female .o . . . . L .
1S EU-EC- Professional Years Other Medically Important Condition), Drug ineffective (n/a - Recovered/Resolved - Other Medically Important Condition)  [immunisation - Not applicable - [n/a - n/a - n/a])
& 10009596699
=)
e}
%_; click or scan |;
> Healthcare 18-64 . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
T 932 FUEC | s Professional EEA Vears Female [Abortion spontaneous (1d- Not RecoveredNot Resolved - Other Medically Important Condition) mumisation - n/a - [1d- 1{DF} - Intramuscular])
§ 10009590221 | B3z
8
‘gE: click or scan |: COVID-19 MRNA VACCINE MODERNA (CX-
i Healthcare 18-64 . ) ) .. 024414) [COVID-19 MRNA VACCINE MODERNA
;m_ 933| EUEC Professional EEA Vears Female [Abortion spontaneous (1d- Recovered/Resolved With Sequelae - Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
= 10009590018 applicable - [1d - 1{DF} - Intramuscular])
=
2
3 click or scan | Non . . . o .
g 934 2021-08- Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovering/Resolving - Caused/Prolonged Hospitalisation, Other Medically Important TOZINAMERAN [TOZINAMERAN] (S- COVID-19
S EU-EC- 04 Professional Years Condition) immunisation - Not applicable - [n/a - n/a - n/a])
10009589285 oressiond
click or scan | ; Non
2021-08- 18-64 . . . . 3 . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
- - . . S .
935 EUEC | 04 lf)l;()cagsl;:i?)rgal Non EEA Vears Female [Abortion spontaneous (n/a - Recovering/Resolving - Congenital Anomaly, Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
10009589280
click or scan | =g Non
936 2021-08- Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Exposure during pregnancy (n/a - Unknown [COMIRNATY [TOZINAMERAN] (S-n/a-n/a-[1d-
EU-EC |4 Jﬁi’ 04 Professional Years - Other Medically Important Condition), Haemorrhage in pregnancy (n/a - Unknown - Other Medically Important Condition) |n/a - n/a])
10009587674 &l F

Manual "ICSR Form" r

equest: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema. europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form& SR_|D=*******& xpt=1& _xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009601063&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009600710&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009598763&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009597237&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009597099&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009596699&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009590221&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009590018&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009589285&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009589280&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009587674&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
dlick or scan Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Body temperature increased (8h -
_ ; Non Recovered/Resolved - ), Fatigue (n/a - Recovering/Resolving - ), Injection site inflammation (n/a - Recovering/Resolving - ), ME
§ 97| pupc |3 3221-08- Healthcare ~ [EEA 5;?_2 Female |Injection site pain (n/a - Recovering/Resolving - ), Injection site swelling (n/a - Recovering/Resolving - ), Malaise (n/a - mﬂggﬁ [IF\IF(SZaINIicabIS/-\E]]/S '1 ?Ix));;[ ]_)'nl/:])
“_7" 10009587262| & Professional Recovering/Resolving - ), Maternal exposure during pregnancy (n/a - Unknown - ), Myalgia (n/a - Recovering/Resolving - ), PP
i 'Vaginal haemorrhage (n/a - Not Recovered/Not Resolved - )
< lick
-Q; click or scan | ;
® [Non Not Abortion spontaneous (n/a - Fatal - Results in Death), Vaginal haemorrhage (n/a - Recovered/Resolved - Other Medically TOZINAMERAN [TOZINAMERAN] (S- COVID-19
0]938 Healthcare Non EEA .. |Female ™y . . .
- EU-EC- Professional Specified Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
3 10009586443
£
§- click or scan | .
2 el Non
8939 BU-EC- 3221-08- Healthcare Non EEA lYi;?: Female [Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition) xﬁm%&goﬁgﬁﬁfﬁﬁwng: S/;]\)/[D-lg
: Professional PP
10009586363
3 COVID-19 VACCINE ASTRAZENECA (CHADOX1
E click or scan | Abortion spontaneous (n/a - Recovered/Resolved With lae - Life Threatening, Caused/Prolonged Hospitalisation, NCOV-19) [COVID-19 VACCINE ASTRAZENECA
Non g Sp!
K=y 940 2021-08- Healthcare Non EEA 18-64 Female Congenital Anomaly, Other Medically Important Condition), Foetal exposure during pregnancy (n/a - Unknown - Life (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [1n/a)
3 EU-EC- 04 Professional Years Threatening, Caused/Prolonged Hospitalisation, Congenital Anomaly), Inappropriate schedule of product administration (n/a - |- n/a - n/a]), TOZINAMERAN [TOZINAMERAN] (S-
'§ 10009586150 Unknown - ) COVID-19 immunisation - Not applicable - [1d - n/a -
i n/a])
@ COVID-19 VACCINE ASTRAZENECA (CHADOX1
5’3 click or scan |; Non Abortion spontaneous (n/a - Recovered/Resolved With Sequelae - Life Threatening, Caused/Prolonged Hospitalisation, NCOV-19) [COVID-19 VACCINE ASTRAZENECA
< | 941 | Healtheare Non EEA 18-64 Female Congenital Anomaly, Other Medically Important Condition), Foetal exposure during pregnancy (n/a - Unknown - Life (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a)
g EU-EC- Professional Years Threatening, Caused/Prolonged Hospitalisation, Congenital Anomaly), Inappropriate schedule of product administration (n/a - |- n/a - n/a]), TOZINAMERAN [TOZINAMERAN] (S-|
= 10009586150 Unknown - ) COVID-19 immunisation - Not applicable - [1d - n/a -
& n/a])
5
1S click or scan |3
E 002 2021-08- g(e):lthcare - 18-64 Fermale Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a- |COMIRNATY [TOZINAMERAN] (S- COVID-19
<% EU-EC- 04 Professional Years Unknown - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
% 10009585781
>
g click or scan |;
% 943 2021-08- |Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition), Foetal growth restriction (n/a - |COMIRNATY [TOZINAMERAN] (S- COVID-19
w® EU-EC- 04 Professional Years Recovering/Resolving - Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
% 10009585385
£
S click or scan | ;g Non COVID-19 MRNA VACCINE MODERNA (CX-
fé’. 944 | Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Not Recovered/Not Resolved - Disabling, Other Medically Important Condition), Menstruation |024414) [COVID-19 MRNA VACCINE MODERNA
? EU-EC- Professional Years irregular (n/a - Not Recovered/Not Resolved - Disabling) (CX-024414)] (S- COVID-19 immunisation -
2 10009580642 Unknown - [n/a - 1{DF} - Unknown])
¥
click or scan | ;
£ —— Non
(@) - 18-64 . . ] . COMIRNATY [TOZINAME] S- COVID-19
945 EU-EC- Healthqare EEA Vears Female [Abortion spontaneous (n/a - Recovered/Resolved With Sequelae - Other Medically Important Condition) irrmumisation - [n/a -[1d-n /awre(lmusc Jar])
Professional
10009577653
click or scan | ;
- Non
- 18-64 . . " - COMIRNATY [TOZINAMERAN] (S- COVID-19
946 EU-EC- Hea]thqare EEA Vears Female [Abortion spontaneous (n/a - Recovered/Resolved With Sequelae - Other Medically Important Condition) immunisation - [n/a -[1d-n/a- In tra(lmusc lar])
10009577649/ 2 Professional

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009587262&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009586443&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009586363&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009586150&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009586150&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009585781&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009585385&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009580642&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009577653&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009577649&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# ENU Lll))cal ICSR Form l(gateyvz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber D:f:lp Qualification l;)ergulatory Group ex Route])
Purposes
click or scan |; Non
b 947 2021-08- Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Haemorrhage (n/a - Not |COMIRNATY [TOZINAMERAN] (S- COVID-19
S EU-EC- 03 Professional Years Recovered/Not Resolved - Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
| |10009576291 ; rofession
ch
— .
@ click or scan | ;
g 948 2021-08- |Healthcare EEA Not Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Exposure during pregnancy (n/a - Unknown [COMIRNATY [TOZINAMERAN] (S- COVID-19
g EU-EC- 03 Professional Specified -) immunisation - Not applicable - [n/a - n/a - n/a])
g 10009575966
Q .
g click or scan |3 Non . ) ) o )
= 2021-08- | 18-64 Abortion spontaneous (n/a - Recovering/Resolving - Caused/Prolonged Hospitalisation, Other Medically Important TOZINAMERAN [TOZINAMERAN] (S - COVID-19
B 949 Healthcare Non EEA Female Condition) . i .
g EU-EC- 03 Professional Years immunisation - Not applicable - [1d - n/a - n/a])
10009575879
% click or scan | ;=g Non COVID-19 VACCINE JANSSEN (AD26.COV2.S)
S| 950 2021-08- Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a- |[COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
S EU-EC- 03 Professional Years Unknown - ) COVID-19 immunisation - Not applicable - [n/a -
g 10009575012 1{DF} - n/a])
o
@ click or scan |; Non
2| 951 2021-08-|yoithcare  [NonEEA |13 |Female |Abortion spontaneous (14d - Recovered/Resolved - Other Medically Important Condition) TOZINAMERAN [TOZINAMERAN] (S- COVID-19
loa} EU-EC- war 02 Professional Years immunisation - Not applicable - [1d - n/a - n/a])
% 10009567584
o
o click or scan | ; Non ] - )
o 952 2021-08- Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a- |COMIRNATY [TOZINAMERAN] (S- COVID-19
% EU-EC- 02 Professional Years Unknown - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
10009566778
=)
e} -
%_; click or scan | ;a3 Non
> 953 2021-08- Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a- |[COMIRNATY [TOZINAMERAN] (S- COVID-19
% EU-EC- 02 Professional Years Unknown - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
10009566548
B
% click or scan | ;
IS 2021-08- | Healthcare 18-64 . . . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
i : - - . S .
?n. 954 EU-EC | 3 02 Professional Non EEA Vears Female [Abortion spontaneous (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - /a])
j=3 10009566519
E .
'é‘ dlick or scan | 2 Non Abortion spontaneous (n/a - Recovered/Resolved With Sequelae - Caused/Prolonged Hospitalisation, Congenital Anomaly.
i 955 Healthcare Non EEA Not .. |Female |Other Medically Important Condition), Malaise (n/a - Recovered/Resolved - Caused/Prolonged Hospitalisation, Congenital TOZINAMERAN [TOZWAWRAN] (S- COVID-19
g EU-EC- Professional Specified Anomaly. Other Medically T Conditi immunisation - Not applicable - [1d - n/a - n/a])
5 10009566405 rofession: omaly, er Medically Important Condition)
clickorsean 2021-08- Non 18-64 Abortion spontan (n/a - Recovered/Resolved - Congenital Anomaly), Foetal death (n/a - Not Recovered/Not Resolved - COMIRNATY [TOZIN. 1 (8- COVID-19
956 Healthcare EEA Female On SPONTANEONS een ), immunisation - Not applicable - [1d - 1{DF} -
EU-EC- 02 Professional Years Congenital Anomaly) Intramuscular])
10009565137
dlick or seam [Non 1864 COMIRNATY [TOZINAMERAN] (S - COVID-19
957 BU-EC- Healthcare EEA Years Female |[Abortion spontaneous (n/a - Recovered/Resolved With Sequelae - Congenital Anomaly) immunisation - Not applicable - [n/a - 1{DF} -
10009564078 Professional Intramuscular])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009576291&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009575966&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009575879&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009575012&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009567584&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009566778&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009566548&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009566519&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009566405&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009565137&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009564078&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# gjlmc;l ICSR Form g:z:iv::y Source Sozuntry Age g:;lent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Qualification Group Route])
Date Regulatory
Purposes
click or scan |; Non
o 2021-08- 18-64 . ) ) " COMIRNATY [TOZINAMERAN] (S- COVID-19
IN - - . S
S 958 EU-EC- 0 Eﬂ;ﬁf& EEA Vears Female [Abortion spontaneous (1d- Recovered/Resolved With Sequelae - Other Medically Important Condition) immunisation - n/a - [1d- 3mL - Intramuscular])
- 10009563958
—
ch
; click or scan | ; COVID-19 MRNA VACCINE MODERNA (CX-
g 959 Healthcare Non EEA 18-64 Female Abortion spontaneous (1d- Recovered/Resolved - Other Medically Important Condition), Maternal exposure before 024414) [COVID-19 MRNA VACCINE MODERNA
— EU-EC- Professional Years pregnancy (1d - Recovered/Resolved - ), Maternal exposure during pregnancy (1d - Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation - Not
§ 10009563628 applicable - [n/a - 1{DF} - Intramuscular])
£
5 -
R click or scan | .4
2 Non . . . . SPIKEVAX [COVID-19 MRNA VACCINE
3960 _— 3221-08- Healthcare EEA ;86;?;1 Female W (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a - MODERNA (CX-024414)] (S- COVID-19
% 10009563385 Professional immunisation - Not applicable - [n/a - 1{DF} - n/a])
% click or scan | g Non . _ N
S| 961 2021-08- Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Unknown - C_)ther Medically Important Condition), Dyspnoea (n/a - Not Recovered/Not TOZINAMERAN [TOZINAMERAN] (S- COVID-19
% EU-EC- 02 Professional Years Resolved - Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
S 10009563291
5
>
m
g click or scan Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Accidental exposure to product (n/a -
(‘% - 2021-08- hon 18-64 Unknown - Other Medically Important Condition), Heavy menstrual bleeding (n/a - Unknown - Other Medically Important | TOZ[NAMERAN] (S- COVID-19 immunisation -
71962 | EUuEC 02 Healthqare EEA Vears Female |Condition), Inappropriate schedule of product administration (n/a - Unknown - ), Maternal exposure during pregnancy (n/a- [Nt applicable - [n/a - n/a - n/a])
w 10009561875 Professional Unknown - Other Medically Important Condition), Menstruation irregular (n/a - Unknown - Other Medically Important
=] Condition)
5}
[} .
g click or scan | 3 Non o
5 963 |  LUEC : (2)221_08_ Healthcare  |[EEA ;i;j: Female |Abortion spontaneous (0d - Recovered/Resolved With Sequelae - Caused/Prolonged Hospitalisation) ﬁ%ﬁéﬁ:_[z/zz)m 1 (8- Immunisation -
<% Professional
%_; 10009559772
= click or scan | ; COVID-19 MRNA VACCINE MODERNA (CX-
6 -08-|Healthcare Non EEA 18-64 Female Abortion spontaneous (1d- Recovered/Resolved - Other Medically Important Condition), Maternal exposure during 024414) [COMID-19 MRNA VACCINE MODERNA
g EU-EG | fgh 02 Professional Years pregnancy (1d - Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation -
g 10009559035/ =t Unknown - [n/a - 1{DF} - Unknown])
T
£
= click or scan | ; COVID-19 MRNA VACCINE MODERNA (CX-
E_ 965 2021-08- |Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (1d- |024414) [COVID-19 MRNA VACCINE MODERNA
£ EU-EC- | 02 Professional Years Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation -
o 10009558987 Unknown - [n/a - 1 {DF} - Intramuscular])
3
% click or scan |; Non Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Chills (n/a - Recovered/Resolved - Other  |COVID-19 VACCINE ASTRAZENECA (CHADOX1
5166 2021-07- Healthcare Non EEA 18-64 Female Medically Important Condition), Dizziness (n/a - Recovered/Resolved - Other Medically Important Condition), Malaise (n/a - |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 31 Professional Years Recovered/Resolved - Other Medically Important Condition), Maternal exposure during pregnancy (n/a - Unknown - Other (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [1n/a)
10009555596 Medically Important Condition), Pyrexia (n/a - Recovered/Resolved - Other Medically Important Condition) - n/a - n/a])
click or scan | ; COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-07-|Healthcare 18-64 . ] . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
A - -
967 EU-EC- 31 Professional Non EEA Vears Female [Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition) (CHADOXI1 NCOV-19)] (S- n/a - Unknown - [n/a -
10009555135 n/a - n/aJ)

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009563958&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009563628&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009563385&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009563291&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009561875&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009559772&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009559035&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009558987&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009555596&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009555135&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |FULocal ICSR Form | G31€WaY |5y e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt Qualification for Group Sex Route])
Date Regulatory
Purposes
. [ Abortion spontaneous (n/a - Recovering/Resolving - Life Threatening, Caused/Prolonged Hospitalisation, Congenital CCINE RAZE CHADO
o glick or scan 2021-07- Non Not Anomaly), Abortion spontaneous (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation, Congenital I(\:IOC:)/[\]/?-ILQ) Eé)VID-l 9A \s//];CCINEN/]i(S:II“\R(AZENECXAl
1968 EU-EC- 31 Healthcare Non EEA Specified Female [Anomaly), Haemorrhage (n/a - Recovering/Resolving - Life Threatening, Caused/Prolonged Hospitalisation, Congenital (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
N Professional Anomaly), Menstruation delayed (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation,
< 10009554697 Congeni n/a - n/aJ)
- ngenital Anomaly)
oh
"c_u! click or scan | ; Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
© 2021-07- Not . . T NCOV-19) [COVID-19 VACCINE ASTRAZENECA
01969 EU-EC- 31 E:jg;;ir;a] Non EEA Specified Female [Abortion spontaneous (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
3 10009554606 n/a - n/a])
[2]
£
g_ click or scan || COVID-19 MRNA VACCINE MODERNA (CX-
-‘é 970 - 2021-07-|Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a - ?é;‘;_‘ (1)2 AE%YI(E:I?DI\\A/][{S_?;/ mﬁfﬂ?&fﬁA
: EU-EC- 30 Professional Years Recovered/Resolved - ) . ;
applicable - [n/a - 1{DF} - Intramuscular - More in
10009550936 ICSR])
8 .
= click or scan | 2
=z 2021-07-|Non Not ; ; it : TOZINAMERAN [TOZINAMERAN] (S- COVID-19
S . Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Foetal exposure during pregnancy |, VA '
g 971 | BU-ECG- 30 Healthcare  |Non EEA | gpecified Female (1/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a))
S 10009548303 Professional
m
8
5
@ lick or scan |; 5 Abortion spontaneous (4d - Recovered/Resolved - Other Medically Important Condition), Exposure during pregnancy (1d - COVID-19 A VA MODERNA (CX-
g 021-07- Healthcare 18-64 ous K ! ' ' sure i 1Y 37 024414) [COVID-19 MRNA VACCINE MODERNA
972 . Non EEA Female |Recovered/Resolved - ), Fatigue (3d - Recovered/Resolved - ), Headache (3h - Recovered/Resolved - ), Pain in extremity (5d . L
=l EU-EC- 30 Professional Years RecoveredResolved - ), Pain in extremity (6d - Recovered/Resolved - ), Pyrexia (2d - Recovered/Resolved - ) (CX-024414)] (8- COVID-19 immunisation - Not
10009547582 g i applicable - [n/a - 1{DF} - Intramuscular
5]
[}
£ ] o
£ lick or scan Healtheare 1864 COMIRNATY [TOZINAMERAN] (S- COVID-19
5| 973 . EEA Female [Abortion spontaneous (n/a - Recovered/Resolved With Sequelae - Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a -
] EU-EC  |¢ Professional Years Intramuscular])
%‘; 10009547474
>
% click or scan | ;g
Healthcare 18-64 . ) . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - . S
2 974 EU-EC- Professional EEA Vears Female [Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition) immunisation - n/a - [n/a - 1 {DF} - Intramuscular])
= 10009547415
£
§ click or scan | COVID-19 MRNA VACCINE MODERNA (CX-
j=3 Healthcare 18-64 . . . . .- 024414) [COVID-19 MRNA VACCINE MODERNA
= 8 - - . L
g 975 EU-EC- Professional EEA Vears Female [Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation -
2 10009547412 Unknown - [1d - 1{DF} - Intramuscular])
¥
click or scan |;
= — Non .
©lo76 "|Healthcare  |EEA 18-64 |k omale |Abortion spontaneous (1/a - Recovered/Resolved - Other Medically Important Condition) COMIRNATY [TOZIN. 1 (8- Immunisation -
EU-EC- Professional Years n/a - [n/a - n/a - Intramuscular])
10009546482 oressiond
click or scan | COVID-19 MRNA VACCINE MODERNA (CX-
977 2021-07-|Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Foetal exposure during pregnancy {024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 30 Professional Years (n/a - Recovered/Resolved - ), Maternal exposure during pregnancy (n/a - Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation - Not
10009546159 applicable - [n/a - 1{DF} - Unknown])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009554697&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009554606&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009550936&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009548303&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009547582&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009547474&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009547415&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009547412&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009546482&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009546159&_xpt=1&_xf=pdf
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Primary
Y Primar: Source Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Sourcey Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indilzation PT- Act%on tagken - EDurgtion - Dose -
Number Receipt lification for Grou Sex Route])
Date Qua Regulatory p
Purposes
click or scan | ; COVID-19 MRNA VACCINE MODERNA (CX-
b 978 Healthcare Non EEA 18-64 Female Abortion spontaneous (1d- Recovered/Resolved - Other Medically Important Condition), Exposure during pregnancy (1d- {024414) [COVID-19 MRNA VACCINE MODERNA
S EU-EC- Professional Years Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation -
:.!' 10009546004/ & Unknown - [n/a - 1{DF} - Intramuscular])
oh
‘; click or scan | ; COVID-19 MRNA VACCINE MODERNA (CX-
g 979 Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Not Recovered/Not Resolved - Congenital Anomaly, Other Medically Important Condition),  (024414) [COVID-19 MRNA VACCINE MODERNA
— EU-EC- Professional Years Maternal exposure during pregnancy (1d - Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation - Not
§ 10009545854 applicable - [n/a - 1{DF} - Intramuscular])
5
@ click or scan |; Non
-§ 980 2021-07- Healthcare Non EEA Not Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Exposure during pregnancy (n/a - Unknown |TOZINAMERAN [TOZINAMERAN] (S- COVID-19
: EU-EC- 30 Professional Specified - Other Medically Important Condition), Myocarditis (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
: rofession
g 10009545762
% click or scan |; COVID-19 MRNA VACCINE MODERNA (CX-
S| 081 2021-07-|Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Exposure during 024414) [COVID-19 MRNA VACCINE MODERNA
S EU-EC- 30 Professional Years pregnancy (1d - Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation - Not
%’ 10009542812 applicable - [n/a - 1{DF} - Intramuscular])
>
m
3 dlick or sean |; Abortion spontaneous (1d - Recovered/Resolved - Congenital Anomaly, Other Medically Important Condition), COVID-19 MRNA VACCINE MODERNA (CX-
2| 982 2021-07- |Healthcare Non EEA 18-64 Female [Anembryonic gestation (n/a - Not Recovered/Not Resolved - Congenital Anomaly), Maternal exposure during pregnancy (1d - 024414) [COVID-19 MRNA VACCINE MODERNA
8 EUEC | 30 Professional Years Rocovord R gﬁv o) e ), P & pregnancy (CX-024414)] (S- COVID-19 immunisation -
% 10009542281 Unknown - [n/a - 1{DF} - Unknown])
o
g click or scan | Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Asthenia (n/a - COVID-19 MRNA VACCINE MODERNA (CX-
ks, 2021-07-|Healthcare 18-64 emal Recovered/Resolved - ), Chills (n/a - Recovered/Resolved - ), Fatigue (n/a - Recovered/Resolved - ), Headache (n/a - 024414) [COVID-19 MRNA VACCINE MODERNA
E|" Eurc 30 Professional | M EFEA lyears  [Female [Recovered/Resolved - ), Maternal exposure during pregnancy (1d - Recovered/Resolved - ), Pyrexia (/a - Recovered/Resolved - |(CX-024414)] (S - COVID-19 immunisation - Not
g 10009541970 ) applicable - [n/a - 1{DF} - Intramuscular])
D
e}
%_:) lick or scan |; Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Maternal exposure COVID-19 MRNA VACCINE MODERNA (CX-
> Healthcare 18-64 - . . 024414) [COVID-19 MRNA VACCINE MODERNA
< | 984 . Non EEA Female |during pregnancy (n/a - Recovered/Resolved - ), Thrombosis (n/a - Not Recovered/Not Resolved - Other Medically Important . L
c EU-EC- Professional Years Condition), Vaginal hacmorrhage (n/a - Not Recovered/Not Resolved - ) (CX-024414)] (S- COVID-19 immunisation -
% 10009541852 > Vg age Unknown - [n/a - 1 {DF} - Unknown])
s
% click or scan COVID-19 MRNA VACCINE MODERNA (CX-
£ 085 Vi [2021-07- |Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Maternal exposure during 024414) [COVID-19 MRNA VACCINE MODERNA
= EU-EG | & 30 Professional Years pregnancy (n/a - Recovered/Resolved - ), Pyrexia (n/a - Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation - Not
fé’. 10009541368 applicable - [n/a - 1{DF} - Intramuscular])
=
2 click or scan |4 COVID-19 MRNA VACCINE MODERNA (CX-
B 986 : 2021-07-|Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Maternal exposure during 024414) [COVID-19 MRNA VACCINE MODERNA
g EU-EC- ; 3129 Professional Years pregnancy (1d - Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation -
O 10009612917 Unknown - [n/a - 1 {DF} - Intramuscular])
] " COVID-19 MRNA VACCINE MODERNA (CX-
lick or scan | = 5021-07-|Health 18-64 Abdominal pain (n/a - Recovered/Resolved - ), Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important 024414) [COVID-19 MRNA VACCINE MODERNA
987 | EUEC 59 e Pro fes;:iiz)rrf Al Non EEA Ye;ars Female |Condition), Back pain (n/a - Recovered/Resolved - ), Exposure during pregnancy (n/a - Recovered/Resolved - ), Vaginal (CX-024414)] (S- (;OVID'I 9 immunisation - Not
haemorrhage (n/a - Recovered/Resolved - ) applicable - [n/a - 1 {DF} - Intramuscular - More in
10009539151 ICSR])
click or scan | COVID-19 MRNA VACCINE MODERNA (CX-
988 2021-07-|Healthcare Non EEA 18-64 Female Abortion spontaneous (1d- Recovered/Resolved - Other Medically Important Condition), Exposure during pregnancy (1d- 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- | 25 i 29 Professional Years Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation -
10009538461 ey o ] Unknown - [n/a - 1{DF} - Intramuscular])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf



https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009546004&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009545854&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009545762&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009542812&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009542281&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009541970&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009541852&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009541368&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009612917&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009539151&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009538461&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gateyvay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
click or scan | ; COVID-19 MRNA VACCINE MODERNA (CX-
b 989 ceadi 12021-07- | Healthcare Non EEA 18-64 Female Abortion spontaneous (1d - Recovered/Resolved - Other Medically Important Condition), Maternal exposure during 024414) [COVID-19 MRNA VACCINE MODERNA
S EU-EC- 29 Professional Years pregnancy (21d - Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation -
:'i' 10009538431 Unknown - [n/a - 1{DF} - Intramuscular])
ch
‘; click or scan | ;4 Abortion spontaneous (n/a - Not Recovered/Not Resolved - Congenital Anomaly, Other Medically Important Condition), — |COVID-19 MRNA VACCINE MODERNA (CX-
g 990 =i | 2021-07- | Healthcare Non EEA 18-64 Female Anembryonic gestation (n/a - Not Recovered/Not Resolved - Congenital Anomaly), Arthralgia (n/a - Not Recovered/Not 024414) [COVID-19 MRNA VACCINE MODERNA
— EU-EC- 29 Professional Years Resolved - ), Maternal exposure during pregnancy (n/a - Not Recovered/Not Resolved - ), Vaccination site pain (n/a - Not (CX-024414)] (S- COVID-19 immunisation -
3 10009538271 Recovered/Not Resolved - ) Unknown - [n/a - 1 {DF} - Intramuscular])
[2]
= -
§ click or scan | 4% COVID-19 MRNA VACCINE MODERNA (CX-
-‘é 991 eicd (2021-07-{Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Maternal exposure during 024414) [COVID-19 MRNA VACCINE MODERNA
: EU-EC- 29 Professional Years pregnancy (1d - Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation - Not
g 10009537757 : applicable - [n/a - 1{DF} - Intramuscular])
% click or scan | ; 3 COVID-19 MRNA VACCINE MODERNA (CX-
S| 992 Eeih |2021-07-|Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Maternal exposure during 024414) [COVID-19 MRNA VACCINE MODERNA
S EU-EC- 29 Professional Years pregnancy (1d - Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation -
%’ 10009537680 Unknown - [n/a - 1 {DF} - Intramuscular])
>
m
@ click or scan | COVID-19 MRNA VACCINE MODERNA (CX-
5 993 4 (2021-07-|Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Maternal exposure during 024414) [COVID-19 MRNA VACCINE MODERNA
3 EU-EC- 29 Professional Years pregnancy (n/a - Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation -
% 10009537613 Unknown - [n/a - 1{DF} - Intramuscular])
o
g click or scan || 7 COVID-19 MRNA VACCINE MODERNA (CX-
o 994 {1 (2021-07- Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Exposure during pregnancy (1d - ?é;‘: (l)gi AE%}II(IS):IC‘)DVID—[?;/ i?nmmisai\i/c[)??lla\lft\m
£ EU-EC- 29 Professional Years Recovered/Resolved - ), Pregnancy (1d - Recovered/Resolved - ), Pruritus (n/a - Recovered/Resolved - ) . .
applicable - [n/a - 1{DF} - Intramuscular - More in
& 10009537472
‘g,, ICSR])
%_;) click or scan | ; COVID-19 MRNA VACCINE MODERNA (CX-
> 995 41 (2021-07- Healthcare Non EEA 18-64 Female Abortion spontaneous (1d- Recovered/Resolved - Other Medically Important Condition), Maternal exposure during 024414) [COVID-19 MRNA VACCINE MODERNA
g EU-EC- 29 Professional Years pregnancy (1d - Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation -
% 10009537446 Unknown - [n/a - 1 {DF} - Intramuscular])
B -
% click or scan | s COVID-19 MRNA VACCINE MODERNA (CX-
IS 996 24 2021-07- | Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a- |024414) [COVID-19 MRNA VACCINE MODERNA
= EU-EC- 29 Professional Years Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation - Not
fé’. 10009537442 : applicable - [n/a - 1{DF} - Intramuscular])
=
2 click or scan | ; COVID-19 MRNA VACCINE MODERNA (CX-
B 997 Lauh (2021-07-|Healthcare Non EEA 18-64 Female Abortion spontaneous (1d - Recovered/Resolved - Other Medically Important Condition), Maternal exposure during 024414) [COVID-19 MRNA VACCINE MODERNA
g EU-EC- 29 Professional Years pregnancy (1d - Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation -
O 10009537422 ;i Unknown - [n/a - 1{DF} - Intramuscular])
click or scan | . : COVID-19 MRNA VACCINE MODERNA (CX-
998 2021-07- Healthcare Non EEA 18-64 Female Abdominal pain (n/a - Recovered/Resolved - ), Abortion spontaneous (1d - Recovered/Resolved - Other Medically Important |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 29 Professional Years Condition), Back pain (n/a - Recovered/Resolved - ), Maternal exposure during pregnancy (1d - Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation -
10009537397 Unknown - [n/a - 1{DF} - Unknown])
click or scan |z COVID-19 MRNA VACCINE MODERNA (CX-
999 . e | 2021-07-|Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Maternal exposure during 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EG |4 29 Professional Years pregnancy (1d - Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation - Not
10009537295 applicable - [n/a - 1{DF} - Intramuscular])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf



https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009538431&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009538271&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009537757&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009537680&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009537613&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009537472&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009537446&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009537442&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009537422&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009537397&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009537295&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |FULocal ICSR Form | G31€WaY |5y e Country Age Patient |Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
click or scan | COVID-19 MRNA VACCINE MODERNA (CX-
b 1000 2021-07-|Healthcare Non EEA 18-64 Female Abortion spontaneous (5d - Recovered/Resolved - Other Medically Important Condition), Maternal exposure during 024414) [COVID-19 MRNA VACCINE MODERNA
S EU-EC- 29 Professional Years pregnancy (n/a - Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation -
:'i' 10009537292 Unknown - [n/a - 1{DF} - Intramuscular])
ch -
"c_u! click or scan | g COVID-19 MRNA VACCINE MODERNA (CX-
g 1001 2021-07- |Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Maternal exposure during 024414) [COVID-19 MRNA VACCINE MODERNA
— EU-EC- 29 Professional Years pregnancy (n/a - Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation - Not
3 10009537199 applicable - [n/a - 1{DF} - Intramuscular])
[2]
= -
9& click or scan | COVID-19 MRNA VACCINE MODERNA (CX-
-‘é 1002 2021-07- Healthcare Non EEA 18-64 Female Abortion spontaneous (1d- Recovered/Resolved - Other Medically Important Condition), Exposure during pregnancy (1d- |024414) [COVID-19 MRNA VACCINE MODERNA
: EU-EC- 29 Professional Years Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation -
g 10009537148 Unknown - [n/a - 1{DF} - Intramuscular])
% click or scan |; COVID-19 MRNA VACCINE MODERNA (CX-
Sl1003 2021-07-|Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (1d- |024414) [COVID-19 MRNA VACCINE MODERNA
S EU-EC- 29 Professional Years Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation - Not
%’ 10009536849 applicable - [n/a - 1{DF} - Intramuscular])
>
m
@ click or scan | N COVID-19 MRNA VACCINE MODERNA (CX-
511004 2021-07- Honlth Non EEA Not Femal Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Maternal exposure during 024414) [COVID-19 MRNA VACCINE MODERNA
8 EU-EC- 29 Pfjfesscif)‘:a] on Specified " |pregnancy (n/a - Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation -
% 10009536708 Unknown - [n/a - 1{DF} - Intramuscular])
o
g click or scan | = i Abortion spontaneous (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation, Other COVID-19 A VA MODERNA (CX-
e : h icall diti 1 h (o cdN if . used/P 024414) [COVID-19 MRNA VACCINE MODERNA
81005 ] 1 2021-07-|Healt care Non EEA 18-64 Female Med19al ly Ir'nportant Condition), Foeta'deat (n/a - Not Recovered/Not Resolved - Ll e Threatemng, Ca rolonged (CX-024414)] (S- COVID-19 immunisation - Not
£ EU-EC- f o (29 Professional Years Hospitalisation), Maternal exposure during pregnancy (n/a - Recovered/Resolved - Life Threatening, Caused/Prolonged . .
] T applicable - [n/a - 1{DF} - Intramuscular - More in
% 10009536706 Hospitalisation)
4 ICR)
% click or scan | COVID-19 MRNA VACCINE MODERNA (CX-
>l1006 Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Intermenstrual bleeding (n/a - Unknown - ), {024414) [COVID-19 MRNA VACCINE MODERNA
] EU-EC- Professional Years Maternal exposure during pregnancy (29d - Unknown - ), Subchorionic haemorrhage (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
% 10009536696 applicable - [n/a - 1{DF} - Intramuscular])
s
% click or scan | ; COVID-19 MRNA VACCINE MODERNA (CX-
£ 1007 Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Maternal exposure during 024414) [COVID-19 MRNA VACCINE MODERNA
= EU-EC- Professional Years pregnancy (1d - Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation -
fé’. 10009536688 Unknown - [n/a - 1{DF} - Unknown])
=
_é‘ click or scan |; COVID-19 MRNA VACCINE MODERNA (CX-
B 1008 el (2021-07- |Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Maternal exposure during 024414) [COVID-19 MRNA VACCINE MODERNA
g EU-EC- 29 Professional Years pregnancy (1d - Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation - Not
O 10009536527 ] applicable - [n/a - 1{DF} - Intramuscular])
click or scan |; Non
1009 | Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Malaise (n/a - Recovering/Resolving - ), COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- . Years Maternal exposure during pregnancy (n/a - Unknown - ), Myalgia (n/a - Recovering/Resolving - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
Professional
10009536214
click or scan | Non
2021-07- 18-64 . . . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
- - . i .
1010 EU-EC- 29 Healthgare Non EEA Vears Female [Abortion spontaneous (1n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [1d- n/a - n/a])
10009535741 Professional

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf



https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009537292&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009537199&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009537148&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009536849&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009536708&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009536706&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009536696&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009536688&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009536527&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009536214&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009535741&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp Qualification or Group ex Route])
Date Regulatory
Purposes
click or scan |; COVID-19 MRNA VACCINE MODERNA (CX-
b 1011 Healthcare Non EEA 18-64 Female Abortion spontaneous (1d- Recovered/Resolved - Other Medically Important Condition), Maternal exposure during 024414) [COVID-19 MRNA VACCINE MODERNA
S EU-EC- Professional Years pregnancy (n/a - Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation -
:' 10009535478 Unknown - [n/a - 1{DF} - Unknown])
—_—
@ click or scan | ; Non
B - 18-64 Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a- |[COMIRNATY [TOZINAMERAN] (S- COVID-19
Q1012 Healthcare EEA Female . S .
- EU-EC- . Years Unknown - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
3 10009535407 Professional
g
S . :
§ dlick or scan |; _[Non 18-64 Abortion spontaneous (1d- Unknown - Other Medically Important Condition), Fatigue (1d - Recovered/Resolved - ), COMIRNATY [TOZINAMERAN] (S- COVID-19
E I UK] Healthcare EEA Female |Injection site haematoma (2d - Recovered/Resolved - ), Malaise (1d - Recovered/Resolved - ), Maternal exposure during ) o .
: EU-EC- Professional Years i immunisation - Not applicable - [n/a - 1{DF} - n/a])
g 10009535406 rofession pregnancy (n/a - Unknown - )
% click or scan | ; Non
Sl1014 | Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition), Exposure during pregnancy (n/a | TOZINAMERAN [TOZINAMERAN] (S - COVID-19
S EU-EC- . Years - Recovering/Resolving - Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
S| 10009535205 Professional
E]
m
?-_; dlick or sean _[Non 18-64 Abortion spontaneous (1d - Recovered/Resolved - Other Medically Important Condition), Maternal exposure during TOZINAMERAN [TOZINAMERAN] (S- COVID-19
al101s Healthcare Non EEA Female |pregnancy (n/a - Unknown - Other Medically Important Condition), Menstruation irregular (n/a - Unknown - Other Medically |. i .
loa} EU-EC- Professional Years I diti immunisation - Not applicable - [1d - n/a - n/a])
< 10009535273 % rofessional mportant Condition)
o}
o
o click or scan | ; Non
[} 112021-07- 18-64 . . . ) . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
= - - . . . .
£ |1016 EU-EC- 29 Healthgare Non EEA Vears Female [Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/al)
& 110009534750 Professional
g
%i dlickor semn | 502107 /Nen 1864 COMIRNATY [TOZINAMERAN] (S - COVID-19
T 1017 EU-EC- 29 Healthcare EEA Vears Female [Abortion spontaneous (n/a - Recovered/Resolved With Sequelae - Other Medically Important Condition) immunisation - Not applicable - [n/a - 1{DF} -
g 10009533777 Professional Intramuscular])
s
% click or scan | ;
IS 2021-07- |Healthcare 18-64 . . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
i : - - . S
-?,,- 1018 EUEC |2 29 Professional EEA Vears Female [Abortion spontaneous (n/a - Recovered/Resolved With Sequelae - Other Medically Important Condition) immunisation - n/a - [n/a - 1 {DF} - Intramuscular])
j=3 10009533770 &
=
§ lick or sean |5 Healthare 1864 COMIRNATY [TOZINAMERAN] (S - COVID-19
1019 : EEA Female [Abortion spontaneous (1d- Recovered/Resolved - Caused/Prolonged Hospitalisation) immunisation - Drug withdrawn - [1d - .3mL -
g EU-EC- Professional Years Intramuscular])
¢} 10009533694
) Abortion spontaneous (1d - Recovered/Resolved - Other Medically Important Condition), Erythema (n/a -
click or scan Recovered/Resolved - ), Feeling hot (n/a - Recovered/Resolved - ), Induration (n/a - Recovered/Resolved - ), Injection site mass |COVID-19 MRNA VACCINE MODERNA (CX-
1020 Healthcare Non EEA 18-64 Female |(1Va - Recovered/Resolved - ), Injection site pruritus (n/a - Recovered/Resolved - ), Injection site swelling (n/a - 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EG- | & Professional Years Recovered/Resolved - ), Lymphadenopathy (n/a - Recovered/Resolved - ), Maternal exposure during pregnancy (1d - (CX-024414)] (S- COVID-19 immunisation - Not
10009533216 Recovered/Resolved - ), Peripheral swelling (n/a - Recovered/Resolved - ), Pruritus (n/a - Recovered/Resolved - ), Skin applicable - [n/a - 1{DF} - Intramuscular])
hyperpigmentation (2wk - Recovered/Resolved - ), Tenderness (n/a - Recovered/Resolved - )

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009535478&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009535407&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009535406&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009535295&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009535273&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009534750&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009533777&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009533770&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009533694&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009533216&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber D:::lp Qualification ]:: | Group ex Route])
gulatory
Purposes
click or scan |; Non
b 1021 | Healtheare Non EEA 18-64 Female Abortion spontaneous (n/a - Recover'ed/Resolved - Congenital Anomaly, Other Medically Important Condition), Vaginal TOZTNAMERAN [TOZINAMERAN] (S- COVID-19
S EU-EC- Professional Years haemorrhage (n/a - Unknown - Congenital Anomaly) immunisation - Not applicable - [1d - n/a - n/a])
4| |10009531868 rofession
A
% lick or scan _[Non 18-64 Abortion spontaneous (1d - Recovered/Resolved - Congenital Anomaly, Other Medically Important Condition), Fatigue (n/a gﬁ[ 3)1?®W£ 1\9/1?\/IRN A \X%Nﬁé%%m A
01022 EU-EC- Healthcare Non EEA Vears Female |- Not Recovered/Not Resolved - Other Medically Important Condition), Illness (n/a - Unknown - Other Medically Important (CX-024414)] (S- COVID-19 immunisation -
3 10009530260 Professional Condition), Maternal exposure during pregnancy (1d - Recovered/Resolved - Other Medically Important Condition) Unknown - [0V - 1 {DF} - Intramuscular])
[2]
5
g
= click or scan Abortion spontaneous (1d- Recovered/Resolved - Other Medically Important Condition), Exposure during pregnancy (1d- |COVID-19 MRNA VACCINE MODERNA (CX-
3
: 11023 2021-07-|Healthcare  |Nop EEA [18-64  |Female |Recovered/Resolved - ), Fatigue (n/a - Unknown - ), Feeling abnormal (n/a - Unknown - ), Foetal heart rate abnormal (1d - 024414) [COVID-19 MRNA VACCINE MODERNA
g EU-EC 29 Professional Years Recovered/Resolved - ), Headache (n/a - Unknown - ), Malaise (n/a - Unknown - ), Pain in extremity (n/a - Unknown - ), (CX-024414)] (S - COVID-19 immunisation - Not
8 10009530178 Vaginal haemorrhage (n/a - Unknown - ) applicable - [n/a - 1{DF} - Intramuscular])
3
=
@ click or scan | COVID-19 MRNA VACCINE MODERNA (CX-
S 2021-07- Healthcare 18-64 Abortion spontaneous (1d- Recovered/Resolved - Other Medically Important Condition), Maternal exposure durin, 024414) [COVID-19 MRNA VACCINE MODERNA
1024 Non EEA Female (222rionsponiancous ¥ imp P £
LaL; EU-EC- 29 Professional Years pregnancy (1d - Recovered/Resolved - ), Pyrexia (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
o 10009528893 applicable - [n/a - 1{DF} - Intramuscular])
5
3 A
% click or scan |; Non
O |1025 2021-07- Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Recovering/Resolving - Caused/Prolonged Hospitalisation), Exposure during pregnancy (n/a-  |COMIRNATY [TOZINAMERAN] (S- n/a-n/a-[1d-
g EU-EC- | % |29 Professional Years Recovering/Resolving - Caused/Prolonged Hospitalisation) n/a - Intramuscular])
5 10009528646
£ -
g click or scan | 4z Non
< e g . ) ) ) tion), . ) _
21026 . 2021-07 Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a TOZINAMERAN [TOZNAMERAM (S- COVID-19
U-EC- 29 . Years Unknown - ) immunisation - Not applicable - [1d - n/a - n/a])
Bl 10000528142 Professional
z
= click or scan || COVID-19 MRNA VACCINE MODERNA (CX-
% - 2021-07-|Healthcare 18-64 Abortion spontaneous (1d - Recovered/Resolved - Other Medically Important Condition), Chills (n/a - Not Recovered/Not  (024414) [COVID-19 MRNA VACCINE MODERNA
g 1027 EU-EC- ;2 2P0 Professional Non EEA Vears Female |Resolved - ), Fatigue (n/a - Not Recovered/Not Resolved - ), Maternal exposure during pregnancy (1d - Recovered/Resolved - ), |(CX-024414)] (S- COVID-19 immunisation - Not
o) 10009527369| 2 £ Muscle spasms (n/a - Not Recovered/Not Resolved - ), Vaginal haemorrhage (n/a - Not Recovered/Not Resolved - ) applicable - [n/a - 1{DF} - Intramuscular - More in
£ ICSR])
E_ click or scan | ; . ) » . COVID-19 MRNA VACCINE MODERNA (CX-
£ 1028 2021-07- | Healthcare Non EFA 18-64 Femmal Abortion spontaneous (1d - Recovered/Resolved - Other Medically Important Condition), Exposure during pregnancy (1d-  |024414) [COVID-19 MRNA VACCINE MODERNA
% EU-EC- 29 Professional | 0" Years | o€ |Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation -
= 10009527105/ ; Unknown - [n/a - 1{DF} - Unknown])
ko
B
S click or scan | ; Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
1029 | Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Recovering/Resolving - Caused/Prolonged Hospitalisation), Maternal exposure during pregnancy |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- Professional Years (n/a - Unknown - Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10009524618 olessiona /a - n/a))
click or scan |; Non
1030 Lo Healthcare  [EEA l;;?_j TS\I;;Ci fioq/Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition) ga(]))ZINAMERAN] (S-wa- Unknown - [n/a - n/a -
10009524616 £ Professional

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009531868&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009530260&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009530178&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009528893&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009528646&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009528184&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009527369&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009527105&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009524618&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009524616&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gateyvay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
click or scan |; Non
b 1031 2021-07- Healthcare Non EEA Not Female Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition), Haemorrhage (n/a - Unknown - |TOZINAMERAN [TOZINAMERAN] (S - COVID-19
S EU-EC- 28 Professional Specified Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
:'1' 10009521180
cia'
g dlick or scan | ; Abdominal pain (n/a - Unknown - ), Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Fatigue COVID-19 MRNA VACCINE MODERNA (CX-
® 2021-07-|Healthcare 18-64 oo . 024414) [COVID-19 MRNA VACCINE MODERNA
0O (1032 . Non EEA Female |(n/a - Unknown - ), Gait disturbance (n/a - Unknown - ), Maternal exposure during pregnancy (1d - Recovered/Resolved - ), . L
- EU-EG- | 28 Professional Years Myalgia (n/a - Unknown - ), Vertigo (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
3 10009519664 Yy » Vertigo applicable - [n/a - 1{DF} - Unknown])
[2]
£
Q .
@ click or scan r Abortion spontaneous (n/a - Recovered/Resolved - Caused/Prolonged Hospitalisation, Other Medically Important Condition), COVID-19 MRNA VACCINE MODERNA (CX-
'§ 1033 2021-07-|Healthcare Non EEA 18-64 Female |Exposure during pregnancy (1d - Recovered/Resolved - ), Premature labour (n/a - Recovered/Resolved - Caused/Prolonged 024414) [COVID-19 MRNA VACCINE MODERNA
: EU-EC- 28 Professional Years Hospitalisation) ? (CX-024414)] (S- COVID-19 immunisation - Not
g 10009516763 P applicable - [n/a - 1{DF} - Intramuscular])
% click or scan | B Abortion spontaneous (42d - Recovered/Resolved - Other Medically Important Condition), Haemorrhage in pregnancy (n/a -
8 et F Non Unknown - Other Medically Important Condition), Inappropriate schedule of product administration (n/a - Unknown - ), ME ME
(1034 BU-EC- " |Healthcare Non EEA L.iﬁj Female |Maternal exposure before pregnancy (n/a - Unknown - Other Medically Important Condition), Menstrual disorder (n/a - msationRﬁogzozlgble i an: %\)}[DIQ
3 10009515811 Professional Unknown - Other Medically Important Condition), Menstruation irregular (n/a - Unknown - Other Medically Important 28
S Condition)
m - : - T
P + - - N
© ) Abortion spontaneous (r}/:?l Not Recovered(Not Resolved - Life Threatening, Caused/Prolonged Hospltallsathn Other COVID-19 MRNA VACCINE MODERNA (CX-
O click or scan |; Medically Important Condition), Exposure during pregnancy (n/a - Not Recovered/Not Resolved - Life Threatening,
= ndtior ) . 024414) [COVID-19 MRNA VACCINE MODERNA
2021-07-|Healthcare 18-64 Caused/Prolonged Hospitalisation), Haemorrhage (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged . L
&|1035 . Non EEA Female T . - . . (CX-024414)] (S- COVID-19 immunisation - Not
o EU-EC- 3128 Professional Years Hospitalisation, Other Medically Important Condition), Loss of consciousness (n/a - Not Recovered/Not Resolved - Life applicable - [n/a - 1{DF} - Intramuscular - More in
g 10009512374 Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Pulseless electrical activity (n/a - Not Ilcng])
g Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition)
2 dlick or sean 202107 /Non 1864 COMIRNATY [TOZINAMERAN] (S - COVID-19
% 1036 BU-EC- 28 Healthcare EEA Years Female [Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition) immunisation - Not applicable - [1d - 1{DF} -
‘g,, 10009511334 ’ Professional Intramuscular])
= lick or scan (g 502107 /Nen 1864 COMIRNATY [TOZINAMERAN] (S- COVID-19
% 1037 EU-EC- 8 Healthcare EEA Vears Female [Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition) immunisation - Not applicable - [1d - 1{DF} -
z 10009511275 ; Professional Intramuscular])
2
£ click or scan | ; COVID-19 MRNA VACCINE MODERNA (CX-
= 1038 2021-07- Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Maternal exposure during 024414) [COVID-19 MRNA VACCINE MODERNA
fé’. EU-EC- | Zd,s 228 Professional Years pregnancy (1d - Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation -
? 10009510964 y Unknown - [n/a - 1{DF} - Intramuscular])
>
3
B click or scan |; COVID-19 MRNA VACCINE MODERNA (CX-
g 1039 Healthcare Non EEA 18-64 Female Abortion spontaneous (1d - Recovered/Resolved - Congenital Anomaly, Other Medically Important Condition), Maternal ~ |024414) [COVID-19 MRNA VACCINE MODERNA
O EU-EC- | Professional Years exposure during pregnancy (1d - Recovered/Resolved - Congenital Anomaly) (CX-024414)] (S- COVID-19 immunisation - Not
10009510463 applicable - [n/a - 1{DF} - Intramuscular])
click or scan | ; COVID-19 MRNA VACCINE MODERNA (CX-
1040 Healthcare Non EEA 18-64 Female Abortion spontaneous (1d - Recovered/Resolved - Other Medically Important Condition), Maternal exposure during 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- Professional Years pregnancy (1d - Recovered/Resolved - ), Vaginal haemorrhage (n/a - Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation - Not
10009510444 applicable - [n/a - 1{DF} - Unknown])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009521180&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009519664&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009516763&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009515811&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009512374&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009511334&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009511275&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009510964&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009510463&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009510444&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp! Qualification or Group ex Route])
Date Regulatory
Purposes
o click or scan hats COVID-19 MRNA VACCINE MODERNA (CX-
o 2021-07-|Healthcare 18-64 . . - : 024414) [COVID-19 MRNA VACCINE MODERNA
§ .Abortion spontaneous - - 5 . N
c: 1041 BUEC. D g Professional |Non EEA  |Yegrs  |Female Abortion s or:taneous (1d Recov?red/Resolved Other Medically Important Condition), Maternal exposure during (CX-024414)] (S- COVID- 19 immunisation -
d pregnancy (1d - Recovered/Resolved - )
poy 10009509872 Unknown - [n/a - 1{DF} - Intramuscular])
—
[0}
®
a) ] v
3 click or scan | ;g Non ) ) N
4 1042 2021-07- Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Neck mass (n/a- Not ~ |TOZINAMERAN [TOZINAMERAN] (S- COVID-19
5 EU-EG | & 28 Professional Years Recovered/Not Resolved - ) immunisation - Not applicable - [n/a - n/a - n/a])
o8 10009509133
g click or scan | g COVID-19 MRNA VACCINE MODERNA (CX-
g 1043 :i (2021-07-|Healthcare Non EEA 18-64 Female Abortion spontaneous (1d - Recovered/Resolved - Other Medically Important Condition), Maternal exposure during 024414) [COVID-19 MRNA VACCINE MODERNA
8 EU-EC- 28 Professional Years pregnancy (1d - Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation -
= 10009508689 Unknown - [n/a - 1 {DF} - Intramuscular])
%)
3 dlick or scan = Abortion spontaneous (1d- Recovered/Resolved - Other Medically Important Condition), Erythema (n/a - Unknown - ), COVID-19 A VAI CCI[RJ NEI MO:D:HE]E (CX-
S l1044 i [2021-07- Healtheare Non EEA 18-64 Female |Exposure during pregnancy (1d - Recovered/Resolved - ), Pruritus (n/a - Unknown - ), Pyrexia (n/a - Unknown - ), Skin swelling 024414) [COVID-19 A VA MODERNA
| EU-EC- 28 Professional Years (n/a - Unknown - ), Sin (n/a - Unknown - ) > g > (CX-024414)] (S- COVID-19 immunisation - Not
@ 10009508671 i applicable - [n/a - 1{DF} - Unknown])
§ click or scan || s COVID-19 MRNA VACCINE MODERNA (CX-
© el k- 5021-07-| Healthcare 18-64 Abortion spontaneous (1d - Unknown - Other Medically Important Condition), Chills (n/a - Unknown - ), Dizziness (n/a-  |024414) [COVID-19 MRNA VACCINE MODERNA
g 1045 . Non EEA Female |Unknown - ), Exposure during pregnancy (1d - Unknown - ), Pyrexia (n/a - Unknown - ), Vaginal haemorrhage (n/a - Unknown |(CX-024414)] (S- COVID-19 immunisation - Not
= EU-EC- 28 Professional Years . ;
-) applicable - [n/a - 1{DF} - Intramuscular - More in
5 10009508198 ICSR]
o )
% click or scan | idl - Abortion spontaneous (n/a - Recovered/Resolved - Caused/Prolonged Hospitalisation, Other Medically Important Condition),
1046 tied (2021-07- {Healthcare Non EEA 18-64 Female Haemorrhage (n/a - Recovered/Resolved - Other Medically Important Condition), Pain (n/a - Recovered/Resolved - Other TOZINAMERAN [TOZINAMERAN] (S- COVID-19
g EU-EC- | &8 ., (28 Professional Years Medically Important Condition), Uterine contractions abnormal (n/a - Recovered/Resolved - Other Medically Important immunisation - Not applicable - [1d - n/a - n/a])
%_; 10009506640 f Condition)
©
= click or scan | ; COVID-19 MRNA VACCINE MODERNA (CX-
g 1047 Faeil | 2021-07- | Healthcare Non EEA 18-64 Female Abortion spontaneous (1d- Recovered/Resolved - Other Medically Important Condition), Maternal exposure during 024414) [COVID-19 MRNA VACCINE MODERNA
® EU-EC- 13 |28 Professional Years pregnancy (1d - Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation -
% 10009506428 i Unknown - [n/a - 1{DF} - Intramuscular])
£
y| |dickorsen|; R 021,07 Non 1864 SPIKEVAX [COVID-19 MRNA VACCINE
E (1048 EU-EC- L 8 Healthcare EEA Vears Female [Abortion spontaneous (n/a - Recovering/Resolving - ), Emotional disorder (n/a - Recovering/Resolving - ) MODERNA (CX-024414)] (S- COVID-19
_'5; 10009506224 Y Professional immunisation - Not applicable - [n/a - n/a - n/a])
% dlick or scan | = COVID-19 MRNA VACCINE MODERNA (CX-
o I 2.4 2021-07- Healthcare 18-64 Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (1d - 024414) [COVID-19 MRNA VACCINE MODERNA
1049 . Non EEA Female (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- 28 Professional Years Recovered/Resolved - ) . .
applicable - [n/a - 1{DF} - Intramuscular - More in
10009504675
ICSR])
click or scan || P COVID-19 MRNA VACCINE MODERNA (CX-
_ 8% 5021-07- | Healthcare 18-64 Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Exposure during pregnancy (n/a - |024414) [COVID-19 MRNA VACCINE MODERNA
1050 EU-EC- . 8 Professional Non EEA Vears Female [Recovered/Resolved - ), Headache (n/a - Recovered/Resolved - ), Influenza like illness (n/a - Recovered/Resolved - ), Myalgia  |(CX-024414)] (S- COVID-19 immunisation - Not
i (n/a - Recovered/Resolved - ), Nausea (n/a - Recovered/Resolved - ) applicable - [n/a - 1{DF} - Intramuscular - More in
10009504276/ ICSR])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009509872&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009509133&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009508689&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009508671&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009508198&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009506640&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009506428&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009506224&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009504675&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009504276&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |FULocal ICSR Form | G31€WaY |5y e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
click or scan | Abdominal pain (n/a - Not Recovered/Not Resolved - ), Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other  |COVID-19 MRNA VACCINE MODERNA (CX-
N 2021-07- Healthcare 18-64 Medically Important Condition), Foetal heart rate abnormal (n/a - Not Recovered/Not Resolved - ), Headache (n/a - Not 024414) [COVID-19 MRNA VACCINE MODERNA
IS 1051 EU-EG- |3 28 Professional Non EEA Years Female |Recovered/Not Resolved - ), Maternal exposure during pregnancy (1d - Recovered/Resolved - ), Vaginal haemorrhage (n/a - Not |(CX-024414)] (S- COVID-19 immunisation -
= 10009503920 Recovered/Not Resolved - ) Unknown - [n/a - 1 {DF} - Unknown])
ch
"c_u! click or scan | ; COVID-19 MRNA VACCINE MODERNA (CX-
g 1052 2021-07- |Healthcare Non EEA 18-64 Female Abortion spontaneous (1d - Recovered/Resolved - Caused/Prolonged Hospitalisation, Other Medically Important Condition), (024414) [COVID-19 MRNA VACCINE MODERNA
e EU-EC- 27 Professional Years Maternal exposure during pregnancy (1d - Recovered/Resolved - Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
3 10009501930 applicable - [n/a - 1{DF} - Unknown])
[2]
£
g_ COVID-19 MRNA VACCINE MODERNA (CX-
= click or scan || 024414) [COVID-19 MRNA VACCINE MODERNA
i T 2021-07-|Healthcare 18-64 Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Exposure during pregnancy (n/a - Unknown (€X-024414)] (S- COVID-19 immunisation -
1053 . Non EEA Female " . . P Unknown - [n/a - n/a - n/a]), DUPIXENT
EU-EC- 27 Professional Years - Other Medically Important Condition), Product use in unapproved indication (n/a - Unknown - ), Rash (n/a - Unknown - ) .. . .
= [DUPILUMAB] (S - Dermatitis atopic, Illness, Rhinitis
10009501922 . :
] allergic - Not applicable - [n/a - 300mg -
IS Subcutaneous])
= : -
S click or scan | g Non
%’ 1054 | Healtheare Non EEA 18-64 Female Abortion spontaneous (1d - Recovered/Resolved - Other Medically Important Condition), Maternal exposure during TOZINAMERAN [TOZINAMERAN] (S- COVID-19
2 EU-EC- . Years pregnancy (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [366d - n/a - n/a])
w Professional
@ 10009501611
(8]
5
@ click or scan |: - © 0
8 2021-07- Non 18-64 Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Fatigue (1wk - Recovered/Resolved - ), TKEVAX [COVID-1 A VA
011055 EU-EC- 4 (57 Healthcare EEA v Female Malaise (3d - Rec dResolved- ). Maternal . wa - Unkn MODERNA (CX-024414)] (S- COVID-19
g 10009498850 : Professional cars aise (3d - Recovered/Resolved - ), Maternal exposure g pregnancy (n/a - own -) immunisation - Not applicable - [n/a - 1{DF} - n/a])
[}
=
g click or scan || COVID-19 MRNA VACCINE MODERNA (CX-
g T 2021-07- Healthcare 18-64 Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Maternal exposure 024414) [COVID-19 MRNA VACCINE MODERNA
1056 ;| : Non EEA Female - (CX-024414)] (S- COVID-19 immunisation - Not
%_; EU-EC- 3127 Professional Years during pregnancy (n/a - Recovered/Resolved - ) . .
applicable - [n/a - 1{DF} - Intramuscular - More in
> 10009498372
s ICSR])
g click or scan |+ Non
® 1057 ' 2021-07- Healthcare EEA 18-64 Female Abortion spontaneous (5d - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a- |COMIRNATY [TOZINAMERAN] (S- COMD-19
% EU-EC- 7 127 Professional Years Unknown - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
£ 10009497905 OressIo
?L lick T
£ click or scan | =
< [Non 18-64 Abortion spontaneous (1d - Unknown - Caused/Prolonged Hospitalisation), Fatigue (2d - Recovered/Resolved - ), COMIRNATY COVID-19 MRNA VACCINE
< |1058 Healthcare  [EEA Female [A22rtionsponianeous 3 (NUCLEOSIDE MODIFIED) [TOZINAMERAN] (S-
2 EU-EC- . Years Lymphadenitis (2d - Recovered/Resolved - ), Pain (2d - Recovered/Resolved - )
f Professional COVID-19 - n/a - [n/a - n/a - n/a))
B 10009497864
B .
o click or scan | == Non
1059 | Healthcare EEA 18-64 Female Abdominal pain upper (n/a - Unknown - ), Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important COMIRNATY [TOZINAMERAN] (S - Immunisation -
EU-EC- Professional Years Condition), Dysmenorrhoea (n/a - Unknown - ) n/a - [n/a - n/a - Intramuscular])
10009496282 olessiond
click or scan | ‘4 Non
1060 Healthcare ~ [EEA 18-64 g male |Abortion spontaneous (1d - Unknown - Other Medically Important Condition), COVID-19 immunisation (n/a - Unknown - ) COMIRNATY [TOZINAMERAN] (8- n/a - n/a - [n/a
EU-EC- : Years - n/a - Intramuscular])
10009496272 Professional

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009503920&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009501930&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009501922&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009501611&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009498850&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009498372&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009497905&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009497864&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009496282&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009496272&_xpt=1&_xf=pdf

Reported side effectsfor COVID-19 vaccinesin EudraVigilance database (www.adrreports.eu) | Filtered by " Reaction": " Abortion spontaneous’

Page 106 of 181

Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# gjlmc;l ICSR Form g:z:iv::y Source Sozuntry Age g:;lent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Date Qualification Regulatory Group Route])
Purposes
click or scan | ? Non
o - 18-64 . . ] . COMIRNATY [TOZINAMERAN] (S - Immunisation -
IN - - Medi
S 1061 EU-EC- Eﬂ;ﬁf& EEA Vears Female [Abortion spontaneous (n/a - Recovered/Resolved With Sequelae - Other cally Important Condition) na - [n/a - n/a - Intramuscular])
:' 10009496268
ch
e . [
L click or scan Non VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
Q 1062 “|Healthcare ~ |EEA 18-64 |- ale |Abortion spontaneous (1d- Unknown - Other Medically Important Condition) (CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a
3 EUEC Professional Years - 0/a - Intramuscular])
. 10009496253
£
g
= click or scan |;
kS 1063 EU-EC- . E:sg;;zf al Non EEA %;;?3 Female [Abortion spontaneous (n/a - Unknown - Other Medically Important Condition) ;rozn\gsation . Nogggsg:\;ble - [/ _] rEZ__an\]/)[D_lg
% 10009496122
g "
é click or scan | = COVID-19 MRNA VACCINE MODERNA (CX-
2 1064 ; Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Maternal exposure 024414) [COVID-19 MRNA VACCINE MODERNA
@ EU-EC- Professional Years during pregnancy (n/a - Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation -
= 10009496063 Unknown - [n/a - 1{DF} - Unknown])
m
§ click or scan | - COVID-19 MRNA VACCINE MODERNA (CX-
§ 1065 Healthcare Non EEA Not Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (1d- |024414) [COVID-19 MRNA VACCINE MODERNA
© EU-EC- Professional Specified Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation -
g 10009495468| & Unknown - [n/a - 1{DF} - Unknown])
5 4
g dickor s Abortion spontaneous (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Hydrops COVID-19 MRNA VACCINE MODERNA (CX-
g Healthcare 18-64 - N . . . 024414) [COVID-19 MRNA VACCINE MODERNA
1066 : Non EEA Female |foetalis (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Maternal exposure during . .
% EU-EC Professional Years regnancy (1d - Recovered/Resolved - ), Premature labour (n/a - Unknown - Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation -
2 10009495237 pregancy g gec Hosp Unknown - [n/a - 1 {DF} - Intramuscular])
%;;‘ click or scan | = COVID-19 MRNA VACCINE MODERNA (CX-
© Healthcare 18-64 Abortion spontaneous (1d- Recovered/Resolved - Other Medically Important Condition), Maternal exposure during 024414) [COVID-19 MRNA VACCINE MODERNA
C 1067 Non EEA Female
g EU-EC- Professional Years pregnancy (1d - Recovered/Resolved - ) (CX-024414)] (S- COMID-19 immunisation -
2 10009494884 Unknown - [n/a - 1{DF} - Unknown])
2
E click or scan | - Non SPIKEVAX [COVID-19 MRNA VACCINE
=5 Healthcare 18-64 MODERNA (CX-024414)] (S- COVID-19
S{1068 gy pC Professional EEA Years |Female |Abortion spontaneous (1d - Recovered/Resolved With Sequelae - Other Medically Important Condition) immunisation - Not applicable - [1d- .5mL -
= 10009494844 Intramuscular])
=y
¥
O dlick or scan K A Abdominal pain (n/a - Recovered/Resolved - ), Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important COVID-19 MRNA VACCINE MODERNA (CX-
2021-07- |Healthcare 18-64 - o : 024414) [COVID-19 MRNA VACCINE MODERNA
1069 ; . Non EEA Female |Condition), Dizziness (n/a - Recovered/Resolved - ), Maternal exposure during pregnancy (n/a - Recovered/Resolved - ), Nausea . L
EU-EC- 7, 127 Professional Years (n/a - Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation -
10009494588 Unknown - [n/a - 1{DF} - Intramuscular])
click or scan |3 COVID-19 MRNA VACCINE MODERNA (CX-
1070 il 12021-07- | Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Asthenia (n/a - Unknown - ), Fatigue (n/a - |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 27 Professional Years Unknown - ), Maternal exposure during pregnancy (1d - Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation -
10009494577 Unknown - [n/a - 1{DF} - Unknown])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf



https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009496268&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009496253&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009496122&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009496063&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009495468&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009495237&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009494884&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009494844&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009494588&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009494577&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# ENU Lll))cal ICSR Form l(gateyvz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber D:f:lp Qualification l;)ergulatory Group ex Route])
Purposes
click or scan |+ Non
o - 18-64 . . . ] . COMIRNATY [TOZINAMERAN] (S - Immunisation -
IN - - Medi
S 1071 EU-EC- Eﬁgsl;irgal EEA Vears Female [Abortion spontaneous (n/a - Recovering/Resolving - Other cally Important Condition) na - [n/a - n/a - Intramuscular])
- 10009494049
—
ch
— .
@ click or scan | - Non
© - 18-64 . . .. COMIRNATY [TOZINAMERAN] (S - Immunisation -|
- -
% 1072 EU-EC- Ere(?g;;irga] EEA Vears Female [Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition) v/a - [1va - 1 - Tntramuscular])
g 10009494034
o8 click or scan | = COVID-19 MRNA VACCINE MODERNA (CX-
= 073 -07-|Healthcare Non EEA 18-64 Female Abortion spontaneous (1d - Recovered/Resolved - Other Medically Important Condition), Maternal exposure during 024414) [COVID-19 MRNA VACCINE MODERNA
: EU-EC- 26 Professional Years pregnancy (n/a - Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation - Not
g 10009487147 applicable - [n/a - 1{DF} - Unknown])
% click or scan |
Sl1074 Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition), Inappropriate schedule of COMIRNATY [TOZINAMERAN] (S - COVID-19
% EU-EC- Professional Years product administration (n/a - Unknown - ), Overdose (n/a - Unknown - ) immunisation - Not applicable - [1d - n/a - n/a])
S 10009487135
o
@ click or scan | ] COVID-19 MRNA VACCINE MODERNA (CX-
5 2021-07- Healthcare 18-64 Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (1d- |024414) [COVID-19 MRNA VACCINE MODERNA
1075 Non EEA Female Y imp P £ pregnancy
loa} EU-EC- 26 Professional Years Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation -
% 10009486745 Unknown - [n/a - 1{DF} - Intramuscular])
o
g dlick or seam 2021-07- | Healthcare 18-64 Abortion spontaneous (2d - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Headache COMIRNATY [TOZINAMERAN] (S- COVID-19
‘£(1076 EU-EC- 2% Professional EEA Vears Female |(5d- Recovered/Resolved - ), Malaise (5d - Recovered/Resolved - ), Maternal exposure during pregnancy (n/a - Unknown - ), immunisation - Not applicable - [n/a - 1 {DF} - n/a])
% 10009486425 Myalgia (5d - Recovered/Resolved - ), Pyrexia (5d - Recovered/Resolved - ), Vaginal haemorrhage (10d - Unknown - ) PP
5
e}
%_; click or scan |- Non
>l1077 2021-07- Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Not Recovered/Not Resolved - Congenital Anomaly), Off label use (n/a - Unknown - ), Product |TOZINAMERAN [TOZINAMERAN] (S- COVID-19
% EU-EC- 26 Professional Years use issue (n/a - Unknown - ) immunisation - Not applicable - [1d - n/a - n/a])
10009486008
g
kol dlick or seam ¢ Abortion spontaneous (1d - Recovered/Resolved - Other Medically Important Condition), Intentional dose omission (1d - COVID-19 MRNA VACCINE MODERNA (CX-
£ 2021-07- |Healthcare 18-64 . L 024414) [COVID-19 MRNA VACCINE MODERNA
< (1078 . Non EEA Female |Recovered/Resolved - ), Maternal exposure during pregnancy (1d - Recovered/Resolved - ), Subchorionic haematoma (n/a - . L
= EU-EC- Professional Years Recov Ived - Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Drug
2 10009485712 covered/Resolv cr Viedically fmportan ° withdrawn - [n/a - 1{DF} - Unknown])
=
2 lick
3 Cick or sean _[Non 1864 COMIRNATY [TOZINAMERAN] (S - COVID-19
§ 1079 ppc Healthcare  |Ega Vears |Female |Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition) immunisation - Not applicable - [1d - .3mL -
(@] 10009484250 Professional ntramuscular])
click or scan || COMIRNATY [TOZINAMERAN] (S- COVID-19
_— _[Non 18-64 immunisation - Not applicable - [1d - .3mL -
1080 Healthcare EEA Female [Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition Intramuscular]), METHOTREXATE
EU-EC Years
et Professional [METHOTREXATE] (S- Ectopic pregnancy - Not
10009484249 applicable - [1d - n/a - Intracervical])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009494049&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009494034&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009487147&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009487135&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009486745&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009486425&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009486008&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009485712&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009484250&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009484249&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |FULocal ICSR Form | G31€WaY |5y e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
click or scan | 3 COVID-19 MRNA VACCINE MODERNA (CX-
b 1081 Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Caused/Prolonged Hospitalisation, Congenital Anomaly, Other Medically Important |024414) [COVID-19 MRNA VACCINE MODERNA
S EU-EC- Professional Years Condition), Maternal exposure during pregnancy (1d - Unknown - Caused/Prolonged Hospitalisation, Congenital Anomaly) (CX-024414)] (S- COVID-19 immunisation -
:' 10009484114 Unknown - [n/a - 1{DF} - Intramuscular])
ch
— .
% lick or scan Non 18-64 Abdominal pain (n/a - Unknown - ), Abortion spontaneous (4d - Recovered/Resolved - Other Medically Important gﬁ[ 3 19 MRNA VACCINE MODERNA (CX-
- - o ! ARG L ) [COVID-19 MRNA VACCINE MODERNA
01082 EU-EC- Erejg;;:iir;al Non EEA Vears Female anrllilct)l‘i):ll)_, f/la{/tai?;;féiossi?: ({;Erzi/ ;;r?g[rjlr;axﬁ;z/) ‘gl d_ -)Recovered/Resolved -), Vaccination site movement impairment (n/a - (CX-024414)] (S- COVID-19 immunisation -
§ 10009484077 ’ p Unknown - [n/a - 1 {DF} - Intramuscular])
=
§ click or scan | = COVID-19 MRNA VACCINE MODERNA (CX-
= 2021-07- Healthcare 18-64 Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Maternal exposure during 024414) [COVID-19 MRNA VACCINE MODERNA
B (1083 Non EEA Female
: EU-EC | moug 26 Professional Years pregnancy (1d - Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation - Not
g 10009483905 | 23y applicable - [n/a - 1{DF} - Unknown])
B _
T lick ; COVID-19 MRNA VACCINE MODERNA (CX-
k=) — Healthcare 18-64 Abortion spontaneous (n/a- Unlfnown - Other Medically Important Oonditior}), Loss of personal independence in dally 024414) [COVID-19 MRNA VACCINE MC()DERNA
@ 1084  EU.EC- Professional |Non EEA |y, o |Female |activities (n/a - Unknown - ), Malaise (n/a - Unknqm -), Mate'rnal exposure during pregnancy (1d - Unknown - ), Migraine (CX-024414)] (S - COVID-19 immunisation -
E’ 10009483499 (n/a - Unknown - ), Nausea (n/a - Unknown - ), Pain in extremity (n/a - Unknown - ), Pyrexia (n/a - Unknown - ) Unknown - [1/a - 1{DF’} - Unknown])
?__’).
§ click or scan | - COVID-19 MRNA VACCINE MODERNA (CX-
% 1085 3 Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Chills (n/a - Recovered/Resolved - |024414) [COVID-19 MRNA VACCINE MODERNA
a EU-EC- Professional Years ), Exposure during pregnancy (1d - Recovered/Resolved - ), Pyrexia (40h - Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation -
g 10009483466 Unknown - [n/a - 1{DF} - Unknown])
[}
g click or scan | = Non
g 1086 2021-07- Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a - COMIRNATY [TOZINAMERAN] (S- COVID-19
g 10(%[;2;%—6 . 26 Professional Years Unknown - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
>
© click or scan | ; Non
§ 1087 e %221_07_ Healthcare ~ [EEA ;8'64 Female |Abortion spontaneous (4d - Unknown - Other Medically Important Condition) ;(/)MIENAE/Y [TOZINAI\SIERAN] (8- Immunisation -
1 10009;‘ 82;‘ . : Professional ears a - [n/a - n/a - Intramuscular])
o
T
E click or scan || COVID-19 MRNA VACCINE MODERNA (CX-
] o 2021-07- Non 18-64 Abortion spontaneous (1d - Recovered/Resolved - Other Medically Important Condition), Exposure during pregnancy (1d - 024414) [COVID-19 MRNA VACC[NE MODERNA
£7/1088 Healthcare Non EEA Female AR . (CX-024414)] (S- COVID-19 immunisation -
2 EU-EC- 26 Professional Years Recovered/Resolved - ), Vaccination site pain (n/a - Unknown - ) Unkn. - SmL - 1 dlar - More i
= 10009481874 rofession: own - [n/a- . - Intramuscular - More in
g ICSR])
g click or scan | - COVID-19 MRNA VACCINE MODERNA (CX-
S 1089 2021-07-|Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Maternal exposure during 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 26 Professional Years pregnancy (1d - Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation - Not
10009479096/ ; applicable - [n/a - 1{DF} - Intramuscular])
click or scan
F- Non s
1090, EU-EC- 2021-07 | ealthcare  |EEA 18-64 g male |Abortion spontaneous (n/a - Unknown - Other Medically Important Condition) SPIKEVAX (S - Immunisation - n/a - [n/a - n/a -
10009479091 26 Professional Years Intramuscular])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009484114&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009484077&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009483905&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009483499&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009483466&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009482687&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009482454&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009481874&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009479096&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009479091&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp! Qualification or Group ex Route])
Date Regulatory
Purposes
o
IN
o
«
-
—
ch
—
[0}
©®
(a)
3
[2]
5 click or scan |- Non
@ 1091 | Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a- |TOZINAMERAN [TOZINAMERAN] (S- COVID-19
-§ EU-EC- Professional Years Unknown - Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
g 10009477095
3 click or scan |- Non
% 1092 p | Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Blood pressure fluctuation (n/a - COMIRNATY [TOZINAMERAN] (S- COVID-19
= EU-EC- Professional Years Recovering/Resolving - ), Maternal exposure during pregnancy (n/a - Unknown - ), Pyrexia (n/a - Recovering/Resolving - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
‘(>; 10009476471
5
o click or scan | Non COVID-19 VACCINE JANSSEN (AD26.COV2.S)
] 1093 | Healtheare EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a- |[COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
5 EU-EC- Professional Years Unknown - ) COVID-19 immunisation - Not applicable - [n/a -
3 10009476455 1{DF} - n/a])
<
o}
a click or scan | Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
S 1094 | Health Non EEA 18-64 Femal Abortion spontaneous (n/a - Not Recovered/Not Resolved - Congenital Anomaly), Maternal exposure during pregnancy (n/a [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
ko EU-EC- rofossonal | Years | 0 |- Unknown - Congenital Anomaly) (CHADOX1 NCOV-19)] (S- 1v/a - Unknown - [1/a -
% 10009474806, n/a - n/a])
=) . 5
% dlick or sea 312021-07- Non 18-64 Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition), Maternal exposure during EOCE)/I\I/?-II;) E&ﬁ%ﬁ%%&%ﬁ
2 1095 BU-EC- Healthcare Non EEA Years Female |pregnancy (n/a - Unknown - Other Medically Important Condition), Palpitations (n/a - Unknown - Other Medically Important (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
h] Professional Condition)
g 10009474777 n/a - n/aJ)
® t
% click or scan | E i N COVID-19 VACCINE ASTRAZENECA (CHADOX1
S 2021-07-|Non 18-64 . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
S 1096| EU-EC- * 24 Healthgare Non EEA  [years |Female %A%le;ﬂls (2d - Unknown - Congenital Anomaly), Maternal exposure during pregnancy (n/a - Unknown - (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
g8 10009474727 Professional S Y /a - n/a])
=
2
click or scan | =
% lick Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
= ] -07- - Abortion spontaneous (n/a - overe solved Wit ae - er C: ortant Condition), Maternal exposure -
5 lioo7 2021-07 Healthcare  [Non EEA 18-64 Female D n/a - Rec d/Resolved With lae - Other Medically Imp: Condition), Maternal exp NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 24 Professional Years during pregnancy (n/a - Unknown - Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10009474714 olessiona /a - n/a))
click or scan |3 Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
1098 i12021-07- Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovering/Resolving - Congenital Anomaly, Other Medically Important Condition), Maternal |[NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 24 Professional Years exposure during pregnancy (n/a - Unknown - Congenital Anomaly, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10009474554 n/a - n/aJ)

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf



https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009477095&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009476471&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009476455&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009474806&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009474777&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009474727&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009474714&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009474554&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# BU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt lificati for G Sex Rout
Date Qualification Regulatory roup oute])
Purposes
click or scan |~ COVID-19 VACCINE ASTRAZENECA (CHADOX1
b 1099 il 12021-07- | Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved With Sequelae - ), Abortion spontaneous (n/a - Unknown - ), Maternal  |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
S EU-EC-  |& 24 Professional Years exposure during pregnancy (n/a - Unknown - ) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
:!' 10009474539| & n/a - n/aJ)
ch
"c_L; click or scan | ; . COVID-19 VACCINE ASTRAZENECA (CHADOX1
g 1100 ¥ 2021-07- |Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Fatal - Results in Death), Headache (4d - Recovered/Resolved - Results in Death), Immunisation [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
- EU-EC- ; x |24 Professional Years (n/a - Unknown - Results in Death), Pyrexia (n/a - Unknown - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
§ 10009473957 n/a - n/a])
£
9& click or scan : Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
-‘é 1101 2021-07- Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Heavy menstrual bleeding (6d - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: EU-EC- o 24 Professional Years Recovering/Resolving - Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
g 10009473884 ofessio n/a - n/a))
% click or scan | =4 _ . .\ .
Sl1102 : Eonlth Non EEA 1864 [pea Abortion spontaneous (n/a - Unknown - Disabling, Other Medically Important Condition), Maternal exposure during TOZINAMERAN [TOZINAMERAN] (S- COVID-19
= EU-EC- Pre(?fessciz(i)rr(:al on Years | S |pregnancy (n/a - Unknown - Disabling, Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
'§ 10009470886
L_L! Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Fatigue (n/a - Not Recovered/Not Resolved -
?<-_>) click or scan Other Medically Important Condition), Fatigue (n/a - Unknown - Other Medically Important Condition), Headache (n/a -
5 click or scan | 5 R ; " ; R R ;
3 5021-07- | Healthcare 18-64 Unknf)}m Other Medlf:a]ly Important Coqdltlon), Hf:avy menstrual bleedmg (n/a Unknov&fn' Other Medically Impoﬁmt TOZINAMERAN [TOZINAMERAN] (S- COVID-19
« (1103 EU-EC- . 0L Professional Non EEA Vears Female |Condition), Hypothyroidism (n/a - Recovering/Resolving - Other Medically Important Condition), Intermenstrual bleeding (n/a immunisation - Not applicable - [1d - n/a - n/a])
g 10009472219 ; - Unknown - Other Medically Important Condition), Menstruation delayed (11d - Recovered/Resolved - Other Medically PP
= Important Condition), Muscle spasms (n/a - Recovering/Resolving - Other Medically Important Condition), Somnolence (n/a -
g Unknown - Other Medically Important Condition)
€ click or scan | & % Abortion spontaneous (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation, Other COVID-19 MRNA VACCINE MODERNA (CX-
% w23t |2021-07- |Healthcare 18-64 Medically Important Condition), Disseminated intravascular coagulation (n/a - Not Recovered/Not Resolved - Life 024414) [COVID-19 MRNA VACCINE MODERNA
‘gﬂ 1104 EU-EC- : ; % (23 Professional Non EEA Years Female Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Maternal exposure during pregnancy — |(CX-024414)] (S- COVID-19 immunisation -
%':) 10009470264 (1d - Recovered/Resolved - Life Threatening, Caused/Prolonged Hospitalisation) Unknown - [n/a - 1{DF} - Intramuscular])
>
] click or scan |- COVID-19 MRNA VACCINE MODERNA (CX-
% 1105 2021-07- |Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Exposure during 024414) [COVID-19 MRNA VACCINE MODERNA
w® EU-EC- 23 Professional Years pregnancy (n/a - Not Recovered/Not Resolved - ) (CX-024414)] (S- COVID-19 immunisation - Not
% 10009469974 applicable - [n/a - 1{DF} - Intramuscular])
£
s click or scan |+ COVID-19 MRNA VACCINE MODERNA (CX-
fé’. 1106 2021-07-|Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Haemorrhage in pregnancy (n/a - |024414) [COVID-19 MRNA VACCINE MODERNA
? EU-EC- 23 Professional Years Recovered/Resolved - Other Medically Important Condition), Maternal exposure during pregnancy (1d - Recovered/Resolved - )|(CX-024414)] (S- COVID-19 immunisation -
2 10009469615| ; Unknown - [n/a - 1{DF} - Intramuscular])
ko
s click or sean |3 Non COVID-19 MRNA VACCINE MODERNA (CX-
O 2021-07- 18-64 Abortion spontaneous (4d - Recovered/Resolved - Congenital Anomaly, Other Medically Important Condition), Maternal ~ |024414) [COVID-19 MRNA VACCINE MODERNA
1107 Healthcare Non EEA Female
EU-EC- |4 23 Professional Years exposure during pregnancy (n/a - Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation -
10009469431/ § Unknown - [n/a - 1{DF} - Unknown])
click or scan | = COVID-19 MRNA VACCINE MODERNA (CX-
1108 . 2021-07- EZ; e NonEEA 11864 |Female Abortit;l spontaneous (/a - Not Re;/overes/anot Res%lged - Qolrlgenital lAnomaly, Other Medically Important Condition), ?é?éfiﬁ}“gléo@%vm i\i/(l)gl?lli\llft\IA
10(5)[;;1]29—2 ok (23 Professional Years Maternal exposure during pregnancy (n/a - Unknown - Congenital Anomaly) applicable - [n/a - 1{DF} - Unknown])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf



https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009474539&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009473957&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009473884&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009470886&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009472219&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009470264&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009469974&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009469615&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009469431&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009469221&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# ﬁ;‘l))c;l ICSR Form g:z::::y Source Sozuntry Age g:;lent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Qualification Group Route])
Date Regulatory
Purposes
click or scan |+ Non
< 2021-07- 18-64 . . . ) . COMIRNATY [TOZINAMERAN] (S - COVID-19
N - - . . .
1109 EU-EC- 23 Healthgare EEA Vears Female [Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition) immunisation - n/a - [/a - 14DF? - Intramuscular
N Professional
- 10009467556
—
< lick
di click or scan C )
& 289 5021-07- Non 18-64 ) o COMIRNATY [TOZINAMERAN] (S- COVID-19
Q1110 EU-EC- : 3 Healthcare EEA Vears Female [Abortion spontaneous (n/a - Recovered/Resolved - Caused/Prolonged Hospitalisation) immunisation - Not applicable - [27d - 2{DF} -
g 10009467400 : Professional Intramuscular])
%]
=
g_ Abdominal pain (n/a - Not Recovered/Not Resolved - Life Threatening, Other Medically Important Condition), Abortion
2 spontaneous (n/a - Not Recovered/Not Resolved - Life Threatening, Other Medically Important Condition), Anticoagulant
8 therapy (n/a - Not Recovered/Not Resolved - Life Threatening, Other Medically Important Condition), Chills (n/a - Not
Recovered/Not Resolved - Life Threatening, Other Medically Important Condition), Embolism (n/a - Unknown - Life
g Threatening, Other Medically Important Condition), Exposure during pregnancy (n/a - Not Recovered/Not Resolved - Life
) click or scan | Threatening, Other Medically Important Condition), Fatigue (n/a - Not Recovered/Not Resolved - Life Threatening, Other COVID-19 VACCINE JANSSEN (AD26.COV2.5)
&8 it 2021-07-|Healthcare Non EEA 18-64 Female Medically Important Condition), Iron deficiency anaemia (n/a - Unknown - Life Threatening, Other Medically Important [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
S EU-EC- 23 Professional Years Condition), Nausea (n/a - Not Recovered/Not Resolved - Life Threatening, Other Medically Important Condition), Pain (n/a- |Immunisation - Not applicable - [n/a - n/a -
3 10009466955 Not Recovered/Not Resolved - Life Threatening, Other Medically Important Condition), Pelvic venous thrombosis (n/a - Not  [Intramuscular])
5 Recovered/Not Resolved - Life Threatening, Other Medically Important Condition), Pyrexia (n/a - Unknown - Life
i Threatening, Other Medically Important Condition), Thrombosis (n/a - Unknown - Life Threatening, Other Medically
g Important Condition), Ultrasound antenatal screen abnormal (n/a - Not Recovered/Not Resolved - Life Threatening, Other
5 Medically Important Condition), Vaginal haemorrhage (n/a - Unknown - Life Threatening, Other Medically Important
& Condition), Vomiting (n/a - Not Recovered/Not Resolved - Life Threatening, Other Medically Important Condition)
©
® .
a click or scan | COVID-19 MRNA VACCINE MODERNA (CX-
g 112 2021-07-|Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Maternal exposure during 024414) [COVID-19 MRNA VACCINE MODERNA
5 EU-EC- 23 Professional Years pregnancy (n/a - Not Recovered/Not Resolved - ) (CX-024414)] (S- COVID-19 immunisation -
= 10009466783 Unknown - [n/a - 1{DF} - Intramuscular])
=) click or scan | - COVID-19 MRNA VACCINE MODERNA (CX-
% 113 Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Foetal death (n/a - Unknown - Other 024414) [COVID-19 MRNA VACCINE MODERNA
2 EU-EC- Professional Years Medically Important Condition), Maternal exposure during pregnancy (1d - Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation -
o 10009465840 Unknown - [n/a - 1{DF} - Intramuscular])
% lick or scan | = COVID-19 MRNA VACCINE MODERNA (CX-
® click or scan | . .. .
11114 2021-07- Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Exposure during pregnancy (n/a - [024414) [COVID-19 MRNA VACCINE MODERNA
E EU-EC- 23 Professional Years Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation -
£ 10009465101 Unknown - [n/a - 1{DF} - Intramuscular])
>
=3
E click or scan | COVID-19 MRNA VACCINE MODERNA (CX-
P 2021-07- Non 18-64 Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Haemorrhage (n/a - 024414) [COVID-19 MRNA VACCINE MODERNA
1115 Healthcare Non EEA Female - - . .. . . s
-EC- . ears OVerin, ving - er cally Important Condition), Maternal exposure during pregnancy (n/a - oW - e - 1immunisation -
g EU-EC 23 Professional Y Rec 1 Other Medically I Condi M 1 duri n/a - Unkny (CX-024414)] (S- COVID-19
g 10009462995 Unknown - [n/a - 1 {DF} - Unknown])
(¢}
click or scan |-
% [2021-07- | Healtheare 18-64 . . . COMIRNATY [ TOZINAMERAN] (S- COVID-19
1116 EU-EC- 53 Professional EEA Vears Female [Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition) immunisation - Not applicable - [n/a - 1{DF} -
10000462754 Intramuscular])
click or scan |+
_ Non
2021-07- Not . . . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
- . - - . . . .
1117 EU-EC- 23 Eﬁ;k;;zrgal Non EEA Specified Female [Abortion spontaneous (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
10009462024 ]

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009467556&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009467400&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009466955&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009466783&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009465840&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009465101&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009462995&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009462754&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009462024&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gateyvay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
click or scan | ?
< 2021-07-|Healthcare 18-64 . ) . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
IN / - ed/Re: - . L .
S 1118 EU-EC- 23 Professional Non EEA Vears Female [Abortion spontaneous (5d - Recover solved - Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
- 10009461528 i
—
= lick COVID-19 MRNA VACCINE MODERNA (CX:
% clcorsean | . 2021-07- Non 18-64 Abortion spontaneous (1d- Recovering/Resolving - Other Medically Important Condition), Maternal exposure during breast 024414) [COVID-19 MRNA VACCINE M(()DE_RN A
Q1119 Healthcare Non EEA Female |feeding (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (1d - . L
= EU-EC- 23 Professional Years Recovered/Resolved - Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
§ 10009459806 Y 1mp applicable - [n/a - 1{DF} - Intramuscular])
£
9& click or scan | = COVID-19 MRNA VACCINE MODERNA (CX-
= 4 (2021-07-|Healthcare 18-64 Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Exposure during pregnancy (n/a - |024414) [COVID-19 MRNA VACCINE MODERNA
RBl1120 Non EEA Female
: EU-EC- 22 Professional Years Recovered/Resolved - ), Muscle spasms (n/a - Recovered/Resolved - ), Vaginal haemorrhage (n/a - Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation - Not
g 10009459773 b applicable - [n/a - 1{DF} - Intramuscular])
% click or scan | COVID-19 MRNA VACCINE MODERNA (CX-
Sl1121 2021-07-|Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Exposure during 024414) [COVID-19 MRNA VACCINE MODERNA
S EU-EC- 22 Professional Years pregnancy (1d - Recovered/Resolved - ), First trimester pregnancy (n/a - Not Recovered/Not Resolved - ) (CX-024414)] (S- COVID-19 immunisation - Not
%’ 10009458586 applicable - [n/a - 1{DF} - Intramuscular])
>
- . .Abortion spontaneous - - 5 5
© click or scan || Abortion spontaneous (n/a - Recovered/Resolved - Caused/Prolonged Hosplta}lsaFlor} Other Medically Important Condition). COVID-19 MRNA VACCINE MODERNA (CX-
O E—— Exposure during pregnancy (n/a - Recovered/Resolved - Caused/Prolonged Hospitalisation), Foetal heart rate abnormal (n/a -
5 2021-07- |Healthcare 18-64 o . 024414) [COVID-19 MRNA VACCINE MODERNA
1122 . Non EEA Female [Recovered/Resolved - Caused/Prolonged Hospitalisation), Infection (n/a - Recovered/Resolved - Caused/Prolonged . L
3 EU-EC- 22 Professional Years L ) Y . (CX-024414)] (S- COVID-19 immunisation - Not
o 10009457702 Hospitalisation), Pyrexia (n/a - Recovered/Resolved - Caused/Prolonged Hospitalisation), Sepsis (n/a - Recovered/Resolved - applicable - [n/a - 1{DF} - Intramuscular])
g Caused/Prolonged Hospitalisation, Other Medically Important Condition) PP
- . Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Haemorrhagic ovarian cyst (n/a -
g click or scan | - Recovered/Resolved - Congenital Anomaly, Other Medically Important Condition), Intentional dose omission (n/a - COVID-19 MRNA VACCINE MODERNA (CX-
€123 Healthcare |\ pry 1864 o e [RecoveredResolved - ), Maternal exposure during pregnancy (1d - Recovered/Resolved - Congenital Anomaly), Nausea (n/a - |024414) [COVID-19 MRNA VACCINE MODERNA
£ EU-EC- Professional Years Recovered/Resolved - Congenital Anomaly), Ovarian cyst ruptured (n/a - Recovered/Resolved - Congenital Anomaly, Other ~ |(CX-024414)] (S- COVID-19 immunisation - Drug
5 10009457416 Medically Important Condition), Pelvic pain (n/a - Recovered/Resolved - Congenital Anomaly) withdrawn - [n/a - 1{DF} - Intramuscular])
e}
% click or scan |- COVID-19 MRNA VACCINE MODERNA (CX-
%‘ 1124 Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (1d- (024414) [COVID-19 MRNA VACCINE MODERNA
b EU-EC- Professional Years Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation - Not
é 10009457131 applicable - [n/a - 1{DF} - Intramuscular])
o
Rl i b -
1S lick or scan Abdominal pain (n/a - Recovered/Resolved - Congenital Anomaly), Abortion spontaneous (n/a - Recovered/Resolved - COVID-19 MRNA VACCINE MODERNA (CX
i Healthcare 18-64 . . L - 024414) [COVID-19 MRNA VACCINE MODERNA
X (1125 EU-EC Professional Non EEA Vears Female [Congenital Anomaly, Other Medically Important Condition), Maternal exposure during pregnancy (n/a - Recovered/Resolved - (CX-024414)] (S- COVID-19 immunisation - Not
1] - -~ . . . = - -
g 10009457018 Congenital Anomaly), Vaginal haemorrhage (n/a - Recovered/Resolved - Congenital Anomaly) applicable - [n/a - 1{DF} - Intramuscular])
o
% click or scan |
thcare - Abortion spontaneous (n/a - Recovered/Resolved Wit ae - rolon; ospitalisation, er cal . VALY - -
26 Health Non EEA 11864 |Fermal n/a - Recovered/Resolved With Sequelae - Caused/Prolonged Hospitalisation, Other Medically TOZINAMERAN [TOZINAMERAN] (S - COVID-19
5 10(%[;22%-6 % Professional on Years cmale Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
click or scan | - COVID-19 MRNA VACCINE MODERNA (CX-
127 2021-07-|Healthcare Non EEA 18-64 Female Abortion spontaneous (1d - Recovered/Resolved - Other Medically Important Condition), Maternal exposure during 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 22 Professional Years pregnancy (1d - Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation - Not
10009456590 applicable - [n/a - 1{DF} - Intramuscular])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf



https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009461528&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009459806&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009459773&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009458586&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009457702&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009457416&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009457131&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009457018&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009456699&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009456590&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Date Qualification Regulatory Group Route])
Purposes
click or scan | ]
b 1128 2021-07-|Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a- |COMIRNATY [TOZINAMERAN] (S- COVID-19
S EU-EC- 22 Professional Years Unknown - Other Medically Important Condition) immunisation - n/a - [n/a - n/a - n/a])
:' 10009456582
c‘_.v'a
@ click or scan | ; = COVID-19 MRNA VACCINE MODERNA (CX-
g 1129 2021-07-|Healthcare Non EEA 18-64 Female Abortion induced (n/a - Recovered/Resolved - ), Abortion spontaneous (n/a - Recovered/Resolved - Other Medically 024414) [COVID-19 MRNA VACCINE MODERNA
- EU-EC- % (22 Professional Years Important Condition), Anembryonic gestation (n/a - Unknown - ), Exposure during pregnancy (1d - Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation - Not
3 10009455914 applicable - [n/a - 1{DF} - Intramuscular])
[2]
=
Q .
@ click or sean | Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Exposure during pregnancy (n/a - Not COVID-19 MRNA VACCINE MODERNA (CX-
= 2021-07- |Healthcare 18-64 o 024414) [COVID-19 MRNA VACCINE MODERNA
®B|1130 : Non EEA Female |Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Foetal heart rate abnormal (n/a - Not Recovered/Not Resolved - . L
: EU-EC- 22 Professional Years Ca rolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation -
g 10009455799 used/Prolonged Hosp Unknown - [n/a - 1 {DF} - Intramuscular])
g click or scan | 3
S e - ) [2021-07- Non 18-64 COMIRNATY [TOZINAMERAN] (S- COVID-19
B|1131 EU-EC 2 Healthcare EEA Vears Female [Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition) immunisation - Not applicable - [1d - 1{DF} -
> e Professional Int ular])
< rofession: ntramuscular
5 10009454747
>
Lu .
% dickorsam | : 2021-07- |Healthcare 18-64 o COMIRNATY [TOZINAMERAN] (S- COMD-19
A : i - - - - - -
3 1132 EU-EC- 22 Professional EEA Vears Female |Abortion spontaneous (n/a - Recovered/Resolved - Caused/Prolonged Hospitalisation) }E?TNT]LSS?&O;])NN applicable - [1d - 1{DF}
% 10009454648
o
5 click or scan W COVID-19 MRNA VACCINE MODERNA (CX-
o 133 xdl (2021-07-|Healthcare Non EEA 18-64 Female Abortion spontaneous (1d - Recovered/Resolved - Other Medically Important Condition), Exposure during pregnancy (1d- |024414) [COVID-19 MRNA VACCINE MODERNA
£ EU-EC- 22 Professional Years Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation - Not
5 10009454422 ; applicable - [n/a - 1{DF} - Intramuscular])
=)
e}
%_; click or scan | ; Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Erythema (3d - COVID-19 MRNA VACCINE MODERNA (CX-
>|1134 2021-07- |Healthcare Non EEA 18-64 Female Recovered/Resolved - ), Exposure during pregnancy (1d - Recovered/Resolved - ), Mobility decreased (3d - Recovered/Resolved -|024414) [COVID-19 MRNA VACCINE MODERNA
] EU-EC- x (22 Professional Years ), Pain (3d - Recovered/Resolved - ), Pain of skin (3d - Recovered/Resolved - ), Peripheral swelling (3d - Recovered/Resolved - |(CX-024414)] (S- COVID-19 immunisation -
g 10009453477 ), Thrombosis (n/a - Recovered/Resolved - Other Medically Important Condition) Unknown - [n/a - 1{DF} - Intramuscular])
s
% click or scan | COVID-19 MRNA VACCINE MODERNA (CX-
£ 135 Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Maternal exposure during 024414) [COVID-19 MRNA VACCINE MODERNA
= EU-EC- 43 Professional Years pregnancy (n/a - Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation - Not
fé’. 10009453440 ; applicable - [n/a - 1{DF} - Intramuscular])
=
_é‘ click or scan |- _- COVID-19 MRNA VACCINE MODERNA (CX-
B 1136 el (2021-07- |Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved - Caused/Prolonged Hospitalisation, Other Medically Important Condition),|024414) [COVID-19 MRNA VACCINE MODERNA
g EU-EC- 22 Professional Years Placental disorder (n/a - Recovered/Resolved - Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
O 10009453400 : applicable - [n/a - 1{DF} - Unknown])
click or scan | g
% 2021-07- Non 18-64 TOZINAMERAN [TOZINAMERAN] (S- COVID-19
1137 EU-EC- (5o Healthcare  [Non EEA Vears |Female |Abortion spontaneous (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
10009452824 : Professional

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf



https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009456582&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009455914&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009455799&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009454747&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009454648&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009454422&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009453477&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009453440&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009453400&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009452824&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# ENU Lll))cal ICSR Form l(gateyvz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber D:::lp Qualification l;)ergulatory Group ex Route])
Purposes
click or scan | - Non
b 1138 2021-07- Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovering/Resolving - Caused/Prolonged Hospitalisation, Disabling), Maternal exposure during | TOZINAMERAN [TOZINAMERAN] (S - COVID-19
S EU-EC- 22 Professional Years pregnancy (n/a - Unknown - Caused/Prolonged Hospitalisation, Disabling) immunisation - Not applicable - [1d - n/a - n/a])
4| |10009451561 ; rofession
ch
o click or scan |-
[J] LCHCK OF SCall MRN
g 1139 - le]l(e):l theare EEA 18-64 Female Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition), Exposure during pregnancy (n/a ﬁéﬁm[(?;(%?ﬁgl #) (Si“n\//?.cg/le{\l.E[l d-n/a-
— EU-EC- Professional Years - Recovering/Resolving - Other Medically Important Condition) N
3 10009451200/ & rolessiona a)
g
Q .
o click or scan | : Non
'§ 1140 EU-EC- "[Healthcare ~ [Non EEA lYi;?: Female [Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition) mﬁ%&gozﬁgﬁﬁfﬁﬂng: S/;]\)/[D-lg
g 10009450636 Professional i
% click or scan |- Non
B1141 202107 | ealthcare (Non EEA | 18°%* |Female |Abortion spontaneous (1d - Recovered/Resolved - Other Medically Important Condition) TOZINAMERAN [TOZINAMERAN] (S - COVID-19
> EU-EC- 22 Professional Years immunisation - Not applicable - [1d - n/a - n/a])
§ 10009450571
u Abortion spontaneous (n/a - Recovered/Resolved - Caused/Prolonged Hospitalisation, Disabling, Other Medically Important
?<-_>) click or scan |+ Non Condition), Exposure to vaccinated person (n/a - Unknown - Caused/Prolonged Hospitalisation, Disabling, Other Medically
§ 1142 2021-07- Healthcare Non EEA Not Female Important Condition), Heavy menstrual bleeding (n/a - Unknown - Caused/Prolonged Hospitalisation, Disabling, Other TOZINAMERAN [TOZINAMERAN] (S- COVID-19
o EU-EC- 22 Professional Specified Medically Important Condition), Menstrual disorder (n/a - Unknown - Caused/Prolonged Hospitalisation, Disabling, Other immunisation - Not applicable - [n/a - n/a - n/a])
g 10009450508 Medically Important Condition), Vaccine bacteria shedding (n/a - Not Recovered/Not Resolved - Caused/Prolonged
g Hospitalisation, Disabling, Other Medically Important Condition)
o click or scan | Non
£ -07- - -
% 1143 2021-07 Healthcare Non EEA 18-64 Female [Abortion spontaneous (n/a - Unknown - Congenital Anomaly) TOZINAMERAN [TOZI.NAMERAN] (S- COVID-19
8 EU-EC- 22 Professional Years immunisation - Not applicable - [1d - n/a - n/a])
<% 10009449649
e}
%‘ lick or scan | gt 2021-07-|Health 18-64 Abortion spontaneous (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation, Congenital Anomaly, Other gﬁ[ 3 19 I\%IVAI (UNEM A \IXODERNICI (gl(::lﬂ\l A
< 1144 -07- t care Non EEA - Female |Medically Important Condition), Exposure during pregnancy (n/a - Not Recovered/Not Resolved - Caused/Prolonged ) [CO 9 . CUNE . O
g EU-EC- : 22 Professional Years Hospitalisation. Congenital Ano;nal ) (CX-024414)] (S- COVID-19 immunisation - Not
g 10009449359 P » onge Y applicable - [/a - 1 {DF} - Intramuscular])
[a]
Rl
IS click or scan | = Non
= 1145 2021-07- Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Maternal exposure during TOZINAMERAN [TOZINAMERAN] (S- COVID-19
fé’. EU-EC- ; 22 Professional Years pregnancy (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
E 10009447977/
5
B click or scan | ==, Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
g 1146 2021-07- Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Maternal exposure during NCOV-19) [COVID-19 VACCINE ASTRAZENECA
O EU-EC- 21 Professional Years pregnancy (n/a - Unknown - Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10009445905 n/a - n/aJ)
click or scan COVID-19 MRNA VACCINE MODERNA (CX-
2021-07-|Healthcare 18-64 Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Exposure during 024414) [COVID-19 MRNA VACCINE MODERNA
1147 Non EEA Female
EU-EC- 21 Professional Years pregnancy (n/a - Not Recovered/Not Resolved - ) (CX-024414)] (S- COVID-19 immunisation -
10009445670 Unknown - [n/a - 1{DF} - Intramuscular])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009451561&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009451200&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009450636&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009450571&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009450508&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009449649&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009449359&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009447977&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009445905&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009445670&_xpt=1&_xf=pdf
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Primary
EY Primar: Source Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gateyvay Sourcey Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indilzation PT- Act%on ta%(en - EDurgtion - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
click or scan | 8% COVID-19 MRNA VACCINE MODERNA (CX-
b 1148 Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Exposure during pregnancy (n/a - |024414) [COVID-19 MRNA VACCINE MODERNA
S EU-EC- Professional Years Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation - Not
:'i' 10009444717 applicable - [n/a - 1{DF} - Unknown])
oh
; click or scan | - COVID-19 MRNA VACCINE MODERNA (CX-
g 1149 Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved - Disabling, Other Medically Important Condition), Maternal exposure 024414) [COVID-19 MRNA VACCINE MODERNA
e EU-EC- Professional Years before pregnancy (n/a - Recovered/Resolved - Disabling) (CX-024414)] (S- COVID-19 immunisation - Not
§ 10009444257 applicable - [n/a - 1{DF} - Unknown])
£
S
R click or scan | - Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Arthralgia (n/a - Not Recovered/Not
Eli1so : 1112:1 teare INomEEA 1864 |pormale Resolved -). Axillary pain (n/a - Not RecoveredNot Resoived - ), Chill (1d - RecoveredResolved - ), Discomfort (n/a - fozﬁﬁwoﬁgsﬂﬁfﬁﬁﬂg: S/gvﬁ) ! Z
: EU-EC- Professional Years Unknown - ), Ectopic pregnancy (n/a - Recovered/Resolved - Other Medically Important Condition), Pain in extremity (n/a - in ICSR])
g 10009443410 Recovering/Resolving - ), Pyrexia (1d - Recovered/Resolved - ), Vaccination site pain (n/a - Recovering/Resolving - )
% click or scan | COVID-19 MRNA VACCINE MODERNA (CX-
S|1151 Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Congenital Anomaly, Other Medically Important Condition), Maternal exposure  |024414) [COVID-19 MRNA VACCINE MODERNA
S EU-EC- ; Professional Years before pregnancy (n/a - Recovered/Resolved - Congenital Anomaly) (CX-024414)] (S- COVID-19 immunisation - Not
%’ 10009442537 applicable - [n/a - 1{DF} - Intramuscular])
>
m
3 dlick or sean | Abortion spontaneous (n/a - Recovered/Resolved - Congenital Anomaly, Other Medically Important Condition), Exposure COVID-19 MRNA VACCINE MODERNA (CX-
2 |u1s2 2021-07- Healthcare Non EEA 18-64 Female |during pregnancy (n/a - Recovered/Resolved - Congenital Anomaly) 024414) [COVID-19 MRNA VACCINE MODERNA
8 EU-EC- 21 Professional Years S pregnancy & Y (CX-024414)] (S- COVID-19 immunisation -
% 10009442429, i Unknown - [n/a - 1 {DF} - Intramuscular])
o
IS click or scan |z COVID-19 MRNA VACCINE MODERNA (CX-
o 1153 2021-07-|Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Maternal exposure during 024414) [COVID-19 MRNA VACCINE MODERNA
£ EU-EC- 21 Professional Years pregnancy (n/a - Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation - Not
g 10009442312 applicable - [n/a - 1{DF} - Intramuscular])
=)
e}
% click or scan | ; COVID-19 MRNA VACCINE MODERNA (CX-
%. 1154 et |2021-07- | Healthcare Non EEA 18-64 Female Abdominal pain (n/a - Recovered/Resolved - ), Abortion spontaneous (1d- Recovered/Resolved - Other Medically Important (024414) [COVID-19 MRNA VACCINE MODERNA
c EU-EC- ; e (21 Professional Years Condition), Exposure during pregnancy (1d - Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation -
% 10009442306 Unknown - [n/a - 1 {DF} - Intramuscular])
s
% click or scan |+ Non COVID-19 MRNA VACCINE MODERNA (CX-
£ 1155 2021-07- Healthcare Non EEA Not Female Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Exposure during pregnancy (n/a - |024414) [COVID-19 MRNA VACCINE MODERNA
_Sm_ EU-EC- 21 Professional Specified Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation -
=2 10009442289 Unknown - [n/a - 1{DF} - Intramuscular])
=
2 click or scan |- N COVID-19 MRNA VACCINE MODERNA (CX-
B 1156 2021-07- ng;ll theare Non EEA Not Female Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Exposure during pregnancy (n/a - |024414) [COVID-19 MRNA VACCINE MODERNA
g EU-EC- 21 Professional Specified Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation -
O 10009442218 Unknown - [n/a - 1{DF} - Unknown])
click or scan | - COVID-19 MRNA VACCINE MODERNA (CX-
157 2021-07-|Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a- |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 21 Professional Years Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation -
10009442088 Unknown - [n/a - 1{DF} - Intramuscular])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf



https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009444717&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009444257&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009443410&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009442537&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009442429&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009442312&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009442306&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009442289&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009442218&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009442088&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU Lll))cal ICSR Form l(gateyvz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp Qualification or Group ex Route])
Date Regulatory
Purposes
Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Chills (n/a - Recovered/Resolved -
o click or scan |- ), Dizziness (n/a - Recovered/Resolved - ), Dyspepsia (n/a - Recovered/Resolved - ), Exposure during pregnancy (n/a - COVID-19 MRNA VACCINE MODERNA (CX-
5] 1158 Healthcare Non EEA 18-64 Female Recovered/Resolved - ), Headache (n/a - Recovered/Resolved - ), Injection site pruritus (n/a - Recovered/Resolved - ), Injection |024414) [COVID-19 MRNA VACCINE MODERNA
“_7" EU-EC- Professional Years site rash (n/a - Recovered/Resolved - ), Nausea (n/a - Recovered/Resolved - ), Pain (n/a - Recovered/Resolved - ), Pain in (CX-024414)] (S- COVID-19 immunisation - Not
i 10009441892 extremity (n/a - Recovered/Resolved - ), Paraesthesia (n/a - Recovered/Resolved - ), Pyrexia (n/a - Recovered/Resolved - ), Rash|applicable - [n/a - 1{DF} - Unknown])
oh
- (n/a - Recovered/Resolved - )
»
g click or scan | ; : COVID-19 MRNA VACCINE MODERNA (CX-
= *2021-07- |Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved - Caused/Prolonged Hospitalisation), Exposure during pregnancy (1d - 024414) [COVID-19 MRNA VACCINE MODERNA
3 EU-EC- x (21 Professional Years Recovered/Resolved - Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation -
{’5’ 10009441703 Unknown - [n/a - 1 {DF} - Intramuscular])
o
'§ lick or sea Healthcare 18-64 Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Complication associated with gl‘l 3)1[9 G)VIDAf g%?&ggl@ﬁé%ém A
1160 . Non EEA Female |[device (n/a - Recovered/Resolved - ), Exposure during pregnancy (n/a - Recovered/Resolved - ), High risk pregnancy (n/a - . L
EU-EC  |¢ Professional Years RecoveredResolved - ), Pyrexia (n/a - Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation - Not
g 10009441623 ’ applicable - [n/a - 1{DF} - Intramuscular])
g click or scan | Abortion spontaneous (/a - Recovered/Resolved - Congenital Anomaly, Other Medically Important Condition), COVID-19 MRNA VACCINE MODERNA (CX-
S 161 2021-07-|Healtheare |\ o |18-64 | Anembryonic gestation (n/a - Recovered/Resolved - Congenital Anomaly, Other Medically Important Condition), Chills (W/a - |024414) [COVID-19 MRNA VACCINE MODERNA
g EU-EC- 21 Professional | 0% Years | o€ |Recovered/Resolved - ), Fatigue (n/a - Recovered/Resolved - ), Maternal exposure during delivery (n/a - Recovered/Resolved -), |(X-024414)] (S- COVID-19 immunisation - Not
= 10009441305 Pain (n/a - Recovered/Resolved - ) applicable - [n/a - 1 {DF} - Intramuscular])
@
% click or scan | - COVID-19 MRNA VACCINE MODERNA (CX-
3 162 2021-07- Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Maternal exposure 024414) [COVID-19 MRNA VACCINE MODERNA
% EU-EC- 21 Professional Years during pregnancy (n/a - Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation -
a 10009441101 Unknown - [n/a - 1{DF} - Intramuscular])
5
g dlick or seam Healthcare 18-64 Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Haemorrhage in gﬁ[ 3—)1 [9(:(1\;[{{/[1\];‘6_‘ IXI?\CAENI\AE\X%%{ENﬁé%%RN A
% 1163 . Non EEA Female |pregnancy (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Maternal exposure during pregnancy . g
[ EU-EC- Professional Years (1d- Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation - Not
<% 10009440914 applicable - [n/a - 1{DF} - Intramuscular])
%‘ lick or sean 2021-07-|Healthcare 18-64 Abdominal pain upper (n/a - Not Recovered/Not Resolved - ), Abortion spontaneous (n/a - Not Recovered/Not Resolved - gﬁ[ g)lﬁwwﬁl\;?\RN A \X?%%Nﬁ(()%%m A
% 1164 EU-EC- 51 Professional Non EEA Vears Female [Other Medically Important Condition), Exposure during pregnancy (n/a - Not Recovered/Not Resolved - ), Vaginal (CX-024414)] (S- COVID-19 immunisation -
&l 110009440904 : haemorrhage (n/a - Not Recovered/Not Resolved-) Unknown - [n/a - 1 {DF} - Intramuscular])
o
T
IS click or scan | = Non
_Sm_ 1165 2021-07- Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a- |COMIRNATY [TOZINAMERAN] (S- COVID-19
=2 EU-EC- 21 Professional Years Unknown - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
E 10009440580:
o
% click or scan || COVID-19 MRNA VACCINE MODERNA (CX-
g ] Healthcare 18-64 Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Exposure during pregnancy (n/a - 024414) [COVID-19 A VACC[NE MODERNA
5 1166 EU-EC- Professional Non EEA Vears Female RecoveredResolved - ) (CX-024414)] (S- COVID-19 immunisation -
10009440226 Unknown - [n/a - 1{DF} - Intramuscular - More in
ICSR])
click or scan |- Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Artificial insemination (n/a - COVID-19 MRNA VACCINE MODERNA (CX-
167 Healthcare Non EEA 18-64 Female Recovered/Resolved - ), Candida infection (n/a - Recovered/Resolved - ), Diarrhoea (n/a - Recovered/Resolved - ), Exposure 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- Professional Years during pregnancy (1d - Recovered/Resolved - ), Nasopharyngitis (n/a - Recovered/Resolved - ), Nausea (n/a - (CX-024414)] (S- COVID-19 immunisation - Not
10009440152; Recovered/Resolved - ), Vomiting (n/a - Recovered/Resolved - ) applicable - [n/a - 1{DF} - Intramuscular])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf



https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009441892&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009441703&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009441623&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009441305&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009441101&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009440914&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009440904&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009440580&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009440226&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009440152&_xpt=1&_xf=pdf
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Created by: https://t.me/DatenAnalyseProgrammieren | Data Source: EudraVigilance www.adrreports.eu | Date: 13-11-2021

Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |FULocal ICSR Form | G31€WaY |5y e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
click or scan | =4 Abdominal pain (n/a - Recovered/Resolved - ), Abortion spontaneous (5d - Recovered/Resolved - Other Medically Important |COVID-19 MRNA VACCINE MODERNA (CX-
1168 i 12021-07- | Healthcare Non EEA 18-64 Female Condition), Maternal exposure during pregnancy (1d - Recovered/Resolved - ), Pain in extremity (n/a - Recovered/Resolved - ), {024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 21 Professional Years Thrombosis (n/a - Recovered/Resolved - Other Medically Important Condition), Vaginal haemorrhage (n/a - (CX-024414)] (S- COVID-19 immunisation -
10009439844 Recovered/Resolved - ) Unknown - [n/a - 1{DF} - Intramuscular])
click or scan | g Non
K [2021-07- Not Abortion spontaneous (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation, Other Medically Important | TOZINAMERAN [TOZINAMERAN] (S- COVID-19
1169 Healthcare Non EEA .. |Female - . L .
EU-EC- 2] Professional Specified Condition) immunisation - Not applicable - [1d - n/a - n/a])
10009437283 ; olessio
click or scan |+ % ” Non
1170 B8 202107 |jeatthcare  [Non EEA [180% |Female | Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition) TOZINAMERAN [TOZINAMERAN] (S - COVID-19
EU-EC- 21 : Years immunisation - Not applicable - [1d - n/a - n/a])
Professional
10009437251
lick or sean | k8 Non Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Feeling abnormal (n/a - Unknown - ), COVID-19 VA AST CA( Xl
2021-07- 18-64 - . . L . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
1171 Healthcare Non EEA Female |Feeling cold (n/a - Unknown - ), Feeling hot (n/a - Unknown - ), Inappropriate schedule of product administration (n/a -
EU-EC- 21 : Years . . (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
Professional Unknown - ), Nightmare (n/a - Unknown - ), Vision blurred (2wk - Unknown - )
10009435346 n/a - Intramuscular])
lick or scan | - Abortion spontaneous (n/a - Recovered/Resolved - Caused/Prolonged Hospitalisation, Other Medically Important Condition), COVID-19 A VA MODE (EX-
2021-07- |Healthcare 18-64 - I . 024414) [COVID-19 MRNA VACCINE MODERNA
1172 : Non EEA Female |Exposure during pregnancy (1d - Recovered/Resolved - Caused/Prolonged Hospitalisation), Second trimester pregnancy (n/a - . .
EU-EC- 20 Professional Years RecoveredResolved - Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10009431993 ged Hosp applicable - [n/a - 1 {DF} - Unknown])
click or scan | ; COVID-19 MRNA VACCINE MODERNA (CX-
173 Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Exposure during pregnancy (1d- 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- Professional Years Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation - Not
10009431436 applicable - [n/a - 1{DF} - Intramuscular])
click or scan |3 _: Non
2021-07- 18-64 . . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
1174 EU-EC- 50 Healthc'are EEA Vears Female [Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Menstrual disorder (n/a - Unknown - ) immunisation - Not applicable - [1d - /a - n/a])
e Professional
10009430381
click or scan | = COVID-19 MRNA VACCINE MODERNA (CX-
175 2021-07- Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Maternal exposure during 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 20 Professional Years pregnancy (n/a - Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation -
10009430332 Unknown - [n/a - 1{DF} - Intramuscular])
click or scan |; ; COVID-19 MRNA VACCINE MODERNA (CX-
i (2021-07- |Healthcare 18-64 . . . 024414) [COMID-19 MRNA VACCINE MODERNA
X ; - - X - - . L
1176 EU-EC- i Professional Non EEA Vears Female [Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Pregnancy (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation -
10009430300 : Unknown - [n/a - 1{DF} - Intramuscular])
dlick or scan | BRI Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
177 et 2021-07- Healthcare EEA 18-64 Female Abortion spontaneous (0d - Unknown - Other Medically Important Condition), Anembryonic gestation (n/a - Unknown - |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- : ey |20 Professional Years Other Medically Important Condition), Maternal exposure before pregnancy (n/a - Unknown - ) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10009424890 1h - Not applicable - [n/a - 1 {DF} - n/a])
click or scan | - Non
5 (2021-07- 18-64 Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a- |COMIRNATY [TOZINAMERAN] (S- COVID-19
1178 ; Healthcare EEA Female . N .
EU-EC- & o, (20 . Years Unknown - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
o Professional
10009419697 O L

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009439844&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009437283&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009437251&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009435346&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009431993&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009431436&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009430381&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009430332&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009430300&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009424890&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009419697&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gateyvay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number g:f:lpt Qualification fl;)ergulatory Group Sex Route])
Purposes
. dlick or sean | 502107 Healtheare 1864 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
11179 -, : EEA Female [Abortion spontaneous (n/a - Recovered/Resolved - Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
S 1 O(%;ﬁ?ZOO (20 Professional Years - Not applicable - [n/a - 1{DF} - Intramuscular])
—
A
@ click or scan | o= Non COVID-19 MRNA VACCINE MODERNA (CX-
g 1180 s | 2021-07- Healthcare Non EEA Not Female Abortion spontaneous (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation, Other Medically Important ~ (024414) [COVID-19 MRNA VACCINE MODERNA
— EU-EC- 119 Professional Specified Condition), Exposure during pregnancy (1d - Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation -
§ 10009412105 Unknown - [n/a - 1 {DF} - Unknown])
£
S
i : . . . VID-19 MRNA VA MODERNA -
@ dlick or scan Abdominal pain (n/a - Recovered/Resolved - ), Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important o 2 CCINE MO (x
5 2021-07- Healthcare 18-64 .. . - h 024414) [COVID-19 MRNA VACCINE MODERNA
81181 EU-EC- 19 Professional Non EEA Vears Female |Condition), Back pain (n/a - Recovered/Resolved - ), Exposure during pregnancy (n/a - Recovered/Resolved - Other Medically (CX-024414)] (S - COVID-19 immunisation -
g 10009408973 Important Condition), Vaginal haemorrhage (n/a - Recovered/Resolved - ) Unknown - [n/a - 1 {DF} - Intramuscular])
% click or scan | _ COVID-19 MRNA VACCINE MODERNA (CX-
Sl1182 2021-07- |Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Maternal exposure during 024414) [COVID-19 MRNA VACCINE MODERNA
S EU-EC- i (19 Professional Years pregnancy (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation -
g 10009408195 Unknown - [n/a - 1{DF} - Unknown])
Ll:J .
8 dlickor scan | = 0 502107 Healtheare 1864 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
a(1183 .0, . EEA Female [Abortion spontaneous (n/a - Unknown - Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
3 EU-EC- 19 Professional Years licabl Ja - o
< 10009404862 : - Not applicable - [n/a - n/a - n/a])
o}
o
§| |dickorscan | ' Abortion spontaneous (n/a - Unknown - Caused/Prolonged Hospitalisation, Disabling, Congenital Anomaly, Other Medically [SoviD; 19 MRNA VACCINE MODERNA (CX-
ko 1184  [2021-07- Healthgare Non EEA 18-64 Female |Important Condition), Exposure during pregnancy (1d - Recovered/Resolved - Caused/Prolonged Hospitalisation, Disabling, 024414) [COVID-19 MRNA VACCINE MODERNA
£ EU-EC- 19 Professional Years Congenital Anomal )’ ? (CX-024414)] (S- COVMID-19 immunisation -
E 10009403288 en Y Unknown - [n/a - 1{DF} - Unknown])
=)
e}
%_;) click or scan | - Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Arthralgia (n/a - COVID-19 MRNA VACCINE MODERNA (CX-
1185 1 (2021-07- Healthcare Non EEA 18-64 Female Recovered/Resolved - ), Chills (n/a - Recovered/Resolved - ), Exposure during pregnancy (1d - Recovered/Resolved - ), Headache|024414) [COVID-19 MRNA VACCINE MODERNA
] EU-EC- 19 Professional Years (n/a - Recovered/Resolved - ), Muscle spasms (n/a - Recovered/Resolved - ), Myalgia (n/a - Recovered/Resolved - ), Pyrexia (n/a |(CX-024414)] (S- COVID-19 immunisation - Not
% 10009402691 - Recovered/Resolved - ), Vaginal haemorrhage (n/a - Not Recovered/Not Resolved - Other Medically Important Condition) applicable - [n/a - 1{DF} - Unknown])
s
% click or scan | ; : Non
£ 1186 & (2021-07- Healthcare Non EEA Not Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Haemorrhage (n/a - Unknown - Other COMIRNATY [TOZINAMERAN] (S- COVID-19
_Sm_ EU-EC- x (19 Professional Specified Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
j=3 10009400538
=
& click or scan | ; Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
B 187 cied 12021-07- Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Fatal - Results in Death), Maternal exposure during pregnancy (n/a - Unknown - Results in NCOV-19) [COVID-19 VACCINE ASTRAZENECA
5 EU-EC- (17 Professional Years Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
O 10009397917 n/a - n/aJ)
Abortion spontaneous (7d - Recovered/Resolved - Congenital Anomaly, Other Medically Important Condition), Abortion
click or scan |; Non spontaneous (n/a - Recovering/Resolving - Congenital Anomaly, Other Medically Important Condition), Chills (n/a - COVID-19 VACCINE ASTRAZENECA (CHADOX1
1188 Lied 12021-07- Healthcare Non EEA 18-64 Female Recovering/Resolving - Congenital Anomaly, Other Medically Important Condition), Haemorrhage (n/a - Recovering/Resolving NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- | £l 3 117 Professional Years - Congenital Anomaly, Other Medically Important Condition), Maternal exposure during pregnancy (n/a - Unknown - (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10009397906 =¥ Congenital Anomaly, Other Medically Important Condition), Pyrexia (1d - Recovered/Resolved - Congenital Anomaly, Other |n/a - n/a])
Medically Important Condition)

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009413200&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009412105&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009408973&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009408195&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009404862&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009403288&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009402691&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009400538&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009397917&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009397906&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU Lll))cal ICSR Form l(gateyvz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp Qualification or Group ex Route])
Date Regulatory
Purposes
click or scan | ; Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
b 1189 2021-07- Healthcare Non EEA 18-64 Female Abortion spontaneous (1d - Recovered/Resolved - Caused/Prolonged Hospitalisation, Congenital Anomaly), Maternal NCOV-19) [COVID-19 VACCINE ASTRAZENECA
S EU-EC- |, 17 Professional Years exposure during pregnancy (n/a - Unknown - Caused/Prolonged Hospitalisation, Congenital Anomaly) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
:'1' 10009397637 n/a - n/aJ)
ch
; click or scan | ; Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
g 1190 2021-07- Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition), Maternal exposure during NCOV-19) [COVID-19 VACCINE ASTRAZENECA
- EU-EC- 117 Professional Years pregnancy (n/a - Unknown - Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
3 10009397588 n/a - n/a])
[2]
£
9& click or scan | ; Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
-‘é 1191 i 2021-07- Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Maternal [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: EU-EC- 3 (17 Professional Years exposure during pregnancy (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
g 10009397307 - Not applicable - [n/a - n/a - n/a])
% click or scan | Hes Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
Sl1192 Lioh 12021-07- Healthcare Non EEA 18-64 Female Abortion spontaneous (6d - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Maternal |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
S EU-EG- | 3117 Professional Years exposure during pregnancy (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
%’ 10009397306 - Not applicable - [n/a - n/a - n/a])
j
)
3
% click or scan | iy _[Non 18-64 Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Malaise (n/a - Unknown I%OC\O/[\I/?-IBQ) E&ngfﬁmim ]EA(S:TAR(CHADOZEI JEC>2
Q1193 EU-EC- Efjg;;f:a] Non EEA Vears Female E:(())rtlgietriol\r:l)edcally Important Condition), Maternal exposure during pregnancy (n/a - Unknown - Other Medically Important (CHADOXT NCOV-19)] (S - n/a - Not applicable - [n/a
g 10009396160 - n/a - n/al)
:
=)
o .
%':) click or scan |;
2021-07-|Healthcare 18-64 . ] . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - . S .
§ 1194 EU-EC- |7 Professional EEA Years Female [Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/al)
% 10009395766 ]
g lick
click or scan | ; ] . -
) —— Non Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Foetal growth restriction (n/a - ME
E 1195 EU-EC- "|Healthcare EEA %;;?3 Female [Recovered/Resolved - Other Medically Important Condition), Haemorrhage (n/a - Recovered/Resolved - Other Medically ICDMI?S:?;IK ggimlicablmf ;]/??\3/3)19
.?n. 10009395698 Professional Important Condition), Maternal exposure during pregnancy (n/a - Recovered/Resolved - Other Medically Important Condition) PP
=3
£
= click or scan |;
ko) E— Non . . . . SPIKEVAX [COVID-19 MRNA VACCINE
s - - - , -
% 1196 e | Healthcare EEA 3l{i a?;l Female [Ajbnl(glt(:x _sn)ontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a MODERNA (CX-024414)] (S- COVID-19
g 10009395428 Professional immunisation - Not applicable - [n/a - 1{DF} - n/a])
click or scan | Non
1197 | Healtheare EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Complication of pregnancy (n/a - Not COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EG- |} Professional Years Recovered/Not Resolved - Other Medically Important Condition), Maternal exposure during pregnancy (n/a - Unknown - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
10009395416
click or scan |; Abortion spontaneous (n/a - Recovered/Resolved - Caused/Prolonged Hospitalisation, Other Medically Important Condition), g‘&[ 3—)1 [90(1\;[{{/[1\]]),6; IX?\CAEINI\AE\X%%{ENﬁé%%RN A
1198 Healthcare Non EEA 18-64 Female Cytogenetic abnormality (n/a - Recovered/Resolved - Caused/Prolonged Hospitalisation), Placental transfusion syndrome (n/a - (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- | Professional Years Recovered/Resolved - Caused/Prolonged Hospitalisation), Subchorionic haemorrhage (n/a - Recovered/Resolved - applicable - [n/a - 1{DF} - Intramuscular - More in
10009394010 Caused/Prolonged Hospitalisation) lg&q)

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009397637&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009397588&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009397307&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009397306&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009396160&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009395766&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009395698&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009395428&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009395416&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009394010&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# ENU Lll))cal ICSR Form l(gateyvz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp! Qualification or Group ex Route])
Date Regulatory
Purposes
click or scan | ; COVID-19 MRNA VACCINE MODERNA (CX-
b 1199 2021-07-|Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Exposure during pregnancy (n/a - Unknown |024414) [COVID-19 MRNA VACCINE MODERNA
S EU-EC- | 16 Professional Years -) (CX-024414)] (S- COVID-19 immunisation -
:' 10009393673 Unknown - [n/a - 1{DF} - Unknown])
ch
— .
@ click or scan |, Non
g 1200 2021-07- Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition), Maternal exposure during TOZINAMERAN [TOZINAMERAN] (S- COVID-19
g EU-ECG | 116 Professional Years pregnancy (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
i 10009391529
S . 5
R click or scan | w3
= 2021-07-|Healthcare 18-64 . e COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - Caused/P: ) P
'g 1201 EU-EC- 16 Professional EEA Vears Female [Abortion spontaneous (n/a - Not Recovered/Not Resolved - Ca rolonged Hospitalisation) immunisation - n/a - [/ - 1 {DF} - Intramuscular])
10009391109
3 Abdominal pain (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Abortion spontaneous (n/a -
S click or scan |; Non Recovering/Resolving - Other Medically Important Condition), Dizziness (n/a - Not Recovered/Not Resolved - Other Medically
K=y 1202 2021-07- Healthcare Non EEA 18-64 Female Important Condition), Fatigue (n/a - Recovering/Resolving - Other Medically Important Condition), Maternal exposure during |TOZINAMERAN [TOZINAMERAN] (S - COVID-19
3 EU-EC- 16 Professional Years pregnancy (n/a - Unknown - Other Medically Important Condition), Nausea (n/a - Recovering/Resolving - Other Medically immunisation - Not applicable - [1d - n/a - n/a])
1; 10009389059 Important Condition), Pain in extremity (n/a - Recovering/Resolving - Other Medically Important Condition), Somnolence
w (n/a - Recovering/Resolving - Other Medically Important Condition)
@
% click or scan |, Non
loa} 1203 2021-07- Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Amenorrhoea (n/a - Not Recovered/Not TOZINAMERAN [TOZINAMERAN] (S - COVID-19
% EU-EC- 16 Professional Years Resolved - Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
o] 10009389044
& :
| P | 2021-07- | Healthcare 18-64 COMIRNATY [TOZINAMERAN] (S COVID-19
% 1204 BU-EC. |- 16 Professional EEA Vears Female [Abortion spontaneous (0d- Recovered/Resolved - Other Medically Important Condition) immunisation - Not applicable - [n/a - 1{DF} -
5| [10000388114| 32 Intramuscular])
o
%3. click or scan | g
] Healthcare 18-64 Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Vaccination site pain (2d - .TOZINAMERAN [TOZI.NAMERAN] (S- COVID-19
1205 EUEC. |- Professional Non EEA Vears Female RecoveredResolved - ) immunisation - Not applicable - [n/a - .3mL -
§ T Intramuscular])
w 10009384665
S -
T
£ click or scan |; COVID-19 MRNA VACCINE MODERNA (CX-
= 1206 Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Exposure during pregnancy (1d- 024414) [COVID-19 MRNA VACCINE MODERNA
fé’. EU-EC- Professional Years Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation -
? 10009384202 Unknown - [n/a - 1{DF} - Intramuscular])
E‘ H
% click or scan | = o Non
¥4 (2021-07- 18-64 . oo TOZINAMERAN [TOZINAMERAN] (S- COVID-19
— W) - - . .. .
5 1207 EU-EC- ) b 16 goca;;};;irgal Non EEA Vears Female [Abortion spontaneous (n/a - Unknown - Caused/Prolonged Hospitalisation) immunisation - Not applicable - [1d - n/a - n/a])
10009383202 ;
click or scan | Leaf Non
1208 2021-07- Healthcare Non EEA 18-64 Female [Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition) TOZINAMERAN [TOZWAMERAM (S- COVID-19
EU-EC- 16 Professional Years immunisation - Not applicable - [1d - n/a - n/a])
10009382214

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009393673&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009391529&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009391109&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009389059&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009389044&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009388114&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009384665&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009384202&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009383202&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009382214&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp! Qualification or Group ex Route])
Date Regulatory
Purposes
click or scan | B ) = . COVID-19 MRNA VACCINE MODERNA (CX-
N 2021-07- |Healthcare 18-64 Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Chills (n/a - Recovered/Resolved - 024414) [COVID-19 MRNA VACCINE MODERNA
S12Y puEc B s Professional | 0" FEA  [years  [Female ) Exposure during pregnancy (n/a - Recovered/Resolved - ), Pyrexia (n/a - RecoveredResolved - ) (CX-024414)] (S- COVID-19 immunisation - Not
- 10009379325 i applicable - [n/a - 1{DF} - Unknown])
—
ch
o click or scan | =4
) LR OL Sedll Non . . Lo . SPIKEVAX [COVID-19 MRNA VACCINE
® - - i - - R
Eliz10 Healthcare EEA 18-64 Female [Abortion spontaneous (p/a Unknown - Other Medically Important Condition), Injection site pain (3d - Recovered/Resolved, MODERNA (CX-024414)] (S- COVID-19
— EU-EC- : : Years - ), Maternal exposure during pregnancy (n/a - Unknown - ) . L ;
3 10009379084 Professional immunisation - Not applicable - [n/a - 1{DF} - n/a])
g
Q .
@ click or scan |; Non
-§ 1211 2021-07- Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a- |COMIRNATY [TOZINAMERAN] (S- COMD-19
d -EC- X ears oWn - immunisation - Not applicable - [n/a - -n/a
EU-EC 15 Professional Y Unkn i isation - N licable - [n/a - 1{DF} - n/;
g 10009378971 ofessio
% click or scan |; Non
Sli212 | Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved With Sequelae - Disabling, Other Medically Important Condition), Maternal TOZINAMERAN [TOZINAMERAN] (S - COVID-19
S EU-EC- | 2F fessional Years exposure during pregnancy (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
S| 10009377692 Profession,
5
>
m -
@ click or scan | Non
5 - 18-64 Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a- |COMIRNATY [TOZINAMERAN] (S- COVID-19
1213 Healthcare EEA Female ) . .
3 EU-ECG- | Professional Years Unknown - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
% 10009377459
o
5 click or scan |; Non .
o 1214 | Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Not Recovered/Not Resolved - Congenital Anomaly), Abortion spontaneous (n/a - TOZINAMERAN [TOZINAMERAN] (S- COVID-19
1S EU-EC- Professional Years Recovered/Resolved - Congenital Anomaly), Nausea (n/a - Recovered/Resolved - Congenital Anomaly) immunisation - Not applicable - [1d - n/a - n/a])
& 10009374614
=)
e}
%;;‘ lick or scan | _{Non 18-64 Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition), Menstruation irregular (n/a - TOZINAMERAN [TOZINAMERAN] (S- COVID-19
= 1215 EU-EC- Healthcare Non EEA Vears Female [Recovered/Resolved - Other Medically Important Condition), Off label use (n/a - Unknown - ), Product use issue (n/a - immunisation - Not applicable - [1d - n/a - n/a])
g 10009374612 Professional Unknown - ), Vaginal haemorrhage (n/a - Recovered/Resolved - Other Medically Important Condition) PP
8 .
% click or scan | g Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
£ 1216 2021-07- Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure before pregnancy (n/a- |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
= EU-EC- 15 Professional Years Unknown - ) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
fé’. 10009373586 - Not applicable - [n/a - 1 {DF} - n/a])
=
§ lick or sean ; [Non 1864 TOZINAMERAN [TOZINAMERAN] (S - COVID-19
e 1217 EUEC |- Healthcare Non EEA Vears Female [Abortion spontaneous (162h - Recovered/Resolved - Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a -
5 10009373241 Professional Intramuscular])
click or scan |; Non
1218 | Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a- |TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- Professional Years Unknown - Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
10009371457 olessiond
click or scan |; Non
1219 | Healtheare Non EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a- |TOZINAMERAN [TOZINAMERAN] (S - COVID-19
EU-EC- Professional Years Unknown - ) immunisation - Not applicable - [n/a - n/a - n/a])
10009371040

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009379325&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009379084&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009378971&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009377692&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009377459&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009374614&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009374612&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009373586&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009373241&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009371457&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009371040&_xpt=1&_xf=pdf

Reported side effectsfor COVID-19 vaccinesin EudraVigilance database (www.adrreports.eu) | Filtered by " Reaction": " Abortion spontaneous’

Page 122 of 181

Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gateyvay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
o .
& click or scan
o i . .
N 2021-07-|Non 18-64 Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Abortion spontaneous (n/a-
o 1220 EU-EC- 15 Healthc'are Non EEA  [Years |Female |Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a - Unknown - Other Medically m‘;ﬁ%&gozlﬁﬂﬁ@ng: S/;]\)/ID'IQ
@l (10009370882 Professional Important Condition) PP
»
®
(a)
3 .
] click or scan | 5
5 1221 2021-07- lIt]lgel:lthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Maternal exposure during TOZINAMERAN [TOZINAMERAN] (S- COVID-19
o EU-EC- | 14 . Years pregnancy (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
= Professional
g 10009365138
g click or scan |;
B l1222 - E::] theare Non EEA 18-64 Female Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Maternal exposure TOZINAMERAN [TOZINAMERAN] (S- COVID-19
% EU-EC- |- : Years during pregnancy (n/a - Unknown - ) immunisation - Not applicable - [1d - n/a - n/a])
K ; Professional
S 10009363138
@ lick
5 click or scan | ;
5 E— Non AME AME]
Y1223 202107 yealtheare [NonEEA |13 |Female |Abortion spontaneous (n/a - Unknown - Life Threatening) TOZINAMERAN [TOZINAMERAN] (S - COVID-19
g EU-EC- 14 . Years immunisation - Not applicable - [1d - n/a - n/a])
e Professional
5 10009362790
)
% click or scan | g
o] e Non
= - Not . " . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
S 1224 EU-EC- Eea}thgare | Non EEA Specified Female [Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition) immunisation - Not applicable - [ 1d - n/a - n/a])
.g 10009360022 rotessiona
g click or scan |;
g 1225 - gz:]thcare EEA 18-64 Female Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Fatigue (n/a - Unknown -/ COMIRNATY [TOZINAMERAN] (S - COVID-19
%_; EU-EC- : Years ), Morning sickness (n/a - Unknown - ), Vaginal haemorrhage (n/a - Unknown - ) immunisation - Not applicable - [1d - n/a - n/a])
> Professional
3 10009357068
c
g click or scan || Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Foetal death (n/a - Unknown - Other COVID-19 MRNA VACCINE MODERNA (CX-
® - _{Non 18-64 Medically Important Condition), Headache (n/a - Recovering/Resolving - ), Maternal exposure during pregnancy (n/a - 024414) [COVID-19 MRNA VACCINE MODERNA
% 1226| gy pc Healthcare Non EEA Vears Female |Unknown - ), Peripheral swelling (n/a - Not Recovered/Not Resolved - ), Pruritus (n/a - Recovering/Resolving - ), Rash (CX-024414)] (S- COVID-19 immunisation -
= 10009357018 Professional erythematous (n/a - Not Recovered/Not Resolved - ), Vaccination site rash (n/a - Not Recovered/Not Resolved - ), Vaccination |Unknown - [n/a - 1{DF} - Unknown])
£ site swelling (n/a - Not Recovered/Not Resolved - )
fé’. click or scan | B COVID-19 MRNA VACCINE MODERNA (CX-
= el . . . . 024414) [COVID-19 MRNA VACCINE MODERNA
= - - - , - . D
2227 Healthc_are Non EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Exposure during pregnancy (n/a (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- Professional Years Recovered/Resolved - ) applicable - [n/a - 1{DF} - Intramuscular - More in
Bl 10009355622
g ICSR])
6 click or scan | & COVID-19 MRNA VACCINE MODERNA (CX-
Healthcare 18-64 Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Maternal exposure before 024414) [COVID-19 A V.A . MODERNA
1228 . Non EEA Female (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- Professional Years pregnancy (34d - Recovered/Resolved - ) licable - [n/a - 1 {DF} - Intr ular - More in
10009355447 appicabie - [va amuscuar - vore
ICSR])
click or scan | ; : Non COVID-19 MRNA VACCINE MODERNA (CX-
1229 eed 12021-07- Healthcare Non EEA Not Female Abortion spontaneous (n/a - Unknown - Congenital Anomaly, Other Medically Important Condition), Exposure during 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 13 Professional Specified pregnancy (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10009354369 i applicable - [n/a - 1{DF} - Unknown])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf



https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009370882&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009365138&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009363138&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009362790&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009360022&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009357068&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009357018&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009355622&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009355447&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009354369&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gateyvay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
click or scan | B Non
o e (2021-07- 18-64 . ] . COMIRNATY [TOZINAMERAN] (S- n/a - Not
IN ] - R ’
S 1230 EU-EC- 3 Healthgare EEA Vears Female [Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition) applicable - [1d- .6mL - Intramuscular])
4| |10009352274] Professional
ch
o lick or scan | A
& clekorsean | »y 2021-07- Non 18-64 COMIRNATY [TOZINAMERAN] (S- COVID-19
01231 pio; ealthcare ‘emale |Abortion spontaneous (n/a - Recovered/Resolved - er Me y Important Condition mmmunisation - Not applicable - -. -
BU-EC- D : 13 Health EEA Vears Femal D n/a - Rec d/Resolved - Other Medically I Conditi i isation - N licable - [1d - .3mL
g 10009352230 & Professional Intramuscular])
%]
=
g_ click or scan || ¥ COVID-19 MRNA VACCINE MODERNA (CX-
2 — 2021-07-|Healthcare 18-64 Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Exposure during 024414) [COVID-19 MRNA VACCINE MODERNA
81232 EU-EC. |- 13 Professional Non EEA Vears Female |pregnancy (n/a - Not Recovered/Not Resolved - ), First trimester pregnancy (n/a - Not Recovered/Not Resolved - ), Vaginal (CX-024414)] (S- COVID-19 immunisation - Not
g 10009351782 haemorrhage (n/a - Not Recovered/Not Resolved - ) applicable - [n/a - 1{DF} - Intramuscular - More in
ICSR])
% click or scan COVID-19 MRNA VACCINE MODERNA (CX-
Sl1233 il 2021-07- Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Unevaluable event (n/a - 024414) [COVID-19 MRNA VACCINE MODERNA
S EU-EC- 13 Professional Years Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation - Not
%’ 10009350443 applicable - [n/a - 1{DF} - n/a])
o
@ click or scan | Non
5 -07- - Abortion spontaneous (n/a - own - er cal ortant Condition), Maternal exposure regnanc a- -

1234 2021-07 Healthcare EEA 18-64 Fermale n/a - Unkne Other Medically Imp Condition), Maternal exp during pregnancy (n/ COMIRNATY [TOZINAME! S- COVID-19
loa} EU-EC- 13 : Years Unknown - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
% 10009350344 Professional
o

click or scan W -
5 lick COVID-19 MRNA VACCINE MODERNA (CX:
o 1235 5 (2021-07- Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Exposure during 024414) [COVID-19 MRNA VACCINE MODERNA
£ EU-EC- 13 Professional Years pregnancy (n/a - Not Recovered/Not Resolved - ) (CX-024414)] (S- COVID-19 immunisation - Not
5 10009349635 applicable - [n/a - 1{DF} - Unknown])
g
%_; click or scan | Non
>l1236 2021-07- Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Vaginal haemorrhage (n/a - COMIRNATY [TOZINAMERAN] (S- COVID-19
g EU-EC- 13 . Years Recovered/Resolved - Other Medically Important Condition) immunisation - Not applicable - [1n/a - n/a - n/a])
g 10009348180 Professional
8 .
2 dlick or scan | g Non Abortion spontaneous (n/a - Recovered/Resolved - Life Threatening), Arthralgia (n/a - Recovered/Resolved - Life
= . -07- - ADOrLON Spontaneous i N . ’ § - . -
< (1237 2021-07 Healthcare ~ |EEA 18-64 Female |Threatening), Fatigue (n/a - Recovered/Resolved - Life Threatening), Headache (n/a - Recovered/Resolved - Life Threatening), (DMIRNATY [TOZINMRAN] (S- COVID-19
= EU-EC- 13 : Years . . . immunisation - Not applicable - [n/a - n/a - n/a])
g 10009347814 Professional Myalgia (n/a - Recovered/Resolved - Life Threatening)
£
_é‘ click or scan |; COVID-19 MRNA VACCINE MODERNA (CX-
B 1238 2021-07-|Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Exposure during 024414) [COVID-19 MRNA VACCINE MODERNA
g EU-EC- 13 Professional Years pregnancy (1d - Recovered/Resolved - ), Ovarian cyst (n/a - Not Recovered/Not Resolved - ) (CX-024414)] (S- COVID-19 immunisation - Not
O 10009347547 applicable - [n/a - 1{DF} - Intramuscular])
click or scan || S COVID-19 MRNA VACCINE MODERNA (CX-
e 5021.07-|Healthcare 1864 024414) [COVID-19 MRNA VACCINE MODERNA
1239 . Non EEA Female [Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- 13 Professional Years licabl LDF! -1 ular - More i
10009347101 ?gg{]c; e - [n/a - 1{DF} - Intramuscular - More in

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf



https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009352274&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009352230&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009351782&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009350443&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009350344&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009349635&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009348180&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009347814&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009347547&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009347101&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVIIJ“Rc;l ICSR Form g:z:iv::y Source Sozuntry Age g:;lent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Qualification Group Route])
Date Regulatory
Purposes
Abortion spontaneous (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation, Congenital Anomaly, Other
o Medically Important Condition), Deep vein thrombosis (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation,
5] Congenital Anomaly, Other Medically Important Condition), Depressed mood (n/a - Not Recovered/Not Resolved -
“_7" Caused/Prolonged Hospitalisation, Congenital Anomaly), Headache (n/a - Not Recovered/Not Resolved - Caused/Prolonged
b Hospitalisation, Congenital Anomaly), Illness (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation,
3 click or scan | ; Non Congenital Anomaly), Lip swelling (n/a - Recovered/Resolved With Sequelae - Caused/Prolonged Hospitalisation, Congenital ﬁéﬁ%‘éﬁ&gﬁ?&?m‘?&?\%ﬁ
&) - 18-64 Anomaly), Malaise (n/a - Recovering/Resolving - Caused/Prolonged Hospitalisation, Congenital Anomaly), Maternal exposure  |. L
w® (1240 Healthcare Non EEA Female . Lo . - . immunisation - Unknown - [n/a - 1{DF} - Unknown]),
a EU-EC- ; Professional Years during pregnancy (n/a - Unknown - Caused/Prolonged Hospitalisation, Congenital Anomaly), Migraine with aura (n/a - Not [FOLIC ACID] (S- Product used for unknown
g 10009346410/ =¥ Recovered/Not Resolved - Caused/Prolonged Hospitalisation, Congenital Anomaly), Seizure (n/a - Not Recovered/Not Resolved indication - Drug withdrawn - [n/a - n/a - Unknown])
b - Caused/Prolonged Hospitalisation, Congenital Anomaly, Other Medically Important Condition), Syncope (n/a - Not
5 Recovered/Not Resolved - Caused/Prolonged Hospitalisation, Congenital Anomaly, Other Medically Important Condition),
@ Thrombosis (n/a - Recovering/Resolving - Caused/Prolonged Hospitalisation, Congenital Anomaly, Other Medically Important
-§ Condition), Uterine haemorrhage (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation, Congenital Anomaly,
g‘ Other Medically Important Condition)
: O MRN CCINE
dlick or sean | Abortion spontaneous (n/a - Recovered/Resolved - Caused/Prolonged Hospitalisation, Other Medically Important Condition), COVID-19 A VA MODERNA (CX-
3 2021-07- |Healthcare 18-64 - o N 024414) [COVID-19 MRNA VACCINE MODERNA
g [1241 3 . Non EEA Female |Exposure during pregnancy (1d - Recovered/Resolved - Caused/Prolonged Hospitalisation), Uterine dilation and curettage (n/a - . .
8 EU-EC-  |: 12 Professional Years Recovered/Resolved - Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation -
2 10009345103 ged Hosp Unknown - [n/a - 1{DF} - Unknown])
T
E click or scan |, COVID-19 MRNA VACCINE MODERNA (CX-
i Healthcare 18-64 . ) . 024414) [COVID-19 MRNA VACCINE MODERNA
§ 1242 EU-EC. | Professional Non EEA Vears Female [Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation -
5’3 10009344776 Unknown - [n/a - 1{DF} - Intramuscular])
o
E click or scan | ; COVID-19 MRNA VACCINE MODERNA (CX-
= Healthcare 18-64 Abortion spontaneous (1d - Recovered/Resolved - Other Medically Important Condition), Exposure during pregnancy (1d- |024414) [COVID-19 MRNA VACCINE MODERNA
o (1243 Non EEA Female
5 EU-EC- Professional Years Recovered/Resolved - ), Fatigue (2d - Recovered/Resolved - ), Malaise (2d - Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation - Not
= 10009341883 applicable - [n/a - 1{DF} - Intramuscular])
‘gn click or scan |, Non
1244 "|Healthcare Non EEA 18-64 Female [Abortion spontaneous (n/a - Unknown - Other Medically Important Condition TOZINAMERAN [TOZWAMERAM (S- COVID-19
E
2 U-EC- Professional Years immunisation - Not applicable - [1d - n/a - n/a])
© 10009337438
c
é click or scan |; Non
a - 18-64 Abortion spontaneous (0d - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a- |COMIRNATY [TOZINAMERAN] (S- COMD-19
T 1245 Healthcare ~ |[EEA Female . o .
£ EU-EC- Professional Years Unknown - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
£ 10009336624
B
=2 .
z click or scan | ; Non
Y 2021-07- 18-64 Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a- |COMIRNATY [TOZINAMERAN] (S- COVID-19
a'|1246 Healthcare EEA Female . ol .
3 EU-EC- 12 Professional Years Unknown - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
10009336579
8
(¢}
dlick or sean ; 5021-07- Non 18-64 Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Fatigue (n/a - Recovering/Resolving - ), COMIRNATY [TOZINAMERAN] (S- COVID-19
1247 EU-EC- 12 Healthcare EEA Vears Female |Injection site pain (3d - Recovered/Resolved - ), Malaise (1d - Recovered/Resolved - ), Maternal exposure during pregnancy (n/a immunisation - Not applicable - [nva - 1{DF} - n/a])
10009335711 Professional - Unknown - ) PP
. [ Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Cough (5d - Recovered/Resolved - CCINE RAZE CHADO
glick or scan _[Non 18-64 Other Medically Important Condition), Illness (5d - Recovered/Resolved - Other Medically Important Condition), Influenza I(\:IOC:)/[\]/?-I 199) Eg)VID-l 9A \s/'/];CCINEN/]i(S:II“\R(AZENECXAl
1248 Healthcare EEA Female |like illness (5d - Recovered/Resolved - Other Medically Important Condition), Maternal exposure during pregnancy (n/a - . o
EU-EC Professional Years Recovered/Resolved - Other Medically Important Condition), Pyrexia (5d - Recovered/Resolved - Other Medically Important (CHADOXI NCOV-19)] (S- COVID-19 immunisation
10009335660 > - Not applicable - [n/a - n/a - n/a])

Condition)

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009346410&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009345103&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009344776&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009341883&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009337438&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009336624&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009336579&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009335711&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009335660&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp Qualification or Group ex Route])
Date Regulatory
Purposes
dlick or scan || Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Blood pressure decreased |COVID-19 MRNA VACCINE MODERNA (CX-
o —— Healthcare 18-64 (n/a - Not Recovered/Not Resolved - ), Bone pain (n/a - Not Recovered/Not Resolved - ), Exposure during pregnancy (n/a - 024414) [COVID-19 MRNA VACCINE MODERNA
11249 EUEC. | B Professional Non EEA Vears Female |Unknown - ), Lethargy (n/a - Not Recovered/Not Resolved - ), Pain (n/a - Not Recovered/Not Resolved - ), Pain in extremity |(CX-024414)] (S- COVID-19 immunisation - Not
“_7" 10009333821 5 (n/a - Not Recovered/Not Resolved - ), Sleep disorder (n/a - Not Recovered/Not Resolved - ), Vaginal haemorrhage (n/a - Not  |applicable - [n/a - 1{DF} - Intramuscular - More in
i Recovered/Not Resolved - ) ICSR])
oh
; click or scan | ; Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
g 1250 2021-07- Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Unknown - ), Eye swelling (7d - Recovered/Resolved - ), Maternal exposure during pregnancy ~ [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
- EU-EC- 11 Professional Years (n/a - Unknown - ) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a
3 10009332676 - n/a - n/a])
[2]
£
§ click or scan | ; COVID-19 VACCINE ASTRAZENECA (CHADOX1
-‘é 1251 Healthcare Non EEA 18-64 Female Abortion spontaneous (8d - Recovered/Resolved - ), Maternal exposure during pregnancy (n/a - Unknown - ), Thrombosis ~ |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: EU-EC- |95 Professional Years (n/a - Recovering/Resolving - ) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
g 10009330427 n/a - n/aJ)
3 .
S dlick or scan | ; 2021-07- Non 18-64 Abortion spontaneous (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation, Congenital Anomaly, Other I(\IDC;)/[\E_ll;) EZ;)VID—I ;\S/IX(II[NE A(S:?R(AZENECXAl
B|1252 EU-EC- 10 Healthcare Non EEA Vears Female |Medically Important Condition), Maternal exposure during pregnancy (n/a - Unknown - Life Threatening, Caused/Prolonged (CHADOX1 NCOV-19)] (S- COVID-19 - Not
3 1 Professional Hospitalisation, Congenital Anomaly, Other Medically Important Condition) .
5 0009330304 applicable - [n/a - n/a - Parenteral])
>
Lu .
8 dlick or sean |; i Non Abortion spontaneous (2d - Recovered/Resolved - Caused/Prolonged Hospitalisation, Congenital Anomaly), Accidental COVID-19 VA AST CA( X1
5 3k 2021-07- 18-64 P . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
1253 ) Healthcare ~ [Non EEA Female |exposure to product (n/a - Unknown - Caused/Prolonged Hospitalisation, Congenital Anomaly), Maternal exposure during CHADO . S
A EU-EC 10 Professional Years regnancy (n/a - Unknown - Caused/Prolonged Hospitalisation, Congenital Anomaly) ( X1 NCOV-19)] (8- COVID-19 immunisation
8 10009329958 pregnancy ged Hosp - onge Y - Not applicable - [n/a - /a - n/a])
o
g click or scan | L= Non Abortion spontaneous (n/a - Recovered/Resolved With Sequelae - Congenital Anomaly, Other Medically Important COVID-19 VACCINE ASTRAZENECA (CHADOX1
o 1254 - (2021-07- Healthcare  |Non EEA 18-64 Female |Condition), Maternal exposure during pregnancy (n/a - Unknown - Congenital Anomaly, Other Medically Important NCOV-19) [COVID-19 VACCINE ASTRAZENECA
1S EU-EC- : x |10 Professional Years Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
E 10009328938 n/a - n/aJ)
=)
e} - - T — -
. [ Abortion spontaneous (n/a - Recovering/Resolving - Caused/Prolonged Hospitalisation, Disabling, Congenital Anomaly, CCINE RAZE CHADO
%_:) lick or scan Non Other Medically Important Condition), Abortion spontaneous (n/a - Unknown - Caused/Prolonged Hospitalisation, Disabling, COVID-19 VA AST NECA ( X1
> 2021-07- Not Not ; " ™ ) e NCOV-19) [COVID-19 VACCINE ASTRAZENECA
= (1255 EU-EC- 10 Healthcare Non EEA Specified Specified Congenital Anomaly, Other Medically Important Condition), Fatigue (n/a - Unknown - Caused/Prolonged Hospitalisation, (CHADOXI1 NCOV-19)] (S- n/a - Unknown - [/a -
S 10009328820 y Professional Disabling, Congenital Anomaly, Other Medically Important Condition), Pregnancy (n/a - Unknown - Caused/Prolonged na - n/a])
é Hospitalisation, Disabling, Congenital Anomaly, Other Medically Important Condition)
% click or scan |; Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
IS 2021-07- Not . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
i . - -
£ 1256 BU-EC- 10 Ereai‘thciar;a] Non EEA Specified Female [Abortion spontaneous (n/a - Unknown - Other Medically Important Condition) (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
8 [10009328667 : olessio n/a - n/a)
£
2 click or scan | ; Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
B 1257 2021-07- Healthcare Non EEA Not Female Abortion spontaneous (n/a - Recovered/Resolved - Congenital Anomaly, Other Medically Important Condition), NCOV-19) [COVID-19 VACCINE ASTRAZENECA
g EU-EC- | 10 . Specified Menstruation irregular (n/a - Not Recovered/Not Resolved - Congenital Anomaly, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
ot Professional
O 10009328443 n/a - n/aJ)
click or scan |; Non Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Amenorrhoea (n/a - Not |COVID-19 VACCINE ASTRAZENECA (CHADOX1
1258 2021-07- Healthcare Non EEA 18-64 Female Recovered/Not Resolved - Other Medically Important Condition), Heavy menstrual bleeding (n/a - Not Recovered/Not NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- |, 10 Professional Years Resolved - Other Medically Important Condition), Influenza (1d - Recovered/Resolved - Other Medically Important (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10009328357 Condition), Ovulation pain (n/a - Not Recovered/Not Resolved - Other Medically Important Condition) n/a - n/a))
click or scan | ; Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-07- 18-64 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
R -
1259 EU-EC- 10 Eﬁ;ﬁfgﬂ Non EEA Vears Female [Abortion spontaneous (4d - Recovered/Resolved - ) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10009328035 n/a - n/aJ)

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009333821&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009332676&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009330427&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009330304&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009329958&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009328938&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009328820&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009328667&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009328443&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009328357&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009328035&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp! Qualification or Group ex Route])
Date Regulatory
Purposes
click or scan |;
b 1260 2021-07-|Healthcare EEA 18-64 Female Abortion spontaneous (0d - Not Recovered/Not Resolved - Other Medically Important Condition), Maternal exposure during| COMIRNATY [TOZINAMERAN] (S - COVID-19
S EU-EC- 09 Professional Years pregnancy (n/a - Recovered/Resolved - Other Medically Important Condition) immunisation - Not applicable - [n/a - 1{DF} - n/a])
:' 10009324484
ch
o click or scan |;
g E— Non
® -07- - AMERAN AMERAN] (S-
QO (1261 h 2021-07 Healthcare Non EEA 18-64 Female [Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition) TOZIN . [Tozm (S- COVID-19
- EU-EC- | 09 Professional Years immunisation - Not applicable - [1d - n/a - n/a])
3 10009322461 ]
[2]
£
g_ SPIKEVAX [COVID-19 MRNA VACCINE
2 click or scan | ; Non MODERNA (CX-024414)] (S- COVID-19
i 1262 "|Healthcare ~ |EEA 18-64 | omale |Aborti t (3d - Recovered/Resolved - Other Medically Important Condition) i isation - Not applicable - [1d - ImL. -
EU-EC- Professional Years Abortion Spontaneous Yy imp Intramuscular]), [CLOMIPRAMINE
10009320845 HYDROCHLORIDE] (S - Migraine - Dose not changed
% - [n/a - 10mg - Oral])
= click or scan | ; COVID-19 MRNA VACCINE MODERNA (CX-
N 312021-07- Ng:l b A 18-64 el Abortion spontaneous (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Maternal |024414) [COVID-19 MRNA VACCINE MODERNA
8|8 puec |; 209 |peatheare  INOMEEA -y |FemaIe fexposure during pregnancy (na - Unknown -) (CX-024414)] (S- COVID-19 immunisation -
T 10009314771 Unknown - [n/a - 1{DF} - Unknown])
] "
5 click or scan | 3
3 2021-07- |Healthcare 18-64 . . . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
% 1264 EU-EC- |00 Professional Non EEA Vears Female [Abortion spontaneous (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [ 1d- n/a - n/a])
[a} 10009313542,
g dlick or scan Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition), Heavy menstrual bleeding (n/a -
= el I Non Not Recovered/Not Resolved - Other Medically Important Condition), Maternal exposure during pregnancy (n/a - Unknown -
£ - - -
% 1265 BU-EC. | Healthcare Non EEA %(ia?’j Female |Other Medically Important Condition), Off label use (n/a - Unknown - Other Medically Important Condition), Pain (n/a - m‘;ﬁ%&gozlﬂﬁgﬁ?ng_ S/;]\)/ID'IQ
5 Professional Recovering/Resolving - Other Medically Important Condition), Product use issue (n/a - Unknown - Other Medically Important PP
g 10009313450 Condition)
%. click or scan |; Non
Z 1266 h "|Healthcare Non EEA 18-64 Female [Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition) TOZIN . [TOZI.N ) (8- COVID-19
g EU-EC- . Years immunisation - Not applicable - [1d - n/a - n/a])
Professional
= 10009310622
o
T
IS click or scan |3 Non
Z 1267 2021-07- \paltheare  |EEA 18-64 | pemale |Abortion spontaneous (n/a - Unknown - Other Medically Important Condition) COMIRNATY [TOZINAMERAN] (8- COVID-19
=2 EU-EC- 08 Professional Years immunisation - Not applicable - [1d - n/a - n/a])
E|  |10009306924 ; olessiona
=y
B click or scan |; . . 3 L
_ Non Abortion spontaneous (n/a - Not Recovered/Not Resolved - Congenital Anomaly, Other Medically Important Condition), ME ME
g 1268 " [Healthcare Non EEA 18-64 Female [Abscess limb (n/a - Unknown - Congenital Anomaly, Other Medically Important Condition), Maternal exposure during TOZIN . RAN [TOZI.N RAN] (8- COVID-19
O EU-EC- Professional Years o/ - Unkn Congenital Anomaly. Other Medically Conditi immunisation - Not applicable - [1d - n/a - n/a])
10009306865 rofession: pregnancy (n/a - own - Congenital Anomaly, er cally Important Condition)
click or scan || COVID-19 MRNA VACCINE MODERNA (CX-
_— Healthcare 18-64 Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Exposure during pregnancy (n/a - |024414) [COVID-19 MRNA VACCINE MODERNA
1269 EU-EC- Professional Non EEA Vears Female [Recovered/Resolved - ), Haemorrhage (n/a - Recovered/Resolved - Other Medically Important Condition), Vaginal haemorrhage|(CX-024414)] (S- COVID-19 immunisation - Not
10009306433 (n/a - Recovered/Resolved - ) applicable - [n/a - 1{DF} - Intramuscular - More in

ICR])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009324484&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009322461&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009320845&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009314771&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009313542&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009313450&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009310622&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009306924&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009306865&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009306433&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# ENU Lll))cal ICSR Form gatevz:y Source Sountry Age ]S’atlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber DZf:lp Qualification lfergulatory Group ex Route])
Purposes
click or scan || : COVID-19 MRNA VACCINE MODERNA (CX-
o _ 4 2021-07- | Healthcare 18-64 Abortion spontaneous (n/a - Recovered/Resolved - Caused/Prolonged Hospitalisation, Other Medically Important Condition),|024414) [COVID-19 MRNA VACCINE MODERNA
(1270 k o . Non EEA Female |Exposure during pregnancy (n/a - Recovered/Resolved - Caused/Prolonged Hospitalisation), Uterine dilation and curettage (n/a - |(CX-024414)] (S- COVID-19 immunisation - Not
S EU-EC- 08 Professional Years L . .
“_7‘1 10009304305 Recovered/Resolved - Caused/Prolonged Hospitalisation) applicable - [n/a - 1{DF} - Intramuscular - More in
o ICSR])
oh
‘; click or scan | ; Non
g 1271 2021-07- Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Vaginal haemorrhage (n/a - Not TOZINAMERAN [TOZINAMERAN] (S- COVID-19
g EU-EC- | 08 Professional Years Recovered/Not Resolved - Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
10009302191
7]
5
g
B click or scan |k N
on . ) . .
g 1272 puEC g (2021-07- Healthcare Non EEA 18-64 Female Abortion spontaneous (4d- Recovere'd/Resolved- Other M@cally Important Condition), Maternal exposure during TOZINAMERAN [TOZI_NAMERAN] (S- COVID-19
g 10009302178 08 Professional Years pregnancy (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
8
Eﬂ
g
E’ click or scan | ; Non
@ 2021-07- 18-64 . ) . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
4]
- ed/Re: - . S .
% 1273 EU-EC- 08 Eﬁ;}slscj?)r;al Non EEA Vears Female [Abortion spontaneous (9d - Recover solved - Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
3 10009302142
<
o}
a] click or scan | -
lick COVID-19 MRNA VACCINE MODERNA (CX:
g 1274 2021-07-|Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Exposure during pregnancy (n/a - Unknown |024414) [COVID-19 MRNA VACCINE MODERNA
ol EU-EC- 08 Professional Years -) (CX-024414)] (S- COVID-19 immunisation -
g 10009301513 Unknown - [n/a - 1 {DF} - Intramuscular])
g” click or scan |; Non
%_; 1275 “Healthcare  [Non EEA  [\80%  |Female | Abortion spontaneous (6d - Recovered/Resolved - Other Medically Important Condition) TOZINAMERAN [TOZINAMERAN] (S - COVID-19
2 EU-EC- Professional Years immunisation - Not applicable - [n/a - n/a - n/a])
Fel 10009300143
c
é click or scan |3 Non
o -07- - AMERAN AMERAN -
T 1276 2021-07 Healthcare Non EEA 18-64 Female [Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition) TOZIN . [Tozm (S- COVID-19
£ EU-EC- 3108 Professional Years immunisation - Not applicable - [1d - n/a - n/a])
= 10009299987
>
=%
£ click or scan |3 Non
2 1277 3 2021-07- Healthcare Non EEA Not Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Heavy menstrual bleeding (62d - TOZINAMERAN [TOZINAMERAN] (S- COVID-19
3 EU-EC- 7 |08 Professional Specified Recovered/Resolved - ), Menstrual disorder (n/a - Unknown - ) immunisation - Not applicable - [n/a - n/a - n/a])
g 10009299829 i
(¢}
lick or scan - Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Exposure during pregnancy (n/a - COVID-19 A VA MODERNA (CX-
2021-07-|Healthcare 18-64 . 024414) [COVID-19 MRNA VACCINE MODERNA
1278 o . Non EEA Female |Recovered/Resolved - ), Malaise (n/a - Recovered/Resolved - ), Rash (n/a - Recovered/Resolved - ), Rash erythematous (n/a - . L
EU-EC- ; 07 Professional Years RecoveredResolved - ) (CX-024414)] (S- COVID-19 immunisation -
10009298255 Unknown - [n/a - 1{DF} - Intramuscular])
lick or soan | Non COMIRNATY [TOZINAMERAN] (S- COVID-19
2021-07- 18-64 Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Nausea (n/a - Recovered/Resolved |. P .
1279 Healthcare EEA Female - immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- |07 . Years -), Vertigo (n/a - Recovered/Resolved - )
10009293165 Professional Intramuscular])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009304305&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009302191&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009302178&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009302142&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009301513&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009300143&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009299987&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009299829&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009298255&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009293165&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# ENIi;l‘l))ceﬁ:-l ICSR Form g:z::::y Source t(i)zuntry Age ]S):;lent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Qualification Group Route])
Date Regulatory
Purposes
| [didkorsean i 202107 |Eialtheare " COMIRNATY [TOZINAMERAN] (S- COVID-19
& 11280 EU-EC- 1.0, pee Professional EEA Vears Female [Abortion spontaneous (n/a - Recovering/Resolving - Caused/Prolonged Hospitalisation) immunisation - Not applicable - [n/a - 1{DF} -
Al 110009293164 3 Intramuscular])
A
@ click or scan | ; = Non Abortion spontaneous (4d - Unknown - Other Medically Important Condition), Fatigue (n/a - Recovering/Resolving - ),
g 1281 2021-07- Healthcare EEA 18-64 Female Headache (8d - Recovered/Resolved - ), Injection site erythema (6d - Recovered/Resolved - ), Injection site inflammation (6d- |COMIRNATY [TOZINAMERAN] (S- COVID-19
= EU-EC- = (07 . Years Recovered/Resolved - ), Injection site pain (6d - Recovered/Resolved - ), Injection site pruritus (6d - Recovered/Resolved - ), immunisation - Not applicable - [n/a - 1{DF} - n/a]
: Professional
§ 10009292796 Malaise (2d - Recovered/Resolved - ), Maternal exposure during pregnancy (n/a - Unknown - )
£
§- click or scan | s Non
IS  (2021-07- 18-64 . . e A TOZINAMERAN [TOZINAMERAN] (S- COVID-19
;! - - N . o e .
'g 1282 EUEC s 07 Eresi‘telslscizr;a] Non EEA Vears Female [Abortion spontaneous (15d- Recovered/Resolved With Sequelae - Caused/Prolonged Hospitalisation, Disabling) immunisation - Not applicable - [1d- n/a - n/a])
10009291494 A%
% click or scan Non
E” 1283 E "|Healthcare Non EEA 18-64 Female [Abortion spontaneous (n/a - Not Recovered/Not Resolved - Congenital Anomaly) TOZINAMERAN [TOZWAWRAN] (S- COVID-19
S U-EC- . Years immunisation - Not applicable - [1d - n/a - n/a])
S| 10009291477 Professional
5
>
m
@ click or scan | - COVID-19 MRNA VACCINE MODERNA (CX-
5 Healthcare 18-64 Abortion spontaneous (1d- Recovered/Resolved - Other Medically Important Condition), Exposure during pregnancy (n/a - [024414) [COVID-19 MRNA VACCINE MODERNA
5 Abortion spontaneous y Imp p g preghancy
1284 Non EEA Female
3 EU-EC- Professional Years Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation -
% 10009289833 Unknown - [n/a - 1 {DF} - Intramuscular])
o
g click or scan |3 W COVID-19 MRNA VACCINE MODERNA (CX-
[} 4 2021-07- Healthcare 18-64 Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Vaginal haemorrhage (n/a - 024414) [COVID-19 MRNA VACCINE MODERNA
= 1285 Non EEA Female
£ EU-EC  |g 07 Professional Years Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation - Not
g 10009287692 applicable - [n/a - 1{DF} - Intramuscular])
=)
e}
%_:) dlick or scan | =3 Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Exposure during pregnancy (n/a - COVID-19 MRNA VACCINE MODERNA (CX-
= 1286 2021-07- {Healthcare Non EEA 18-64 Female [Recovered/Resolved - ), Intermenstrual bleeding (n/a - Recovered/Resolved - ), Menstruation delayed (n/a - Recovered/Resolved 024414) [COVID-19 MRNA VACCINE MODERNA
] EU-EC- 06 Professional Years 5 g 2 g Y (CX-024414)] (S- COVID-19 immunisation - Not
% 10009283329 4 applicable - [n/a - 1{DF} - Unknown])
B
o .
> click or scan | ; =
£ 1287 2021-07- E::]thcare Non EEA 18-64 Female Abortion spontaneous (3d - Recovered/Resolved - Other Medically Important Condition), Off label use (n/a - Unknown - ), |TOZINAMERAN [TOZINAMERAN] (S- COVID-19
_Sm_ EU-EC- 06 Professional Years Product use issue (n/a - Unknown - ) immunisation - Not applicable - [1d - n/a - n/a])
j=3 10009282048
=
z click or scan | e COVID-19 MRNA VACCINE MODERNA (CX-
B 1288 La (2021-07-|Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Exposure during pregnancy (n/a - |024414) [COVID-19 MRNA VACCINE MODERNA
g EU-EC- 06 Professional Years Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation - Not
O 10009282007 : applicable - [n/a - 1{DF} - Unknown])
click or scan | - .
_— Non Abortion spontaneous (n/a - Not Recovered/Not Resolved - ), Foetal growth restriction (n/a - Not Recovered/Not Resolved - ME
1289 EU-EC- "|Healthcare EEA 31{86;?: Female [Other Medically Important Condition), Foetal heart rate abnormal (n/a - Not Recovered/Not Resolved - Other Medically mﬁ:ﬁgﬁ [n"l;;)_Z[IEa - 1{DF} _] %ﬁt}a%)u\s/iﬁalr]g)
10009281858 Professional Important Condition), Haemorrhage (n/a - Not Recovered/Not Resolved - Other Medically Important Condition)
click or scan | ; COVID-19 MRNA VACCINE MODERNA (CX-
1290 Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Exposure during 024414) [COMID-19 MRNA VACCINE MODERNA
EU-EC- Professional Years pregnancy (n/a - Not Recovered/Not Resolved - ) (CX-024414)] (S- COVID-19 immunisation - Not
10009280935 applicable - [n/a - 1{DF} - Unknown - More in ICSR])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009293164&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009292796&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009291494&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009291477&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009289833&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009287692&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009283329&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009282048&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009282007&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009281888&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009280935&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp! Qualification or Group ex Route])
Date Regulatory
Purposes
click or scan |3 Non COVID-19 MRNA VACCINE MODERNA (CX-
o 2021-07- 18-64 . ] . 024414) [COVID-19 MRNA VACCINE MODERNA
IN - - . L
S 1291 EUEC |d 06 Eﬂ;ﬁf& EEA Vears Female [Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
:' 10009280915 applicable - [1d - 1{DF} - Intramuscular])
< lick
B clckor scan | g 502107 /Nen 1864 COMIRNATY [TOZINAMERAN] (S- COVID-19
Q1292 EU-EC- 06 Healthcare EEA Vears Female [Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition) immunisation - Not applicable - [1d - 1{DF} -
g 10009280766 : Professional Intramuscular])
1(,-_‘5
g lick or scan
g | dickorsen  1021.07. [Non 1864 COMIRNATY [TOZINAMERAN] (S - COVID-19
8 (1293 BU-EC- | 06 Healthcare EEA Vears Female |Abortion spontaneous (n/a - Recovered/Resolved With Sequelae - Other Medically Important Condition) immunisation - Not applicable - [1d- .3mL -
g 10009280758 ; Professional Intramuscular])
g click or scan | .
S E— 2021-07- Non 18-64 COMIRNATY [TOZINAMERAN] (S- COVID-19
B|1294 EU-EC 06 Healthcare EEA Vears Female [Abortion spontaneous (1d- Recovered/Resolved - Other Medically Important Condition) immunisation - Not applicable - [1d - 1{DF} -
S -EC- ;
g 10009280657 Professional Intramuscular])
>
]
@ click or scan | e Non
511205 2021-07- Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a- |COMIRNATY [TOZINAMERAN] (S- COVID-19
loa} EU-EC- 06 . Years Unknown - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
% 10009275739| & Professional
o
o click or scan | ; Non
[} 2021-07- 18-64 . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
2 : ! - - . S .
% 1296 EU-EC- ] %% 06 Eﬁgsl;irgal EEA Vears Female [Abortion spontaneous (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
10009274762
=)
e}
%_; click or scan | ;
> ek 12021-07- | Healthcare 18-64 . . ) . COMIRNATY [TOZINAMERAN] (S- COVID-19
% 1297 EU-EC- ] 2 06 Professional Non EEA Vears Female [Abortion spontaneous (n/a - Recovered/Resolved With Sequelae - Other Medically Important Condition) mumisation - Not applicable - [/a - 1/a - n/a])
10009272992
B
% click or scan | Non Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Arthralgia (2d - Recovered/Resolved - ), COVID-19 VACCINE JANSSEN (AD26.COV2.5)
£ 1208 2021-07- Healthcare EEA 18-64 Female Chills (n/a - Recovered/Resolved - ), Fatigue (7d - Recovered/Resolved - ), Headache (1d - Recovered/Resolved - ), Malaise (7d - |[COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
= EU-EC- 5 (05 Professional Years Recovered/Resolved - ), Maternal exposure during pregnancy (n/a - Unknown - ), Myalgia (2d - Recovered/Resolved - ), Nausea |COVID-19 immunisation - Not applicable - [n/a -
fé’. 10009269543 (5d - Recovered/Resolved - ), Pyrexia (7d - Recovered/Resolved - ) 1{DF} - n/a])
=
z click or scan | = Non COVID-19 MRNA VACCINE MODERNA (CX-
B 1299 2021-07- Healthcare Non EEA 18-64 Female Abortion spontaneous (4d - Recovered/Resolved - Other Medically Important Condition), Maternal exposure during 024414) [COVID-19 MRNA VACCINE MODERNA
g EU-EC- 05 Professional Years pregnancy (1d - Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation -
O 10009268260 ] Unknown - [n/a - 1{DF} - Intramuscular])
dlick or sean Abdominal pain (n/a - Recovered/Resolved - ), Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important COVID-19 MRNA VACCINE MODERNA (CX-
2021-07- |Healthcare 18-64 - . . o 024414) [COVID-19 MRNA VACCINE MODERNA
1300 EU-EC- 05 Professional Non EEA Vears Female |Condition), Exposure during pregnancy (n/a - Recovered/Resolved - ), Impaired work ability (n/a - Recovered/Resolved - ), (CX-024414)] (S- COVID-19 immunisation -
'Vaginal haemorrhage (n/a - Recovered/Resolved - )
10009268145 Unknown - [n/a - 1{DF} - Intramuscular])
click or scan | = Non
1301 2021-07- Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a- |TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- 05 Professional Years Unknown - Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
10009267924

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009280915&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009280766&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009280758&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009280657&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009275739&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009274762&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009272992&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009269543&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009268260&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009268145&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009267924&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt lificati for G Sex Rout
Date Qualification Regulatory roup oute])
Purposes
click or scan |3 COVID-19 MRNA VACCINE MODERNA (CX-
b 1302 2021-07-|Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Exposure during pregnancy (n/a - Unknown |{024414) [COVID-19 MRNA VACCINE MODERNA
S EU-EC- Professional Years -) (CX-024414)] (S- COVID-19 immunisation -
:' 10009267640 Unknown - [n/a - 1{DF} - Intramuscular])
ch
i .
@ click or scan |; Non
ks - - -
QO (1303 Healthcare Non EEA 18-64 Female [Abortion spontaneous (14d- Recovered/Resolved - Life Threatening, Other Medically Important Condition) TOZINAMERAN [TOZWAMERAM (3- COVID-19
g EU-EC- Professional Years immunisation - Not applicable - [1d - n/a - n/a])
{’__? 10009264608
g
= click or scan i
i 1304 e 2021-07- EZ:] theare|EEA 18-64 Female |[Abortion spontaneous (n/a - Not RecoveredNot Resolved - Other Medically Important Condition), Maternal exposure COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- 2 |05 : Years during pregnancy (n/a - Unknown - ) immunisation - Not applicable - [n/a - 1 {DF} - n/a])
10009264034 i Professional
3
ks
k=)
S click or scan |; Non
.\g 1305 | Healthcare EEA Not Female Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Maternal exposure COMIRNATY [TOZINAMERAN] (S- COVID-19
0 EU-EC- Professional Specified during pregnancy (n/a - Unknown - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
g 10009263981
3
click or scan | ;
< — Non . . .. . SPIKEVAX [COVID-19 MRNA VACCINE
% 1306 2021-07- Healthcare EEA 18-64 Female Abortion spontaneous (6d - Recovered/Resolved - Other Medically Important Condition), Maternal exposure during MODERNA (CX-024414)] (S- COVID-19
% 1 O(E)I;-2E6g;§9l 05 Professional Years pregnancy (n/a - Unknown -) immunisation - Not applicable - [n/a - 1 {DF} - n/a])
kS
£ click or scan | ; ;
E 1307 I 2021-07- Egglthcare EEA 18-64 Female Abortion spontaneous (1wk - Recovered/Resolved - Other Medically Important Condition), Maternal exposure during ﬁéﬁ%\mﬁg{%?:ﬁmA&?%ﬁ
=) LEC. y - Unknown - 3 -
% 10(%;2%%831 05 Professional Years pregnancy (n/a own -) immunisation - Not applicable - [n/a - 1{DF} - n/a])
z
% dlick or scan | [Non 1864 Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Maternal exposure before VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
2 1308 EU-EC- Healthcare EEA Vears Female |pregnancy (n/a - Recovered/Resolved - ), Maternal exposure during breast feeding (n/a - Unknown - ), Ovulation pain (n/a - (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
o 10009261712 , Professional Recovered/Resolved - ) - Not applicable - [n/a - n/a - n/a])
Rl
g
_Sm_ click or scan |;
=2 Healthcare 18-64 . . . ) . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
= 8 - - . o .
g 1309 EU-EC- Professional Non EEA Vears Female [Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
2 10009260811
% COVID-19 VACCINE ASTRAZENECA (CHADOX1
5 click or scan |3 Non NCOV-19) [COVID-19 VACCINE ASTRAZENECA
1310 | Healtheare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition), Product use issue (n/a - (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- Professional Years Unknown - ) - Not applicable - [1d - n/a - n/a]), TOZINAMERAN
10009257030 [TOZINAMERAN] (S - COVID-19 immunisation -
Not applicable - [1d - n/a - n/a])
COVID-19 VACCINE ASTRAZENECA (CHADOX1
click or scan | Non NCOV-19) [COVID-19 VACCINE ASTRAZENECA
1311 | Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition), Product use issue (n/a - (CHADOXI NCOV-19)] (S- COVID-19 immunisation
EU-EC- Professional Years Unknown - ) - Not applicable - [1d - n/a - n/a]), TOZINAMERAN
10009257030 [TOZINAMERAN] (S - COVID-19 immunisation -
Not applicable - [1d - n/a - n/a])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009267640&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009264608&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009264034&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009263981&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009262891&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009262831&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009261712&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009260811&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009257030&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009257030&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# ENU Lll))cal ICSR Form gatevz:y Source Sountry Age ]S’atlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ecelp Qualification or Group ex Route])
Date Regulatory
Purposes
click or scan | ;
b 1312 e (2021-07- |Healthcare EEA Not Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Exposure during pregnancy (n/a - Unknown |TOZINAMERAN [TOZINAMERAN] (S - COVID-19
S EU-EC- L+ |05 Professional Specified - Other Medically Important Condition), Incomplete course of vaccination (n/a - Unknown - ) immunisation - Not applicable - [1d - n/a - n/a])
:!' 10009256861 Th
cia'
g dlick or sean | Non Abdominal pain upper (n/a - Not Recovered/Not Resolved - ), Abortion spontaneous (n/a - Not Recovered/Not Resolved - COVID-19 MRNA VACCINE MODERNA (CX-
® - 18-64 ’ - - . 024414) [COVID-19 MRNA VACCINE MODERNA
Q1313 Healthcare Non EEA Female |Other Medically Important Condition), Heavy menstrual bleeding (11d - Recovered/Resolved - ), Maternal exposure during . L
= EU-EC- Professional Years regnancy (n/a - Recovered/Resolved - ) (CX-024414)] (S - COVID- 19 immunisation -
3 10009256121 pregancy Unknown - [n/a - 1 {DF} - Intramuscular])
[2]
£
9& click or scan |3 Non COVID-19 MRNA VACCINE MODERNA (CX-
-‘é 1314 o (2021-07- Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Dysmenorrhoea (6d - Unknown - (024414) [COVID-19 MRNA VACCINE MODERNA
: EU-EC- 05 Professional Years ), Heavy menstrual bleeding (6d - Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation -
g 10009256109 - Unknown - [n/a - 1{DF} - Intramuscular])
% click or scan 1 Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
= =l [2021-07- Not Not . . ) . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
— . . + - - ,
;ﬂ 1315 EU-EC- | 03 Healthc'are Non EEA Specified Specified Abortion spontaneous (n/a - Recovered/Resolved - Congenital Anomaly, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
< 1 r! Professional
5 0009253205 n/a - n/aJ)
Ll:_]
8| | dickorsem N COVID-19 VACCINE ASTRAZENECA (CHADOXI
& 2021-07-| 70 18-64 Abortion spontaneous (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Maternal exposure during NCOV-19) [COVID-19 VACCINE ASTRAZENECA
@ |1316]  BU-EC- SR (03 Healthcare  |Non EEA |years  |Female s ’ (CHADOXI1 NCOV-19)] (S- n/a - Unknown - [n/a -
g 10009252989 p Professional pregnancy (n/a - Unknown - Caused/Prolonged Hospitalisation) a - wa))
5
kS -
% click or scan | = Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
8 2021-07- 18-64 . . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
= 1317 EUEC |3 03 E:jg;sciir;al Non EEA Vears Female [Abortion spontaneous (n/a - Recovering/Resolving - ), Maternal exposure during pregnancy (n/a - Unknown - ) (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
% 10009252331 1a - n/a))
©
= click or scan | ; Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
% 1318 2021-07- Healthcare Non EEA 18-64 Female Abortion spontaneous (19d - Recovered/Resolved - Disabling, Other Medically Important Condition), Maternal exposure NCOV-19) [COVID-19 VACCINE ASTRAZENECA
® EU-EC- x (03 : Years during pregnancy (n/a - Unknown - Disabling, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
o Professional
3 10009252029 n/a - n/aJ)
£
_Sm_ click or scan 1 Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
= 1319 2021-07- Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovering/Resolving - ), Dysmenorrhoea (5d - Recovered/Resolved - ), Heavy menstrual NCOV-19) [COVID-19 VACCINE ASTRAZENECA
< EU-EC- ; 03 . Years bleeding (5d - Recovered/Resolved - ), Muscle spasms (n/a - Recovering/Resolving - ) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
S ¥ Professional
3 10009251960 n/a - n/aJ)
gol -
S click or scan |; A Abortion spontaneous (17d - Recovered/Resolved - Congenital Anomaly, Other Medically Important Condition), COVID-19 VACCINE ASTRAZENECA (CHADOX1
O 1320 a1 (2021-07- Healthcare Non EEA 18-64 Female Haemorrhage (n/a - Unknown - Congenital Anomaly, Other Medically Important Condition), Maternal exposure during NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 03 Professional Years pregnancy (n/a - Unknown - Congenital Anomaly, Other Medically Important Condition), Typical aura without headache (n/a -|(CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10009251887 Unknown - Congenital Anomaly, Other Medically Important Condition) n/a - n/al)
dlick or scan | =3 Non Abdominal pain upper (n/a - Unknown - Other Medically Important Condition), Abortion spontaneous (6d - Not COVID-19 VA AST NECA ( Xl
2021-07- 18-64 ] e - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
1321 Healthcare Non EEA Female [Recovered/Not Resolved - Other Medically Important Condition), Maternal exposure during pregnancy (n/a - Unknown - Other
EU-EC- 03 Professional Years Medically T Conditi (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10009251798 rofession: cally Important Condition) na - n/a)

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf



https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009256861&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009256121&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009256109&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009253205&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009252989&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009252331&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009252029&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009251960&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009251887&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009251798&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt Qualification for Group Sex Route])
Date Regulatory
Purposes

click or scan | ; Non Abortion spontaneous (11d- Recovered/Resolved - Caused/Prolonged Hospitalisation, Congenital Anomaly, Other Medically |COVID-19 VACCINE ASTRAZENECA (CHADOX1
b 1322 2021-07- Healthcare Non EEA 18-64 Female Important Condition), Aboertion spontaneous (n/a - Unknown - Caused/Prolonged Hospitalisation, Congenital Anomaly, NCOV-19) [COVID-19 VACCINE ASTRAZENECA
S EU-EG | geis 03 Professional Years Other Medically Important Condition), Maternal exposure during pregnancy (n/a - Unknown - Caused/Prolonged (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
:'i' 10009251579| =i Hospitalisation, Congenital Anomaly, Other Medically Important Condition) n/a - n/al)
ch
"c_u! click or scan | - Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
g 1323 k | Healthcare Non EEA Not Female Abortion spontaneous (n/a - Recovering/Resolving - Caused/Prolonged Hospitalisation, Disabling, Congenital Anomaly, NCOV-19) [COVID-19 VACCINE ASTRAZENECA
— EU-EC- 3 Professional Specified Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
3 10009251383 n/a - n/a])
[2]
£
9& click or scan | ; Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
-‘é 1324 | Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Heavy menstrual bleeding (n/a- [NCOV-19) [COVID-19 VACCINE ASTRAZENECA

: EU-EC- Professional Years Not Recovered/Not Resolved - Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -

% 10009251272 n/a - n/aJ)
% click or scan | 3 Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
= 2l (2021-07- Not . " NCOV-19) [COVID-19 VACCINE ASTRAZENECA
= . - =) - -
;ﬂ 1325 EU-EC- 03 Healthc'are Non EEA Specified Female [Abortion spontaneous (n/a - Recovered/Resolved - ), Heavy menstrual bleeding (n/a - Unknown - ) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
m 1 ) Professional
5 0009250808 n/a - n/aJ)
>
m
@ click or scan | ; 5 Non Abortion spontaneous (n/a - Recovering/Resolving - Congenital Anomaly, Other Medically Important Condition), Body COVID-19 VACCINE ASTRAZENECA (CHADOX1
51326 2021-07- Healthcare Non EEA 18-64 Female temperature increased (n/a - Recovered/Resolved - Congenital Anomaly, Other Medically Important Condition), Maternal NCOV-19) [COVID-19 VACCINE ASTRAZENECA
3 EU-EC- (03 Professional Years exposure during pregnancy (n/a - Unknown - Congenital Anomaly, Other Medically Important Condition), Myalgia (n/a - (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
% 10009250165 Recovered/Resolved - Congenital Anomaly, Other Medically Important Condition) n/a - n/aj)
o
g click or scan |3 ? Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
g 1327 EU-EC- ) : (2)(3)21-07- Healthgare Non EEA l(i-a?'j Female [Abortion spontaneous (30d - Recovered/Resolved - ), Maternal exposure during pregnancy (n/a - Unknown - ) I\IC(I:-[OA).VEEQ))(I[(IX\I)C\?)QI] 99)]VI(AS /a- Sin%%gé
& 10009250080 =3 Professional a - n/a])
g
%i dlick or sean | Healtheare 1864 COMIRNATY [TOZINAMERAN] (S - COVID-19
= (1328 : EEA Female [Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition) immunisation - Not applicable - [1d - 1{DF} -
c EU-EC- Professional Years Intramuscular])
% 10009243256
g .
kol dlick or scan (3 Abortion spontaneous (1d - Recovered/Resolved - Other Medically Important Condition), Exposure during pregnancy (1d - COVID-19 MRNA VACCINE MODERNA (CX-
£ 2021-07- |Healthcare 18-64 L) . A 024414) [COVID-19 MRNA VACCINE MODERNA
< (1329 . Non EEA Female |Recovered/Resolved - ), Headache (2d - Recovered/Resolved - ), Pain in extremity (2d - Recovered/Resolved - ), Sleep disorder . L
= EU-EC- ey |02 Professional Years (2d- RecoveredResolved - ) (CX-024414)] (S- COVID-19 immunisation -
fé’. 10009241305 Ch Unknown - [n/a - 1{DF} - Intramuscular])
=
% click or scan |y 2 |5001-07- | Health 18-64 Abdominal pain (n/a - Not Recovered/Not Resolved - ), Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other (%)4\2[3 lm_\lgw&%NQé%m A
5 1330 EU-EC | - Pre(?fes;:if:al Non EEA Ye;]rs Female |Medically Important Condition), Dizziness (n/a - Not Recovered/Not Resolved - ), Exposure during pregnancy (n/a - Not (X OZA)VE 14)] (S- COVID-19 immunisation - Not
ot g : lved - ), - N lved - Other Medically I ti N } .
5 10009239328 Recovered/Not Resolved - ), Syncope (n/a - Not Recovered/Not Resolved - Other Medically Important Condition) applicable - [n/a - 1{DF} - Unknown])

click or scan | - Abortion spontaneous (1d - Recovered/Resolved - Disabling), Chills (1d - Recovered/Resolved - Disabling), Fatigue (1d -

. 20210750 s 1864 | [RecoveredResolved- Disabling), Headache (1d - RecoveredResolved - Disabling), Hyperhidvoss (1d - RecoveredResolved- (VCHADO‘CQEV%A]\I[%\X'%;]Q(SV_AOOOCWI b ASTRAZENECA
EU-EC- 02 Professional Years Disabling), Injection site reaction (1d - Recovered/Resolved - Disabling), Malaise (1d - Recovered/Resolved - Disabling), Pyrexia|* Not applicable - [n/a - n/a - n/al)
10009238051 (1d- Recovered/Resolved - Disabling) PP

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009251579&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009251383&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009251272&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009250808&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009250165&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009250080&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009243256&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009241305&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009239328&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009238051&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp! Qualification or Group ex Route])
Date Regulatory
Purposes
o
IN . . . . )
=} click or scan Abdominal pain upper (n/a - Recovered/Resolved - ), Abortion spontaneous (1d- Recovered/Resolved - Other Medically
5 22 | 0107 ealheare " Important Condition), Back pain (n/a - Recovered/Resolved - ), Chills (n/a - Recovered/Resolved - ), Diarrhoea (n/a - gx&;;%gw&gg%{gﬁé%ﬁm A
11332| EU-EC- . Non EEA Female [Recovered/Resolved - ), Fatigue (n/a - Recovered/Resolved - ), Feeling abnormal (n/a - Recovered/Resolved - ), Headache (n/a - . .
[} 02 Professional Years - (CX-024414)] (S- COVID-19 immunisation - Not
N1 10009237281 Recovered/Resolved - ), Heavy menstrual bleeding (n/a - Recovered/Resolved - ), Nausea (n/a - Recovered/Resolved - ), applicable - [n/a - 1{DF} - Intramuscular])
% Pregnancy (n/a - Recovered/Resolved - ), Sleep disorder (n/a - Recovered/Resolved - ), Vomiting (n/a - Recovered/Resolved - ) PP
(a)
3
[2]
5 click or scan | ; > COVID-19 MRNA VACCINE MODERNA (CX-
@ 1333 iE3Y 2021-07- | Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Exposure during pregnancy (1d- 024414) [COVID-19 MRNA VACCINE MODERNA
-§ EU-EC- i (02 Professional Years Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation -
g 10009237099 § Unknown - [n/a - 1 {DF} - Unknown])
3 dlick or scan ; Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Exposure during pregnancy (n/a - COVID-19 /A VACCINE MODERNA. (CX-
S 2021-07- |Healthcare 18-64 . 024414) [COVID-19 MRNA VACCINE MODERNA
S (1334 EU-EC. 0 P . Non EEA Female |Recovered/Resolved - ), Feeling abnormal (n/a - Recovered/Resolved - ), Haemorrhage (n/a - Recovered/Resolved - Other . .
k=2 oy rofessional Years Medically Tmportant Condition), Vaginal haemorrhage (n/a - Recovered/Resolved - ) (CX-024414)] (- COVID-19 immunisation - Not
S 10009235832 Y imp > vagl! & applicable - [n/a - 1 {DF} - Unknown])
5
o lick or scan | Non Abortion spontaneous (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Abortion
P _07- - - > il AME] AME] _
?—_’) 1335 EU-EC- 3221 07 Healthcare Non EEA I;:);Ci fied Female |threatened (n/a - Recovering/Resolving - Caused/Prolonged Hospitalisation, Other Medically Important Condition), msationmgzozlrigble i} an_ S/;]\)/[D_IQ
5’3 10009235290 Professional Haemorrhage (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition) PP
©
o}
a click or scan |3 COVID-19 MRNA VACCINE MODERNA (CX-
S 1336 2021-07- Healthcare Non EEA 18-64 Female Abdominal pain (1d - Recovered/Resolved - ), Abortion spontaneous (1d- Recovered/Resolved - Other Medically Important |024414) [COVID-19 MRNA VACCINE MODERNA
o EU-EC- 01 Professional Years Condition), Maternal exposure during pregnancy (n/a - Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation - Not
% 10009233740 applicable - [n/a - 1{DF} - Intramuscular])
g click or scan | ; i COVID-19 MRNA VACCINE MODERNA (CX-
%_;) 1337 i 2021-07-|Healthcare Non EEA 18-64 Female Abortion spontaneous (1d- Recovered/Resolved - Other Medically Important Condition), Exposure during pregnancy (1d- (024414) [COVID-19 MRNA VACCINE MODERNA
% EU-EC- ) : Professional Years Recovered/Resolved - ) (CX-024414)] (S- COMID-19 immunisation -
% 10009232250 ; Unknown - [n/a - 1{DF} - Intramuscular])
g ik eraon i Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Exposure during COVID-19 A VA MODERNA (CX-
o) Healthcare 18-64 . . 024414) [COVID-19 MRNA VACCINE MODERNA
£ (1338 gy . Non EEA Female [pregnancy (1d- Recovered/Resolved - ), Foetal growth restriction (n/a - Not Recovered/Not Resolved - Other Medically ¥ } . coi
s EU-EC Professional Years Important Condition), Maternal exposure before pregnancy (n/a - Not Recovered/Not Resolved - ) (CX.024414)] (S- COVID-19 immunisation - Not
> 10009231819| = ’ applicable - [n/a - 1{DF} - Unknown])
o
< click or scan 3 Non
) 1339 2021-07- Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a - |TOZINAMERAN [TOZINAMERAN] (S- COVID-19
B EU-EC- 01 : Years Unknown - Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
S 10009230399 Professional
O
lick or scan ; 2021-07-|Healthcare 18-64 Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Exposure during pregnancy (n/a - (%)4\23)1 [QCDVID/?]\;/?\/IRN A \X?I]C)I]?\]IQEN{\\/Ié%)](E_RN A
1340 BU-EC [ 01 P . Non EEA Female [Recovered/Resolved - Caused/Prolonged Hospitalisation), Vaginal haemorrhage (n/a - Recovered/Resolved - Caused/Prolonged . g
-EC- ) : rofessional Years Hospitalisation, Other Medically Tmportant Condition) (CX-024414)] (S- COVID-19 immunisation -
10009230238 P J Y mp Unknown - [n/a - 1{DF} - Intramuscular])
click or scan | = Non COVID-19 MRNA VACCINE MODERNA (CX-
1341 | Healthcare Non EEA 18-64 Female Abortion spontaneous (1d- Recovered/Resolved - Other Medically Important Condition), Exposure during pregnancy (30d - (024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- Professional Years Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation - Not
10009230054 applicable - [n/a - 1{DF} - Intramuscular])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009237281&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009237099&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009235832&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009235290&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009233740&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009232250&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009231819&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009230399&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009230238&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009230054&_xpt=1&_xf=pdf

Reported side effectsfor COVID-19 vaccinesin EudraVigilance database (www.adrreports.eu) | Filtered by " Reaction": " Abortion spontaneous’

Page 134 of 181

Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# gjlmc;l ICSR Form g:z:iv::y Source Sozuntry Age g:;lent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Qualification Group Route])
Date Regulatory
Purposes
I S| S5 1021.07- N0 18-64 Aborti taneous (n/a - RecoveredResolved - Other Medically Important Condition), Menstruation delayed (nfa~ | Ve Vi [COVID-19 VACCINE ASTRAZENECA
1342 oL P Healthcare  [EEA Female [222rtion spontaneous ¥ tmp g Y (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a|
s EU-EC- i o1 Professional Years Unknown -) SmL - Intramuscular])
- 10009228304 ; o B
—
cia'
@ click or scan | ; Non
B - 18-64 Abortion spontaneous (4d - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a- |COMIRNATY [TOZINAMERAN] (S- COVID-19
01343 Healthcare EEA Female . S .
g EU-EC- Professional Years Unknown - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
10009227675
7]
5 4
o click or scan | ; Non
= 2021-07- Not . ) .. TOZINAMERAN [TOZINAMERAN] (S- COVID-19
. - - . S .
'g 1344 EU-EC- o1 Eﬁgﬁfm Non EEA Specified Female [Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/al])
10009226715
% click or scan | § COVID-19 MRNA VACCINE MODERNA (CX-
S|1345 Al | 2021-06- (Healthcare Non EEA 18-64 Female Abortion spontaneous (1d - Recovered/Resolved - Other Medically Important Condition), Exposure during pregnancy (n/a - |024414) [COVID-19 MRNA VACCINE MODERNA
S EU-EC- li; 3130 Professional Years Recovered/Resolved - ), Vaginal haemorrhage (n/a - Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation -
%’ 10009219490 Unknown - [n/a - 1{DF} - Intramuscular])
>
m
@ click or scan Z : ) N ) COVID-19 MRNA VACCINE MODERNA (CX-
5 = (2021-06-|Healthcare 18-64 Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Exposure during pregnancy (n/a - 024414) [COVID-19 MRNA VACCINE MODERNA
1346 Non EEA Female y Y
loa} EU-EC- ;i i |30 Professional Years Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation -
% 10009219482/ i Unknown - [n/a - 1{DF} - n/a])
o
5
kS .
g click or scan 3 COVID-19 MRNA VACCINE MODERNA (CX-
5 1347 i (2021-06- |Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Exposure during pregnancy (1d - 024414) [COVID-19 MRNA VACCINE MODERNA
<% EU-EC- 30 Professional Years Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation -
%'; 10009218902 Unknown - [n/a - 1{DF} - Intramuscular])
>
g
é click or scan || ! COVID-19 MRNA VACCINE MODERNA (CX-
% 1348 - gl |2021-06-|Healthcare | o) |18-64 | |Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Exposure during pregnancy (n/a - ?é;‘;_‘ (1)2 AE%YI(E:IEDI\\A/IIQS—?;/ ﬁncnﬁrml\faxg?%fjA
1S EU-EC- 3130 Professional Years Recovered/Resolved - ), Inappropriate schedule of product administration (1d - Recovered/Resolved - ) . .
o applicable - [n/a - 1{DF} - Intramuscular - More in
= 10009218858 ICSR])
1]
=%
£ click or scan | COVID-19 MRNA VACCINE MODERNA (CX-
2 1349 2021-06- |Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Exposure during pregnancy (1d- 024414) [COVID-19 MRNA VACCINE MODERNA
3 EU-EG |5 30 Professional Years Recovered/Resolved - ), Vaginal haemorrhage (n/a - Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation -
g 10009218763 | =3k% Unknown - [n/a - 1 {DF} - Unknown])
(¢}
click or scan COVID-19 MRNA VACCINE MODERNA (CX-
1350 1 2021-06- |Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Exposure during 024414) [COVID-19 MRNA VACCINE MODERNA
-EC- 3 rofession: ears regnanc a - Not Recover ot Resolved - - - immunisation - Not
EU-EC- |} 30 Professional Y pregnancy (n/a - Not Re ed/Not Resolved (CX-024414)] (S- COVID-19 i isation - N
10009217589; | applicable - [n/a - 1{DF} - Intramuscular])
click or scan . ...
_ ; Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Maternal exposure
1351 X 2021-06- Healtheare o ppa {1864 ko e [oofore pregnancy (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a - TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- | % 30 Professional Years nkn her Medically T diti immunisation - Not applicable - [1d - n/a - n/a])
10009216935 Unknown - Other Medically Important Condition)

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009228304&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009227675&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009226715&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009219490&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009219482&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009218902&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009218858&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009218763&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009217589&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009216935&_xpt=1&_xf=pdf
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Page 135 of 181

Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gateyvay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt Qualification for Group Sex Route])
Date Regulatory
Purposes
. ; COVID-19 MRNA VACCINE MODERNA (CX-
< click or scan | 3¢ Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Chills (n/a - Recovered/Resolved - (024414) [COVID-19 MRNA VACCINE MODERNA
< 1352 ] 2021-06- Healthgare Non EEA 18-64 Female ), Exposure during pregnancy (n/a - Recovered/Resolved - ), Fatigue (n/a - Recovered/Resolved - ), Headache (n/a - (CX-024414)] (S - COVID-19 immunisation - Not
& EU-EC- e (30 Professional Years Recovered/Resolved - ), Iliness (n/a - Recovered/Resolved - ), Malaise (n/a - Recovered/Resolved - ), Pain in extremity (n/a- |applicable - [n/a - 1{DF} - Intramuscular - More in
o 10009216586 Recovered/Resolved - ), Pyrexia (n/a - Recovered/Resolved - ) ICSR])
—
[0}
8 4
g lick or sean Healthcare 18-64 Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Exposure during pregnancy (n/a - gﬁ[ 3)1 F@W$ 1\9/1?\/IRN A \X%%Nﬁ(()%)ém A
s (1353 . Non EEA Female |Recovered/Resolved - ), Headache (n/a - Unknown - ), Night sweats (n/a - Unknown - ), Pain (n/a - Unknown - ), Pyrexia (n/a - . .
2 EU-EC- Professional Years Unknown - ), Somnolence (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
g_ 10009216294 ’ applicable - [n/a - 1{DF} - Intramuscular])
g click or scan | ;== COVID-19 MRNA VACCINE MODERNA (CX-
g 1354 Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Exposure during pregnancy (1d- 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- Professional Years Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation - Dose
3 10009216253 not changed - [n/a - 1{DF} - Unknown])
s
-g) click or scan | = COVID-19 MRNA VACCINE MODERNA (CX-
© 1355 2021-06- |Healthcare Non EEA 18-64 Female Abortion spontaneous (1d - Recovered/Resolved - Other Medically Important Condition), Exposure during pregnancy (1mo -|024414) [COVID-19 MRNA VACCINE MODERNA
E EU-EC- 3130 Professional Years Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation - Not
@ 10009216194 applicable - [n/a - 1{DF} - Intramuscular])
(8]
§ click or scan | ; COVID-19 MRNA VACCINE MODERNA (CX-
% 1356 Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Exposure during pregnancy (1d- 024414) [COVID-19 MRNA VACCINE MODERNA
a EU-EC- ) Professional Years Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation - Not
g 10009216058 applicable - [n/a - 1{DF} - Unknown])
kS
£
g click or scan COVID-19 MRNA VACCINE MODERNA (CX-
g 2021-06- Healthqare 18-64 Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Exposure during pregnancy (1d - 0(2;(4 32 E?Vl? 1(9DI\<I/[RN1?9V ACCINE MODERNA
%_:) 1357]  EU-EC- 30 Professional  [Non EEA |Years | Female Recovered/Resolved - ), Migraine (n/a - Recovered/Resolved - ) cx ] (8- D-19 immunisation - Not
@ 10009215885 > MIgE applicable - [n/a - 1{DF} - Intramuscular - More in
] ICR))
B
B
% click or scan | ;5= COVID-19 MRNA VACCINE MODERNA (CX-
€ |1358 Healthcare Non EEA 18-64 Female Abortion spontaneous (1d - Recovered/Resolved - Other Medically Important Condition), Exposure during pregnancy (1d- |024414) [COVID-19 MRNA VACCINE MODERNA
£ EU-EC- Professional Years Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation -
a 10009215427 Unknown - [n/a - 1{DF} - Intramuscular])
=
2 click or scan |; Non
Bli3s0 | Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved With Sequelae - Life Threatening, Caused/Prolonged Hospitalisation), TOZINAMERAN [TOZINAMERAN] (S - COVID-19
g EU-EC- Professional Years Haemorrhage (n/a - Recovering/Resolving - Life Threatening, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [1d - n/a - n/a)])
S 10009215015
lick or scan ] 2021-06- Non 18-64 Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Exposure during pregnancy (1d - &«2)4\2 3)1 [9COV[D/§ l\;/?\/IRN A \I/}//i(C)I]C)I]?\]I{EN{\\/Ié%)](E_RN A
1360 EU-EC- 30 Healthcare Non EEA Vears Female [Recovered/Resolved - ), Headache (n/a - Unknown - ), Pain in extremity (n/a - Unknown - ), Product dose omission issue (n/a - (CX-024414)] (S- COVID-19 immunisation -
% Professional Unknown - ), Vaccination site pain (n/a - Unknown - )
10009214474 Unknown - [n/a - 1{DF} - Intramuscular])
click or scan | ; COVID-19 MRNA VACCINE MODERNA (CX-
Healthcare 18-64 Abortion spontaneous (n/a - Unknown - Disabling, Other Medically Important Condition), Anembryonic gestation (n/a - 024414) [COVID-19 MRNA VACCINE MODERNA
1361 Non EEA Female & Y D &
EU-EC- Professional Years Unknown - Disabling), Exposure during pregnancy (1d - Recovered/Resolved - Disabling) (CX-024414)] (S- COVID-19 immunisation -
10009214411 Unknown - [n/a - 1 {DF} - Intramuscular])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009216586&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009216294&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009216253&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009216194&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009216058&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009215885&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009215427&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009215015&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009214474&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009214411&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# ENU Lll))cal ICSR Form gatevz:y Source Sountry Age ]S’atlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber DZf:lp Qualification lfergulatory Group ex Route])
Purposes
click or scan | ; Non COVID-19 MRNA VACCINE MODERNA (CX-
b 1362 2021-06- Healthcare Non EEA 18-64 Female Abortion spontaneous (1d - Recovering/Resolving - Other Medically Important Condition), Exposure during pregnancy (1d - |024414) [COVID-19 MRNA VACCINE MODERNA
S EU-EC- | % 30 Professional Years Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation -
:' 10009214106 Unknown - [n/a - 1{DF} - Unknown])
ch
B 2021-06- | Healthcare 18-64 Abortion spontaneous (1d- Recovered/Resolved - Other Medically Important Condition), Maternal exposure before . .
QO (1363 : Non EEA Female (CX-024414)] (S- COVID-19 immunisation - Not
— EU-EC- ) 30 Professional Years pregnancy (1d - Recovered/Resolved - ) licable - [/a - 1 {DF - In udar - More i
3 10009213543 fé’gﬁ e - [n/a- 1{DF} - Intramuscular - More in
7]
£
§- click or scan | - Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Dizziness (n/a - COVID-19 MRNA VACCINE MODERNA (CX-
-‘é 1364 1 2021-06- Healthcare Non EEA 18-64 Female Recovered/Resolved - ), Exposure during pregnancy (n/a - Recovered/Resolved - ), Fatigue (n/a - Recovered/Resolved - ), 024414) [COVID-19 MRNA VACCINE MODERNA
: EU-EC- ) 2 30 Professional Years Impaired work ability (n/a - Recovered/Resolved - ), Injection site discomfort (n/a - Recovered/Resolved - ), Injection site (CX-024414)] (S- COVID-19 immunisation -
g 10009212667 ; swelling (n/a - Recovered/Resolved - ), Malaise (n/a - Recovered/Resolved - ) Unknown - [n/a - 1{DF} - Intramuscular])
% lick or sean . . A Ooat 3)1[900\/1D1§ 10 MRNA VACCINE MODERNA
= 2021-06- |Healthcare 18-64 Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Exposure during pregnancy (n/a - . .
D|1365 B : Non EEA Female . (CX-024414)] (S- COVID-19 immunisation - Not
S U-EC- 3130 Professional Years Recovered/Resolved - ), Vaginal haemorrhage (n/a - Recovered/Resolved - ) licable - [/a - 1{DF} - 1 Jar - More i
@ 10009212623 ¥ zligg{]c? e - [n/a - 1{DF} - Intramuscular - More in
5
>
m
@ click or scan | - COVID-19 MRNA VACCINE MODERNA (CX-
5 2021-06- |Healthcare 18-64 Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Exposure during pregnancy (1d - 024414) [COVID-19 MRNA VACCINE MODERNA
1366 Non EEA Female
loa} EU-EC- 30 Professional Years Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation -
% 10009212486, Unknown - [n/a - 1 {DF} - Intramuscular])
o
5
[}
% click or scan COVID-19 MRNA VACCINE MODERNA (CX-
= 2021-06- |Healthcare 18-64 Abortion spontaneous (1d - Recovered/Resolved - Other Medically Important Condition), Exposure during pregnancy (1d- 024414) [COVID-19 MRNA VACCINE MODERNA
(1367 Non EEA Female
o EU-EC- 30 Professional Years Recovered/Resolved - ), Vaginal haemorrhage (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation -
%_; 10009212397 Unknown - [n/a - 1{DF} - Intramuscular])
g
g click or scan | ; COVID-19 MRNA VACCINE MODERNA (CX-
ol Healthcare 18-64 Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Exposure during 024414) [COVID-19 MRNA VACCINE MODERNA
£ 11368 ’ Non EEA Female . D
= EU-EC- ) Professional Years pregnancy (n/a - Not Recovered/Not Resolved - ) (CX-024414)] (S- COVID-19 immunisation - Not
E_ 10009212338 applicable - [n/a - 1{DF} - Intramuscular])
£
S click or scan |;
2 Non
B (1369 2021-06-|yovithcare [NonEEA |13 |Female |Abortion spontaneous (n/a - Not Recovered/Not Resolved - Life Threatening) TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- 7,130 : Years immunisation - Not applicable - [1d - n/a - n/a)])
Bl 10009211971 Professional
O
. COVID-19 MRNA VACCINE MODERNA (CX-
lick or scan |5 502106 | Healtheare 1864 Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Exposure during pregnancy (1d- [024414) [COVID-19 MRNA VACCINE MODERNA
1370 EU-EC- ;2. JP Professional Non EEA Vears Female [Recovered/Resolved - ), Fatigue (n/a - Recovered/Resolved - ), Injection site pain (n/a - Recovered/Resolved - ), Lethargy (n/a - |(CX-024414)] (S- COVID-19 immunisation - Not
s Recovered/Resolved - ), Pyrexia (n/a - Recovered/Resolved - ) applicable - [n/a - 1{DF} - Intramuscular - More in
10009211793 ICSR])
click or scan | = s
1371 2021-06- |Healthcare EEA Not Female Abortion induced (n/a - Unknown - Other Medically Important Condition), Abortion spontaneous (n/a - Unknown - Other |COMIRNATY [TOZINAMERAN] (S - Immunisation -
EU-ECG- |2 30 Professional Specified Medically Important Condition) n/a - [n/a - n/a - n/a])
10009209962 ;

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009214106&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009213543&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009212667&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009212623&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009212486&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009212397&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009212338&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009211971&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009211793&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009209962&_xpt=1&_xf=pdf

Reported side effectsfor COVID-19 vaccinesin EudraVigilance database (www.adrreports.eu) | Filtered by " Reaction": " Abortion spontaneous’

Page 137 of 181

Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |FULocal ICSR Form | G31€WaY |5y e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
click or scan | ; Non COVID-19 MRNA VACCINE MODERNA (CX-
b - Not . . . 024414) [COVID-19 MRNA VACCINE MODERNA
N . - - .
S 1372 EU-EC- Hea]thgare EEA Specified Female [Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition) (CX-024414)] (S- n/a - Not applicable - [n/a - 1{DF} -
) Professional
< 10009209404 n/a])
ch
; click or scan | = COVID-19 MRNA VACCINE MODERNA (CX-
g 1373 Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Exposure during pregnancy (n/a - (024414) [COVID-19 MRNA VACCINE MODERNA
e EU-EC- Professional Years Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation -
3 10009204224 Unknown - [n/a - 1 {DF} - Intramuscular])
[2]
=
g_ click or scan | - 1 Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Asthenia (n/a - Not COVID-19 MRNA VACCINE MODERNA (CX-
_‘§ 1374 : ' (2021-06-|Healthcare Non EEA 18-64 Female Recovered/Not Resolved - ), Expomre during pregnancy (1d- Reoovered/Remlv;d - ), Haemorrhage in pregnancy (n/a - Not 024414) [COVID-19 MRNA VACCINE MODERNA
3 EU-EC- . |29 Professional Years Recpvered/Not Resolved - ), Pain (n/a - Not Recovered/Not Resolved - ), Pyrexia (n/a - Not Recovered/Not Resolved - ), (CX-024414)] (S- COVID-19 immunisation -
g 10009204081 'Vaginal haemorrhage (n/a - Not Recovered/Not Resolved - ) Unknown - [n/a - 1 {DF} - Intramuscular])
% click or scan | ; COVID-19 MRNA VACCINE MODERNA (CX-
S|1375 Healthcare Non EEA 18-64 Female Abortion spontaneous (1d - Recovered/Resolved - Other Medically Important Condition), Exposure during pregnancy (n/a - |024414) [COVID-19 MRNA VACCINE MODERNA
S EU-EC- : Professional Years Recovered/Resolved - ), Vaginal haemorrhage (1d - Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation - Not
%’ 10009200480 applicable - [n/a - 1{DF} - Intramuscular])
>
] o
@ click or scan | ygir® L Non Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure during breast feeding (n/a
5 376 3 2021-06- Healthcare Non EEA 18-64 Female | Unknown - ), Maternal exposure during pregnancy (n/a - Unknown - Other Medically Important Condition), Off label use (n/a|TOZINAMERAN [TOZINAMERAN] (S - COVID-19
3 EU-EC- 29 Professional Years - Unknown - Other Medically Important Condition), Pain in extremity (n/a - Not Recovered/Not Resolved - ), Product use immunisation - Not applicable - [n/a - n/a - n/a])
% 10009198060 issue (n/a - Unknown - Other Medically Important Condition)
o
5
g click or scan Non COVID-19 MRNA VACCINE MODERNA (CX-
£ 1377 Healthcare ~ [Non EEA  |18-64  |Female |Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Exposure during pregnancy (1d - 024414) [COVID-19 MRNA VAGCINE MODERNA
g EU-EC- Professional Years Recovered/Resolved - ), Headache (n/a - Unknown - ), Nausea (n/a - Unknown - ), Vomiting (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation -
% 10009197040 Unknown - [n/a - 1{DF} - Unknown])
z
% click or scan | ; '. Non COVID-19 MRNA VACCINE MODERNA (CX-
Eliz7s 2021-06- Healthcare Non EEA Not Female Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Exposure during pregnancy (1d- (024414) [COVID-19 MRNA VACCINE MODERNA
o) EU-EC- 3129 Professional Specified Recovered/Resolved - ), Product dose omission issue (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation -
E 10009196971 Unknown - [n/a - 1{DF} - Intramuscular])
3 click or scan |;
o LUHCK OF Seall
E 1379 2021-06- E(e):lthcare EEA 18-64 Female Abortion spontaneous (6d - Recovered/Resolved - Other Medically Important Condition), Maternal exposure during COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
S EU-EC- 3129 : Years pregnancy (6d - Recovered/Resolved - Other Medically Important Condition) - n/a - n/aJ)
2 . Professional
3 10009191373
8 .
Is} click or scan | ; MRN CCINE
[Non 18-64 Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Exposure during SPIKEVAX [COVID-19 A VA
1380 Healthcare EEA Female . . MODERNA (CX-024414)] (S-n/a-n/a-[1d-n/a-
EU-EC- . Years pregnancy (n/a - Not Recovered/Not Resolved - Other Medically Important Condition)
Professional Intramuscular])
10009191034
click or scan | =zt
1381 : Healthcare EEA 18-64 Female Abortion spontaneous (1d - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a- |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- Professional Years Unknown - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
10009190646,

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009209404&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009204224&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009204081&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009200480&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009198060&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009197040&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009196971&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009191373&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009191034&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009190646&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# ENU Lll))cal ICSR Form gatevz:y Source Sountry Age ]S’atlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp Qualification or Group ex Route])
Date Regulatory
Purposes
. dlick or sean |, 2 | 202106 Healtheare 1864 Abortion spontaneous (1d- Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation, Congenital Anomaly), Chills ~ [SPIKEVAX [COVID-19 MRNA VACCINE
& 11382 EU-EC- F 29 Professional EEA Vears Female [(1d- Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation, Congenital Anomaly), Pyrexia (1d - Not Recovered/Not [MODERNA (CX-024414)] (S- COVID-19
“_7" 10009189026 [ J Resolved - Caused/Prolonged Hospitalisation, Congenital Anomaly) immunisation - Not applicable - [n/a - n/a - n/a])
—
ch
o click or scan | Non
© 2021-06- Not . . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
- -EC- | H ! A eci . . immunisation - Not applicable - [1d - n/a - n/a
0 (1383 EU-EC 29 Erejg;;irgal Non EEA ified Female [Abortion spontaneous (n/a - Not Recovered/Not Resolved - Congenital Anomaly) Not applicable - [1d- n/a - n
3 10009188940 ¢ ;
7]
5 4
R click or scan Non
= =2 2021-06- 18-64 . . o COMIRNATY [TOZINAMERAN] (S- COVID-19
- - . S .
'g 1384 EU-EC- ] 29 Eﬁgﬁa} EEA Vears Female [Abortion spontaneous (0d- Recovered/Resolved With Sequelae - Caused/Prolonged Hospitalisation) immunisation - Not applicable - [n/a - n/a - n/al)
10009188417 :
3 . 5 COVID-19 MRNA VACCINE MODERNA (CX-
s dlick or sean |¢ 024414) [COVID-19 MRNA VACCINE MODERNA
= 2021-06- |Healthcare 18-64 Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Exposure during pregnancy (n/a - . i
D|1385 : Non EEA Female - .. (CX-024414)] (S- COVID-19 immunisation - Not
S EU-EC- 29 Professional Years Unknown - ), Foetal death (n/a - Recovered/Resolved - Other Medically Important Condition) licable - M/a - 1 u .
@ 10009187801 zligg{]c)a e - [n/a - 1{DF} - Intramuscular - More in
5
>
m
@ click or scan | COVID-19 MRNA VACCINE MODERNA (CX-
5 186 sici (2021-06- |Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Exposure during 024414) [COVID-19 MRNA VACCINE MODERNA
3 EU-EC- 29 Professional Years pregnancy (32d - Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation - Not
% 10009186564 T applicable - [n/a - 1{DF} - Unknown])
o
g click or scan | ; COVID-19 VACCINE ASTRAZENECA (CHADOX1
o 1387 2021-06-|Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Fatigue (n/a - Recovered/Resolved NCOV-19) [COVID-19 VACCINE ASTRAZENECA
£ EU-EC-  |E 29 Professional Years -), Headache (n/a - Recovered/Resolved - ) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
é) 10009186559 n/a - Intramuscular])
e}
% click or scan |; COVID-19 MRNA VACCINE MODERNA (CX-
>|1388 2021-06- |Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Breast mass (n/a - 024414) [COVID-19 MRNA VACCINE MODERNA
g EU-EC- 28 Professional Years Recovered/Resolved - ), Haemorrhage (n/a - Recovered/Resolved - Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation -
% 10009181776 Unknown - [n/a - 1 {DF} - Intramuscular])
s
o .
T click or scan | ; Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Exposure during pregnancy (n/a - |COVID-19 MRNA VACCINE MODERNA, (CX-
E 1389 2021-06- Healthcare |\ pr s (1864 | o [Recovered/Resolved - ), Fatigue (n/a - Recovered/Resolved - ), Intermenstrual bleeding (n/a - Recovered/Resolved - ), Pyrexia ~ 024414) [COVID-19 MRNA VACCINE MODERNA
3 EU-EC- e 28 Professional Years (n/a - Recovered/Resolved - ), Uterine contractions during pregnancy (n/a - Recovered/Resolved - ) (CX-024414)] (S - COVID-19 immunisation - Not
=2 10009180157 applicable - [n/a - 1{DF} - Intramuscular])
=
_é‘ click or scan |; COVID-19 MRNA VACCINE MODERNA (CX-
B 1390 Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Life Threatening, Congenital Anomaly, Other Medically Important Condition), 024414) [COVID-19 MRNA VACCINE MODERNA
g EU-EC- Professional Years Exposure during pregnancy (n/a - Unknown - Life Threatening, Congenital Anomaly) (CX-024414)] (S- COVID-19 immunisation - Not
¢] 10009177692 applicable - [n/a - 1{DF} - Intramuscular])
click or scan COVID-19 MRNA VACCINE MODERNA (CX-
1391 T % [2021-06- |Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Exposure during pregnancy (1d - ?é;‘é (1)22 i?gﬂ?&%?;ﬁ%&?%@A
EU-EC- | 28 Professional Years Recovered/Resolved - ), Haemorrhage in pregnancy (n/a - Unknown - Other Medically Important Condition) licabl LDF! -1 ular - More i
10009175686 ?(r;g{]c; e - [n/a - 1{DF} - Intramuscular - More in
click or scan |;
—— Non . . " . SPIKEVAX [COVID-19 MRNA VACCINE
1392 _— | Healtheare EEA ;i;?_j Female W (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a - MODERNA (CX-024414)] (S- COVID-19
10009174239 Professional immunisation - Not applicable - [n/a - 1{DF} - n/a])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009189026&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009188940&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009188417&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009187801&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009186564&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009186559&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009181776&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009180157&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009177692&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009175686&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009174239&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# ENU Lll))cal ICSR Form gatevz:y Source Sountry Age ]S’atlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ecelp Qualification or Group ex Route])
Date Regulatory
Purposes
. = 2] Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Arthralgia (n/a - Unknown - ), Cough (n/a - CCINE RAZE CHADO
o lick or scan 2 15021-06- Non 18-64 Unknown - ), Dizziness (n/a - Unknown - ), Fatigue (n/a - Unknown - ), Headache (n/a - Unknown - ), Memory impairment I(\:IOC:)/[\]/?-IIQQ) EgovmwA \iCCINENig{}R(AZENEC)S
11393 EU-EC- 3 [5e Healthcare EEA Vears Female |(n/a - Unknown - ), Musculoskeletal stiffness (n/a - Unknown - ), Myalgia (n/a - Unknown - ), Nose deformity (n/a - Unknown (CHADOX] NCOV-19)] (S- Immunisation - n/a - [n/a
a R Professional - ), Oropharyngeal pain (n/a - Unknown - ), Pyrexia (n/a - Not Recovered/Not Resolved - ), Tremor (n/a - Unknown - ),
— 10009172231 - n/a - Intramuscular])
i Vaccination site pain (n/a - Unknown - )
)
— .
g dlick or scan |5 Abortion spontaneous (n/a - Recovered/Resolved - Congenital Anomaly, Other Medically Important Condition), Exposure COVID-19 MRNA VACCINE MODERNA (CX-
® 2021-06- |Healthcare 18-64 - . . 024414) [COVID-19 MRNA VACCINE MODERNA
01394 EU-EC- 8 Professional Non EEA Vears Female gtxrlllx;rg g:iﬁcyl(ldénﬁogfifi{;sslved - ), Foetal growth restriction (n/a - Recovered/Resolved - Congenital Anomaly, (CX-024414)] (S- COVID-19 immunisation - Not
§ 10009171972 ¥ mp applicable - [n/a - 1{DF} - Unknown])
£
?& click or scan | 2 COVID-19 MRNA VACCINE MODERNA (CX-
= ealthcare - Abortion spontaneous (n/a - Recovered/Resolved - er Me y Important Condition), Exposure during pregnancy -
-’é 1395 Health Non EEA 18-64 Female n/a - Rec d/Resolved - Other Medically I Condition), E during pregn: 1d- |024414) [COVID-19 MRNA VACCINE MODERNA
: EU-EC- Professional Years Recovered/Resolved - ), Malaise (n/a - Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation - Not
g 10009171496 applicable - [n/a - 1{DF} - Unknown - More in ICSR])
3 .
s dlick or som i3 1902 1-06- | Healthcare 18-64 Abortion spontaneous (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Exposure (%)4\2[ 3)1 [9 @W§ 1\9//?\/IRN A \]/\/{(é]C)I];:\lI{ENIC[C()%)](E_RN A
B(1396 . on ‘emale ing pregnanc a- oWn - rolon; ospitalisation), Maternal exposure during pregnanc a- oWn - . .
Non EEA Female |during pregn: n/a - Unkng Caused/Prol Hospitall Maternal exp during pregn: n/a - Unkng
S EU-EC- 28 Professional Years Ca rolon }:1 Hospitalisation) Y (CX-024414)] (S- COVID-19 immunisation -
£ 10009171201 ; used/Prolonged Hosp Unknown - [n/a - 1{DF} - Unknown])
>
L; click or scan | i COVID-19 VACCINE ASTRAZENECA (CHADOX1
g % 12021-06- Non 18-64 Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure before pregnancy (n/a - NCOV-19) [COVID-19 VACCINE AST RAZENECA
3 1397 EU-EC- &g Healthcare EEA Vears Female Unknown - ) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
% 10009171005 : ; Professional - Not applicable - [n/a - 1 {DF} - n/a])
o
& lick or sean 8 02106 Non 1864 COMIRNATY [TOZINAMERAN] (S - COVID-19
= (1398 thcare e |Abortion spontaneous - Recover solvi it ac - rolon; ospitalisation, immunisation - Not applicable - [n/a - -
g EU-EC- : 28 Healthe EEA Vears Mal 5d - Rex ed/Resolved With Sequelae - Caused/Prol Hospitalisati i isation - Not applicable - [n/a - 1{DF
% 10009170827 18 ; ) Professional Intramuscular])
=)
= .
% click or scan |; : Non
> 2021-06- 18-64 . . . . . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
T 1399 EU-EC- % 28 l[;l:(?:‘gslsciirga] Non EEA Vears Female [Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
E 10009170211
E H
% click or scan | ; : Abortion spontaneous (1d - Recovered/Resolved - Other Medically Important Condition), Exposure during pregnancy (1d- |COVID-19 MRNA VACCINE MODERNA (CX-
£ 1400 2021-06- Healthcare Non EEA 18-64 Female Recovered/Resolved - ), Foetal death (1d - Recovered/Resolved - Other Medically Important Condition), Muscle spasms (n/a - |024414) [COVID-19 MRNA VACCINE MODERNA
s EU-EC- o (28 Professional Years Recovered/Resolved - Congenital Anomaly), Second trimester pregnancy (n/a - Recovered/Resolved - ), Vaginal haemorrhage  |(CX-024414)] (S- COVID-19 immunisation -
fé’. 10009169810 (n/a - Recovered/Resolved - ) Unknown - [n/a - 1{DF} - Intramuscular])
kS
_é‘ click or scan | == Non
B 1401 v |2021-06- Healthcare Non EEA 18-64 Female Abortion spontaneous (7d - Recovered/Resolved - Congenital Anomaly, Other Medically Important Condition), TOZINAMERAN [TOZINAMERAN] (S- COVID-19
-EC- L . ears nappropriate scl e of product mnistration (n/a - Unknown - ), Mood altered (n/a - OVerin, solving - 1mmunisation - Not applicable - -n/a-n/a
5 EU-EC 28 Professional Y I i hedule of product administration (n/a - Unki Mood altered (n/a - Recoveri lvi i isation - N licable - [1d - n/a - n/;
¢} 10009168678
click or scan | Non COVID-19 MRNA VACCINE MODERNA (CX-
1402 l (2021-06- Healthcare Non EEA Not Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Exposure during pregnancy (n/a - Unknown |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- ; 26 Professional Specified -) (CX-024414)] (S- COVID-19 immunisation -
10009165015/ = Unknown - [n/a - 1{DF} - Unknown])
click or scan | &= Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
1403 eed 12021-06- Healthcare Non EEA Not Female Abortion spontaneous (n/a - Unknown - Caused/Prolonged Hospitalisation, Disabling, Congenital Anomaly, Other Medically |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 26 Professional Specified Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10009164823 ;] n/a - n/aj)

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009172231&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009171972&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009171496&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009171201&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009171005&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009170827&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009170211&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009169810&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009168678&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009165015&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009164823&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp Qualification or Group ex Route])
Date Regulatory
Purposes
click or scan | ; Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
b 1404 4 (2021-06- Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovering/Resolving - Congenital Anomaly, Other Medically Important Condition), Maternal [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
S EU-EC- . 26 : Years exposure during pregnancy (n/a - Unknown - Congenital Anomaly, Other Medically Important Condition CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
«
& 10009164757| 3 Professional n/a- 0/
= - n/a])
oh
— .
% lick or scan |; A 5021-06 Non 18-64 Abortion spontaneous (n/a - Recovered/Resolved - Caused/Prolonged Hospitalisation, Other Medically Important Condition), I(\IZOC\O/[\I/)-I{)Q) Eg)VID—IﬁCUNENigI‘AR(AZENECXAl
Q (1405 . “*"|Healthcare ~ |Non EEA - Female |Maternal exposure during pregnancy (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important - . o S
g 10(%[;1]22572 26 Professional Years Condition) fl/( aII~]_An/] )(a]))Xl NCOV-19)] (S- n/a - Unknown - [n/a
%]
=
> click or scan | ‘== Abortion spontaneous (19d - Recovered/Resolved - Caused/Prolonged Hospitalisation, Other Medically Important COVID-19 VACCINE ASTRAZENECA (CHADOX1
Non
-‘é 1406 ; 2021-06- Healthcare Non EEA 18-64 Female Condition), Abortion spontaneous (n/a - Recovering/Resolving - Caused/Prolonged Hospitalisation, Other Medically NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: EU-EC- :: 2 |20 : Years Important Condition), Maternal exposure during pregnancy (n/a - Unknown - Caused/Prolonged Hospitalisation, Other CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
Professional
g 10009164472 Medically Important Condition) n/a - n/aJ)
3 . Abortion spontaneous (n/a - Recovered/Resolved With Sequelae - Other Medically Important Condition), Dysmenorrhoea CCINE RAZENE CHADO
E lick or sean 2021-06- |Healthcare Not (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Headache (n/a - Not Recovered/Not Resolved - I(\IDC;)/[\E_ll;) EZ;)VID—I ;\S/IX(II[NE A(S:?R(AZENECXAl
B|1407 EU-EC- 6 Professional Non EEA Specified Female |Other Medically Important Condition), Menstruation delayed (n/a - Not Recovered/Not Resolved - Other Medically Important (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
3 10009164030 Condition), Menstruation irregular (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Migraine (n/a - a - n/a])
'§ Not Recovered/Not Resolved - Other Medically Important Condition)
]
?-_; dlick or sean 5021-06- Non 18-64 Abortion spontaneous (1d - Recovered/Resolved - Other Medically Important Condition), Contusion (n/a - Not S)C\O/I\I/ilgg) E&WD—IﬁCC[NE AgTAR(AZENECXAl
§ 1408 EU-EC- %6 Healthcare Non EEA Vears Female [Recovered/Not Resolved - Other Medically Important Condition), Migraine (n/a - Not Recovered/Not Resolved - Other (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
% 10009163773 Professional Medically Important Condition) Wa - n/a])
o
g dlick or scan |; 2021-06- Non 18-64 Abortion spontaneous (5d - Recovered/Resolved - Other Medically Important Condition), Influenza (2d - I(\:IOCE)/[\]/?-IBQ) E&VID—] 9A \%TACCINENE(S:{“\R(AZENECXAl
‘= |1409 Healthcare Non EEA Female [Recovered/Resolved - Other Medically Important Condition), Maternal exposure during pregnancy (n/a - Unknown - Other
% EU-EC- 26 Professional Years Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10009163305 n/a-n/a
5 )
% click or scan | == Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
> 2021-06- 18-64 . Lo NCOV-19) [COVID-19 VACCINE ASTRAZENECA
= (1410 gy | Healthcare Non EEA Female [Abortion spontaneous (10d- Recovered/Resolved - Disabling) . v i} .
% 10(%[;1]23844 : x |26 Professional Years 1(1/( aIH_An/] )(a]))Xl NCOV-19)] (S- n/a - Unknown - [n/a
s : " . PURTIOT
o . [ Abdominal distension (n/a - Unknown - Caused/Prolonged Hospitalisation), Abortion spontaneous (n/a - Recovered/Resolved
E lick or scan 5021-06- Non 18-64 With Sequelae - Caused/Prolonged Hospitalisation), Hyperacusis (n/a - Unknown - Caused/Prolonged Hospitalisation), Infection gég&lgg) Eé)(ﬁljlj\ﬁz ﬁ%%%ﬁ
< (1411 EU-EC- T 6 Healthcare ~ [Non EEA Vears Female |(n/a - Unknown - Caused/Prolonged Hospitalisation), Maternal exposure during pregnancy (n/a - Unknown - Caused/Prolonged (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
E_ 10009162316 Professional Hospitalisation), Pelvic pain (n/a - Unknown - Caused/Prolonged Hospitalisation), Pyrexia (n/a - Unknown - Caused/Prolonged na - n/a])
E= = Hospitalisation) )
=
2 click or scan | =2 % Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
B 1 (2021-06- Not . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
1412 : X Healthcare Non EEA .. |Female |Abortion spontaneous (n/a - Unknown - Congenital Anomaly)
g 10(5)[;_1]2(232) " ; x 26 Professional Specified 1(:/;H_An/)(a])))(l NCOV-19)] (S- n/a - Unknown - [n/a -
dlick or sean 5021-06- Non Not Abortion spontaneous (n/a - Unknown - Caused/Prolonged Hospitalisation), Vaginal haemorrhage (n/a - Ii«I)C\O/[\IZ-Igg) Eg)VID—I;‘\?XCEINE A(S:TAR(AZENECXAl
1413 EU-EC- ] %6 Hea]thgare Non EEA Specified Female Reco‘./erl'ng!{esolvmg - Caused/Prolonged Hospitalisation), Vaginal haemorrhage (n/a - Unknown - Caused/Prolonged (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10009161974 Professional Hospitalisation) Wa - n/a])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf



https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009164757&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009164572&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009164472&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009164030&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009163773&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009163305&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009162844&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009162316&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009162002&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009161974&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber D:::lp Qualification l;)ergulatory Group ex Route])
Purposes
g click or scan Non COVID-19 VACCINE ASTRAZENECA (CHADOXI
[N 2021-06- Not . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
] 1414 EU-EC- E 26 Eﬁ;}sfifg i Non EEA Specified Female /Abortion spontaneous (n/a - Recovered/Resolved - ), Menstrual disorder (n/a - Not Recovered/Not Resolved - ) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
o 10009161775 /a - n/a])
—
[0}
ks
(a]
3 click or scan | =i COVID-19 VACCINE ASTRAZENECA (CHADOX1
é il 2021-06- | Healthcare Not Not . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
£ :
: : . . - -
g_ 1415 EU-EC- ] R 126 Professional Non EEA Specified Specified Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition) (CHADOXI1 NCOV-19)] (S- n/a - Unknown - [/a -
= 10009161465 ] n/a - n/aJ)
i
g click or scan | > Non Abortion spontaneous (n/a - Recovering/Resolving - Congenital Anomaly, Other Medically Important Condition), Abortion [COVID-19 VACCINE ASTRAZENECA (CHADOX1
1416 *12021-06- Healthcare Non EEA 18-64 Female [SRontancous (n/a - Unknown - (_Jongenital Anomaly, Oth.er Medically ImponanAt Condition), Maternal exposure during breast NCOV-19) [COVID-19 VACCINE ASTRAZENECA
3 EU-EC- i (26 Professional Years feeding (n/a - Unknown - Congenital Anomaly, Other Medically Important Condition), Maternal exposure during pregnancy ~ |(CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
é 10009161230 (n/a - Unknown - Congenital Anomaly, Other Medically Important Condition) n/a - n/al)
=)
> . '
© =k
5 lick or sean (7 Non Abortion spontaneous (37d - Recovered/Resolved - Congenital Anomaly, Other Medically Important Condition), Gestational COVID-19 VACCINE ASTRAZENECA (CHADOXI
5 1 (2021-06- 18-64 n . ) o . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
(D |1417 ; Healthcare Non EEA Female |diabetes (n/a - Unknown - Congenital Anomaly, Other Medically Important Condition), Maternal exposure during pregnancy
o E(FEC- 26 Professional Years (n/a - Unknown - Congenital Anomaly, Other Medically Important Condition) (CHADOXT NCOV-19)] (S - n/a - Unknown - [n/a -
S 10009160602 : &en ¥ ¥ fmportan N /a - n/a))
5
3
g click or scan | ? Non Abortion spontaneous (35d - Recovering/Resolving - Caused/Prolonged Hospitalisation, Other Medically Important COVID-19 VACCINE ASTRAZENECA (CHADOXI
O |1418 =1 (2021-06- Healthcare Non EEA 18-64 Female Condition), Abortion spontaneous (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation, Other Medically [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
g EU-EC- 26 Professional Years Important Condition), Maternal exposure during pregnancy (n/a - Unknown - Caused/Prolonged Hospitalisation, Other (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10009160237 Medically Important Condition) n/a - n/aJ)
[}
=
g lick or scan A Non Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition), Abortion spontaneous (n/a - COVID-19 VACCINE ASTRAZENECA (CHADOX1
Sl1419 g [2021-06- Healthcare Non EEA 18-64 Female |Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a - Unknown - Other Medicall; NCOV-19) [COVID-19 VACCINE ASTRAZENECA
%—; EU-EC- 26 Professional Years b Condit ¥ mp J P g pregnancy Y |(CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10009159718 rotessional mportant Condition) n/a - n/a])
>
©
c
% click or scan | ; COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-06- |Healthcare Not Not . ] . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
s . . . - -
% 1420 EU-EC- 6 Professional Non EEA Specified Specified Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10009159582 n/a - n/aJ)
£
g_ click or scan | ; Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
2 2021-06- 18-64 Abortion spontaneous (n/a - Not Recovered/Not Resolved - Congenital Anomaly, Other Medically Important Condition), |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
1421 Healthcare Non EEA Female - . . "
Y EU-EC- 26 . Years Maternal exposure during pregnancy (n/a - Unknown - Congenital Anomaly, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
= 10009159511 Professional /a - n/a])
= -
B :
S click or scan | =] COVID-19 VACCINE JANSSEN (AD26.COV2.S)
1422 % 2021-06- E(e):] thearc Non EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Exposure during pregnancy (n/a - [COVID-19 VACCINE JANSSEN (AD26.COW2.9)] (S-
EU-EC- 26 Professional Years Recovered/Resolved - Other Medically Important Condition) Immunisation - Not applicable - [n/a - n/a -
10009157593 Unknown])
click or scan |2 ; COVID-19 MRNA VACCINE MODERNA (CX-
1423 % (2021-06- |Healthcare Non EEA 18-64 Female Abortion spontaneous (1d - Recovered/Resolved - Other Medically Important Condition), Dizziness (n/a - 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- ; i (25 Professional Years Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation - Not
10009157277 applicable - [n/a - 1{DF} - Intramuscular])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009161775&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009161465&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009161230&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009160602&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009160237&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009159718&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009159582&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009159511&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009157593&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009157277&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
click or scan | ;
b 1424 221 |2021-06-| Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Exposure during pregnancy (n/a - Unknown |TOZINAMERAN [TOZINAMERAN] (S - COVID-19
S EU-EC- : 25 Professional Years - Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
:' 10009154332,
ch
— i ¥
% lick or sean (e Heal Abortion spontaneous (1d - Recovered/Resolved - Disabling, Other Medically Important Condition), Haemorrhage (n/a - COVID-19 A VA MODE (CX-
thcare 18-64 IV . .. . 024414) [COVID-19 MRNA VACCINE MODERNA
01425 FU-FC- Professional Non EEA Vears Female [Recovered/Resolved - Disabling, Other Medically Important Condition), Maternal exposure during pregnancy (n/a - Unknown - (CX-024414)] (S- COVID-19 immunisation - Not
3| |10009153200 ), Muscle spasms (n/a - RecoveredResolved - Disabling) applicable - [Va - 1{DF} - Intramuscular
pp.
£ .
o| | dickorscan iz Non Abortion spontaneous (n/a - Unknown - Other Medically Tmportant Condition), Injection site swelling (2d - SPIKEVAX [COVID-19 MRNA VACCINE
5 i12021-06- 18-64 y Imp ) g
B 1426 BU-EC- 55 Healthcare EEA Vears Female |Recovered/Resolved - Other Medically Important Condition), Lymphadenopathy (3d - Recovered/Resolved - Other Medically |MODERNA (CX-024414)] (S- Immunisation - n/a -
% 10009152780 Professional Important Condition) [n/a - n/a - n/a])
:
:;:” dlick or scan 2021-06- Non 18-64 Abdominal pain (n/a - Not Recovered/Not Resolved - ), Abortion spontaneous (3d - Unknown - Other Medically Important | cOMIRNATY [TOZINAMERAN] (S- COVID-19
@ (1427 Healthcare EEA Female |Condition), Fatigue (n/a - Not Recovered/Not Resolved - ), Headache (n/a - Not Recovered/Not Resolved - ), Maternal exposure|; fsation - ; _ _ _
= EU-EC- 25 : Years ! ! immunisation - Not applicable - [n/a - 1{DF} - n/a])
] Professional during pregnancy (n/a - Unknown - ), Myalgia (n/a - Not Recovered/Not Resolved - )
i 10009152271
u
3
o click or scan | == N . . .. .
= —— _(Non g Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Abortion spontaneous (n/a - ME ME }
01428 EU-EC- Healthcare Non EEA l(ia?’j Female |Unknown - Other Medically Important Condition), Infertility (n/a - Unknown - Other Medically Important Condition), %ﬁmtion%o&gozlrizble _ an_ S/;]\)/[D'w
g 10009151690 Professional Maternal exposure during pregnancy (n/a - Unknown - Other Medically Important Condition) PP
[}
g click or scan | == ;
= 2 2021-06- Healthcare 18-64 . . o TOZINAMERAN [TOZINAMERAN] (S- COVID-19
D - - - -
(1429 BU-EC- 55 Professional Non EEA Vears Female [Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Dyspnoea (n/a - Unknown - ) immunisation - Not applicable - [n/a - n/a - n/a])
% 10009151682
>
g
click or scan |;
— Non . . . Lo . . . Lo . SPIKEVAX [COVID-19 MRNA VACCINE
é 1430 2021-06- Healthcare EEA 18-64 Female Abortlon'sgontane.ous (Qd- RecoveerResolvmg- Disabling), Myalgia (0d - Recovering/Resolving - Disabling), Pyrexia (0d MODERNA (CX-024414)] (S- COVID-19
a EU-EC- 2 Professional Years - Recovering/Resolving - Disabling) immunisation - Not applicable - [n/a - n/a - n/a])
2 10009149188 PP
E_ click or scan | = = COVID-19 MRNA VACCINE MODERNA (CX-
Eli1431 i3 | 2021-06- Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved - Congenital Anomaly, Other Medically Important Condition), Maternal =~ |024414) [COVID-19 MRNA VACCINE MODERNA
o EU-EC- ; i (25 Professional Years exposure during pregnancy (n/a - Recovered/Resolved - Congenital Anomaly) (CX-024414)] (S- COVID-19 immunisation - Not
% 10009149047 applicable - [n/a - 1{DF} - Unknown])
g click or scan | %
(@) ClCK or Scan | g
Healtheare 18-64 Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Injection site erythema (11d- SPIKEVAX [COVID-19 MRNA VACCINE
1432 BU-EG- Professional | EEA e Female |Recovered/Resolved - ), Injection site reaction (11d - Recovered/Resolved - ), Maternal exposure during pregnancy (n/a - MODERNA (CX-024414)] (S- COVID-19
10009148537 rofessiona cars Unknown - ) immunisation - Not applicable - [1v/a - n/a - n/a])
click or scan ' yricl Non
! 2021-06- 18-64 Abortion spontaneous (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation, Other Medically Important | TOZINAMERAN [TOZINAMERAN] (S- COVID-19
1433 g Healthcare Non EEA Female ™ . S .
EU-EC- | 25 : Years Condition) immunisation - Not applicable - [1d - n/a - n/a])
Professional
10009144638 0]

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009154332&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009153200&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009152780&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009152271&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009151690&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009151682&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009149188&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009149047&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009148537&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009144638&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt lificati for G Sex Rout
Date Qualification Regulatory roup oute])
Purposes
click or scan | B COVID-19 MRNA VACCINE MODERNA (CX-
o _ 2021-06- | Healthcare 18-64 Abortion spontaneous (n/a - Recovered/Resolved - Congenital Anomaly, Other Medically Important Condition), Exposure  |024414) [COVID-19 MRNA VACCINE MODERNA
&N 11434 EU-EC- 24 Professional Non EEA Vears Female |during pregnancy (n/a - Recovered/Resolved - Congenital Anomaly), Uterine dilation and curettage (n/a - Recovered/Resolved - |(CX-024414)] (S- COVID-19 immunisation - Not
“_7‘1 10009142296 Congenital Anomaly) applicable - [n/a - 1{DF} - Intramuscular - More in
(‘T, ICSR))
i .
% lick or scan ¢ 5021-06- | Health 18-64 Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Exposure during gﬁ[ 3 19 VIDI?I\;[?VIRN A \IXODE M(gl(::m\l A
Q (1435 -06-Healtheare -y ppa - Female |pregnancy (n/a - Not Recovered/Not Resolved - ), Nausea (n/a - Not Recovered/Not Resolved - ), Pain (n/a - Not ) [CO . E MO
= EU-EC 24 Professional Years Recovered/Not Resolved - ), Pain in extremit (n’/a - Not Recovered/Not Resolved - ) ’ (CX-024414)] (- COVID-19 immunisation - Not
3 10009142202 ’ y applicable - [n/a - 1{DF} - Intramuscular])
[2]
£
§ click or scan | ‘=2 i COVID-19 MRNA VACCINE MODERNA (CX-
-‘é 1436 - ; 2021-06- Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Amenorrhoea (n/a - Unknown - ), 024414) [COMID-19 MRNA VACCINE MODERNA
: EU-EC- o 24 Professional Years Ovulation disorder (n/a - Unknown - ), Pregnancy (n/a - Unknown - ), Uterine spasm (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
g 10009137843 ; applicable - [n/a - 1{DF} - Unknown])
3 . :
% click or scan | ; Non Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Accidental exposure to product
Sl1437 2021-06- Healthcare Non EEA 18-64 Female |(0/a- Recovered/Resolved - Other Medically Important Condition), Maternal exposure during pregnancy (n/a - Unknown - TOZINAMERAN [TOZINAI\/[ERAN] (8- COVID-19
S ]0(%[;']%(7}3 79 24 Professional Years Other Medically Important Condition), Terminal insomnia (n/a - Recovering/Resolving - ) immunisation - Not applicable - [n/a - n/a - n/a])
o
(3 click or scan | ; Non COVID-19 VACCINE JANSSEN (AD26.COV2.S)
5 438 2021-06- Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a- |[COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
loa} EU-EC- i 24 Professional Years Unknown - ) COVID-19 immunisation - Not applicable - [n/a -
% 10009136516 231 1{DF} - n/a)])
o
g click or scan | ; COVID-19 MRNA VACCINE MODERNA (CX-
o 1439 231 2021-06-|Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Exposure during pregnancy (n/a - Unknown |024414) [COVID-19 MRNA VACCINE MODERNA
£ EU-EC- 24 Professional Years -), Intermenstrual bleeding (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
5 10009134174 applicable - [n/a - 1{DF} - Intramuscular])
g
i e
%i lick or scan | 502106, Non 1864 COMIRNATY [TOZINAMERAN] (S- COVID-19
= |1440 EU-EC- ] 4 Healthcare EEA Vears Female [Abortion spontaneous (n/a - Recovered/Resolved - Congenital Anomaly) immunisation - Not applicable - [1d - 1{DF} -
g 10009133479 Professional Intramuscular])
B
% click or scan | ; Non
E 1441 "|Healthcare ~ |EEA 18-64 g male |Abortion spontaneous (n/a - Unknown - ), Injection site reaction (n/a - Unknown - ) COMIRNATY [TOZINAMERAN] (8- COVID-19
_ﬁ_ EU-EC- : Professional Years immunisation - Not applicable - [n/a - n/a - n/a])
j=3 10009130687
=
'é‘ dlick or scan | 22 Non Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Heavy menstrual bleeding (14d
- Abortion spontancols - N > N AME] AME] R
i 1442 Healthcare Non EEA Not .. |Female [Recovered/Resolved - Other Medically Important Condition), Premature menopause (n/a - Unknown - Other Medically TOZIN . RAN [TOZW RAN] (S - COVID-19
5 EU-EC- ; Professional Specified Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
¢} 10009129473
dlick or scan | 15 Non
1443 gy (2021-06- Healthcare Non EEA 18-64 Female [Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition) TOZINAMERAN [TOZWAMERAM (S- COVID-19
EU-EC- L3 124 Professional Years immunisation - Not applicable - [n/a - n/a - n/a])
10009127363 ]

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009142296&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009142202&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009137843&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009137379&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009136516&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009134174&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009133479&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009130687&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009129473&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009127363&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |FULocal ICSR Form | G31€WaY |5y e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt Qualification for Group Sex Route])
Date Regulatory
Purposes
Abortion spontaneous (n/a - Not Recovered/Not Resolved - Congenital Anomaly, Other Medically Important Condition),
o click or scan |; Exposure during pregnancy (n/a - Not Recovered/Not Resolved - ), Foetal death (n/a - Not Recovered/Not Resolved - COVID-19 MRNA VACCINE MODERNA (CX-
5] 1444 i1 (2021-06- Healthcare Non EEA 18-64 Female Congenital Anomaly, Other Medically Important Condition), Foetal disorder (n/a - Not Recovered/Not Resolved - Congenital |024414) [COVID-19 MRNA VACCINE MODERNA
“_7‘1 EU-EC- 23 Professional Years Anomaly, Other Medically Important Condition), Placenta praevia (n/a - Not Recovered/Not Resolved - Other Medically (CX-024414)] (S- COVID-19 immunisation - Not
b 10009122702 Important Condition), Placenta praevia haemorrhage (n/a - Not Recovered/Not Resolved - Other Medically Important applicable - [n/a - 1{DF} - Intramuscular])
3 Condition), Subchorionic haemorrhage (n/a - Not Recovered/Not Resolved - )
[0}
g click or scan C COVID-19 MRNA VACCINE MODERNA (CX-
1445 2021-06- | Healthcare Non EEA 18-64 Female Abortion spontaneous (4d - Recovered/Resolved - Other Medically Important Condition), Chills (2d - Recovered/Resolved - (024414) [COVID-19 MRNA VACCINE MODERNA
3 EU-EC- 1123 Professional Years ), Exposure during pregnancy (1d - Recovered/Resolved - ), Pyrexia (2d - Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation -
g 10009120760 Unknown - [n/a - 1{DF} - Intramuscular])
g
g dlick or scan | COMIRNATY [TOZINAMERAN] (S - COVID-19
2021-06- |Healthcare 18-64 . - " s immunisation - Not applicable - [1d - 1{DF} -
_EC- ] 8 - -
g 1446) EU-EC 5 3 Professional EEA Vears Female [Abortion spontaneous (n/a - Recovered/Resolved With Sequelae - Other Medically Important Condition) ntramuscular])
8 10009119149
s
5 -
3 click or scan | ;=B
5 2021-06- | Healthcare 18-64 . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - . S .
z 1447 EU-EC- 153 Professional Non EEA Vears Female [Abortion spontaneous (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - /al)
] 10009117945
5
@ i b Non Abortion spontaneous (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation, Other Medically Important
K _06- . .Abortion spontaneous - - 3 AMERAN AMERAN] (S-
§ 1448 EU-EC- : 5(3)21 06 Healthcare Non EEA ;865: Female |Condition), Maternal exposure during pregnancy (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically msation . NoEPl;OZlEcNable -[ld- ng:_ S/Z]\)/[D_lg
g 10000111104 4 Professional Important Condition), Seizure (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition) PP
[}
% click or scan | gz, Non COVID-19 MRNA VACCINE MODERNA (CX-
S |1440 2021-06- Healthcare Non EEA Not Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Exposure during pregnancy (n/a - 024414) [COVID-19 MRNA VACCINE MODERNA
S EU-EC- | & 1122 Professional Specified Recovered/Resolved - ), Product dose omission issue (n/a - Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation -
%_; 10009107606 X Unknown - [n/a - 1{DF} - Unknown])
° .
< click or scan | ; Non
g 2021-06- 18-64 Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a- |[COMIRNATY [TOZINAMERAN] (S- COVID-19
1450 Healthcare EEA Female . ol .
g EU-EC- 22 Professional Years Unknown - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
o) 10009105320 i
g
=5 click or scan | ==
= : Healthcare 18-64 . . ] . COMIRNATY [TOZINAMERAN] (S- COVID-19
et . - - . . .
kS 1451 EU-EC- Professional EEA Vears Female [Abortion spontaneous (n/a - Recovered/Resolved With Sequelae - Other Medically Important Condition) immunisation - n/a - [1d- 3mL - Intramuscular])
) 10009104427
gol
5
O
click or scan Non
£ [2021-06-|Healthcare 18-64 . - . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
1452 0 (Eg_lE(gé@ %[5, Professional EEA Vears Female [Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition) na - [n/a- /a - n/a])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009122702&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009120760&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009119149&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009117945&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009111104&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009107606&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009105320&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009104427&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009103889&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU hl))cal ICSR Form l(gate.wz:y Source ‘(‘:ountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ecelp Qualification or Group ex Route])
Date Regulatory
Purposes
dlick or scan Abortion spontaneous (7d - Recovered/Resolved - Other Medically Important Condition), Diarrhoea (n/a -
el I Non Recovered/Resolved - Other Medically Important Condition), Gastrointestinal haemorrhage (n/a - Recovered/Resolved - Other ME ME
§ 453 e 3221-06- Healthcare ~ [Non EEA 5;?_2 Female |Medically Important Condition), Gestational diabetes (n/a - Recovered/Resolved - Other Medically Important Condition), ;lrﬂr(;fgsationw&gozlriible N Wn&:: S/;]\)’ID—D
“_7" 10009103737| 4 Professional Pregnancy with contraceptive device (n/a - Recovered/Resolved - Other Medically Important Condition), Pregnancy with PP
i implant contraceptive (n/a - Recovered/Resolved - Other Medically Important Condition)
oh
‘; click or scan | ; Non
® 2021-06- Not . . . . .. TOZINAMERAN [TOZINAMERAN] (S- COVID-19
0 |1454 FU-FC- 2 E:jg;sciir;al Non EEA Specified Female [Abortion spontaneous (n/a - Recovered/Resolved With Sequelae - Disabling, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
3 10009103591/ =
£
S . :
R click or scan | =
= 2021-06- |Healthcare 18-64 . ] .. COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - . S .
B [1455 EU-EC- 5 Professional EEA Vears Female [Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/al)
g 10009103558
% click or scan | = COVID-19 VACCINE ASTRAZENECA (CHADOX1
= Healthcare 18-64 . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
S : Abortion spontaneous (n/a - -
;ﬂ 1456 EU-EC- Professional Non EEA Vears Female [Abortion spontaneous (n/a - Unknown - Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
%’ 10009101525 n/a - Intramuscular])
>
m
(3 click or scan | : Non Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Asthenia (n/a - Unknown - Other Medically
Sli4 57 ! | Healthcare Non EEA 18-64 Female Important Condition), Blister (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Fatigue (n/a- Not |TOZINAMERAN [TOZINAMERAN] (S- COVID-19
3 EU-ECG |z Professional Years Recovered/Not Resolved - Other Medically Important Condition), Rash erythematous (n/a - Not Recovered/Not Resolved - immunisation - Not applicable - [1d - n/a - n/a)])
% 10009097938/ = Other Medically Important Condition), Vomiting (n/a - Recovered/Resolved - Other Medically Important Condition)
o
g click or scan |
o 1458 cieh | 2021-06- |Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Petechiae (n/a - COMIRNATY [TOZINAMERAN] (S - COVID-19
£ EU-ECG- |z 122 Professional Years Recovered/Resolved - ), Pyrexia (n/a - Recovered/Resolved - ) immunisation - Not applicable - [n/a - n/a - n/a])
& |10009097761| 3 :
=)
% Abortion spontaneous (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically
8 Important Condition), Bronchitis (n/a - Not Recovered/Not Resolved - ), Cough (n/a - Not Recovered/Not Resolved - ),
ko) click or scan | = Discharge (n/a - Not Recovered/Not Resolved - ), Dyspnoea (n/a - Not Recovered/Not Resolved - ), Exposure during pregnancy
% |45 - Eggthcm A 18:64 | |(wa - Unknown - ), Foetal death (n/a - Unknown - Life Threatening, CawedProlonged Hospitalisation, Disabling, Other ?’CHADO “ZI”:V%AI\I[%\?B;’(SV_A n/CCIa n ASl']O m“ . [EIH/;E_CA
% EU-ECG- |z Professional Years Medically Important Condition), Immunosuppression (n/a - Not Recovered/Not Resolved - ), Infection (n/a - Not a - Intramuscular])
g 10009091456 ; Recovered/Not Resolved - ), Medication error (n/a - Unknown - ), Retching (n/a - Not Recovered/Not Resolved - ),
T Rhinorrhoea (n/a - Not Recovered/Not Resolved - ), Sinusitis (n/a - Not Recovered/Not Resolved - ), Vomiting (n/a - Not
E Recovered/Not Resolved - )
E. click or scan |3 i
= - Non Abortion spontaneous (n/a - Recovering/Resolving - Caused/Prolonged Hospitalisation, Congenital Anomaly, Other
i 1460 EUEC. |3 3?21-06- Healthcare ~ [Non EEA ;iﬁi Female |Medically Important Condition), Maternal exposure during pregnancy (n/a - Recovering/Resolving - Caused/Prolonged mﬁongoﬁgiﬁﬁfﬁﬁmng: S/j]\)/[D-lg
2 . Professional Hospitalisation, Congenital Anomaly, Other Medically Important Condition) PP
3 10009088229
B
(@) click or scan |z Non
1461 2021-06- Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-ECG- |z 21 Professional Years Haemorrhage (n/a - Recovering/Resolving - Caused/Prolonged Hospitalisation) immunisation - Not applicable - [n/a - n/a - n/a])
10009085782

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009103737&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009103591&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009103558&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009101525&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009097938&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009097761&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009091456&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009088229&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009085782&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt lificati for G Sex Rout
Date Qualification Regulatory roup oute])
Purposes
N
S click or scan COVID-19 MRNA VACCINE MODERNA (CX-
:. 1462 %1 2021-06-|Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Not Recovered/Not Resolved - Congenital Anomaly, Other Medically Important Condition), ?é;‘: 334)1 LE%YI(IS):IEDV[D-[?;/ i?nmmisai\i/c[)??l;:\lft\m
o] EU-EC- 21 Professional Years Foetal disorder (n/a - Not Recovered/Not Resolved - Congenital Anomaly, Other Medically Important Condition) applicable - [n/a - 1{DF} - Intramuscular - More in
B 10009085718 ICSR])
(a]
3
[2]
£ o
g click or scan | =3 Non
£ 1463 tell 1 2021-06- Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition), Maternal exposure during TOZINAMERAN [TOZINAMERAN] (S- COVID-19
3 EU-EG- | ik 21 Professional Years pregnancy (n/a - Unknown - ), Off label use (n/a - Unknown - ), Product use issue (n/a - Unknown - ) immunisation - Not applicable - [1d - n/a - n/a])
% 10009085526 i
% click or scan |:
51464 pope |3 5(1)21-06- E:jgsl:if)rg . [FEA ;iﬁj Female |Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition) %ﬂﬁgﬁz&cﬂ?&]?] 1(S-n/a-nja-[n/a
s : :
© 10009085226,
5
>
m .
@ click or scan | ; Non
< 1465 2021-06- Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a - |TOZINAMERAN [TOZINAMERAN] (S- COVID-19
3 EU-EC- |z 21 . Years Unknown - Other Medically Important Condition immunisation - Not applicable - [1d - n/a - n/a;
3 Professional
© 10009084488
o}
o
g click or scan | : Non Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition), Exposure during pregnancy (n/a [COVID-19 VACCINE ASTRAZENECA (CHADOX1
5 |1466 2021-06- Healthcare Non EEA 18-64 Female |- Unknown - Other Medically Important Condition), Haemorrhage (n/a - Unknown - Other Medically Important Condition), [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
g EU-EC- |z 19 Professional Years Maternal exposure during pregnancy (n/a - Unknown - Other Medically Important Condition), Muscle spasms (n/a - Unknown -|(CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
% 10009080217 Other Medically Important Condition) n/a - n/a))
%
> : :
T click or scan | '3 Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
Lh (2021-06- 18-64 Abortion spontaneous (n/a - Unknown - Congenital Anomaly), Maternal exposure during pregnancy (n/a - Unknown - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
é 1467 EU-EC- 19 f,lf(‘)’gsl:lirgal NonEEA - lveors ™€ [Gongenital Anomaly) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
% 10009079892 - Not applicable - [n/a - n/a - n/a])
£
i
E click or scan |z Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Asthma (2d - Recovered/Resolved - Other |COVID-19 VACCINE ASTRAZENECA (CHADOX1
Non
2 1468 2021-06- Healthcare Non EEA 18-64 Female Medically Important Condition), Headache (4d - Recovered/Resolved - Other Medically Important Condition), Maternal NCOV-19) [COVID-19 VACCINE ASTRAZENECA
3 EU-EC- M 19 Professional Years exposure during pregnancy (n/a - Unknown - Other Medically Important Condition), Pain of skin (4d - Recovered/Resolved-  |(CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
g 10009079645 %43 Other Medically Important Condition), Pyrexia (5d - Recovered/Resolved - Other Medically Important Condition) n/a - n/al)
(¢} "
click or scan | = Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-06- 18-64 Abortion spontaneous (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation, Congenital Anomaly), NCOV-19) [COVID-19 VACCINE ASTRAZENECA
1469 Healthcare Non EEA Female P e Y
EU-ECG- |z 19 Professional Years Maternal exposure during pregnancy (n/a - Unknown - Caused/Prolonged Hospitalisation, Congenital Anomaly) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10009078011 olessiona /a - n/a))
lick or scan |; Non Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Amenorrhoea (n/a - Not Recovered/Not COVID-19 VA AST NECA ( Xl
- 18-64 " o ) NCOV-19) [COVID-19 VACCINE ASTRAZENECA
1470 FUEC |3 Healthcare Non EEA Vears Female |Resolved - Other Medically Important Condition), Headache (n/a - Not Recovered/Not Resolved - Other Medically Important (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10009077819 : Professional Condition), Maternal exposure during pregnancy (n/a - Unknown - Other Medically Important Condition) na - n/a])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009085718&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009085526&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009085226&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009084488&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009080217&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009079892&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009079645&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009078011&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009077819&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp Qualification or Group ex Route])
Date Regulatory
Purposes
click or scan | =i COVID-19 VACCINE ASTRAZENECA (CHADOX1
< i | 2021-06- | Healthcare 18-64 Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition), Maternal exposure during NCOV-19) [COVID-19 VACCINE ASTRAZENECA
(1471 . Non EEA Female . - . .
S EU-EG | ik 19 Professional Years pregnancy (n/a - Unknown - Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
:' 10009077012 - Not applicable - [n/a - n/a - n/a])
ch
— 3 4
g lick or scan | = SPIKEVAX [COVID-19 MRNA VACCINE
g : v g . ) ) ) . . )
Slia72 UEC. : %821 06: E:g]ft!;;zrgal EEA ;&Z a?i Female G;]blt;t‘;x _sg)ontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a MODERNA (CX-024414)] (S- COVID-19
g 10009074767 X 2 immunisation - Not applicable - [n/a - 1{DF} - n/a])
£
9& click or scan | = i COVID-19 VACCINE ASTRAZENECA (CHADOX1
= 2aud (2021-06- [Healthcare 18-64 . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
- . - - . . .
8 (1473 BU-EC. |3 18 Professional EEA Vears Female [Abortion spontaneous (1d- Recovered/Resolved - Other Medically Important Condition) (CHADOXI NCOV-19)] (S- COVID- 19 immunisation
% 10009067421/ 3 ] - n/a-[1d- 1{DF} - Intramuscular])
% lick or scan | s 502106, /Non 1864 COMIRNATY [TOZINAMERAN] (S - COVID-19
B|1474 EU-EC 18 Healthcare EEA Vears Female [Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition) immunisation - Not applicable - [1d - 1{DF} -
2 Gon i I Professional Int ular])
< rofession: ntramuscular
§ 10009067172 .
Lu .
8 dlick or sean | 502106, /Non 1864 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
§ 1475 EU-EC- ] : 18 Healthcare EEA Vears Female [Abortion spontaneous (n/a - Recovering/Resolving - Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
o 10009059873 Professional - Unknown - [n/a - n/a - Intramuscular])
g
— . [ Abortion spontaneous (n/a - Recovered/Resolved - Caused/Prolonged Hospitalisation), Cold sweat (0d - Recovered/Resolved - CCINE RAZE CHADO
g lick or scan 5 Non Caused/Prolonged Hospitalisation), Dizziness (0d - Recovered/Resolved - Caused/Prolonged Hospitalisation), Dyspnoea (0d - COVID-19 VA AST INECA ( Xl
021-06- 18-64 D . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
‘£ |1476 BU-EC. | 3 17 Healthcare EEA v Female |Recovered/Resolved - Caused/Prolonged Hospitalisation), Maternal exposure during pregnancy (n/a - Recovered/Resolved - CHADOXI NCOV-19)] (S- COVID-19 i st
% T Professional cars Caused/Prolonged Hospitalisation), Palpitations (0d - Recovered/Resolved - Caused/Prolonged Hospitalisation), Vision blurred ( I ( fmmumsation
10009058545 ;] y R ’ - Unknown - [n/a - 1{DF} - n/a)])
5 (0d - Recovered/Resolved - Caused/Prolonged Hospitalisation)
e}
click or scan |:
%;;' 1477 5 2021-06- | Healtheare Non EEA 180 |Eemale |Aborti t: (n/a - Unknown - Other Medically Important Condition) COMIRNATY [TOZINAMERAN] (S - COVID-19
% EU-EC- | ;g% 17 Professional Years AD0rHON SPONtANeous ¥ mp immunisation - Not applicable - [1d - n/a - Unknown])
10009054271/ 33
s
% click or scan | Non
IS il (2021-06- 18-64 Abdominal pain (n/a - Unknown - Caused/Prolonged Hospitalisation), Abortion spontaneous (7d - Recovered/Resolved - TOZINAMERAN [TOZINAMERAN] (S- COVID-19
< |1478 Healthcare Non EEA Female T . Lo .
_ﬁ_ EU-EG- | ;% 17 Professional Years Caused/Prolonged Hospitalisation) immunisation - Not applicable - [1d - n/a - n/a])
j=3 10009052445
=
ey click or scan |: Non
B 2021-06- 18-64 . . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
- - . o .
e WU pupe | 17 Ere(z)ilf;};:i:(a)rga] Non EEA Vears Female |Abortion spontaneous (n/a - Unknown - Congenital Anomaly) immunisation - Not applicable - [n/a - n/a - /al)
¢} 10009047730| 7
click or scan COVID-19 MRNA VACCINE MODERNA (CX-
Vi [2021-06- |Healthcare 18-64 . . - . 024414) [COVID-19 MRNA VACCINE MODERNA
1480 EU-EC- 16 Professional EEA Vears Female [Abortion spontaneous (n/a - Recovered/Resolved With Sequelae - Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10009040076 applicable - [1d - 1{DF} - Intramuscular])
lick or scan | = ' ) ) VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
1481 2021-06-|Healthcare EA 18-64 Female Abortion spontaneous (1wk - Recovered/Resolved - Other Medically Important Condition), Maternal exposure during (CHADOX1 NCOV-19)] (S- COVID- 19 immunisation
EU-EC- 16 Professional Years pregnancy (n/a - Recovered/Resolved - ) N licable - In/a - Sl - 1/
10009038331 - Not applicable - [n/a - .SmL. - n/al)

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009077012&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009074767&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009067421&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009067172&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009059873&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009058545&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009054271&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009052445&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009047730&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009040076&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009038331&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# gjlmc;l ICSR Form g:z:iv::y Source Sozuntry Age g:;lent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Date Qualification Regulatory Group Route])
Purposes
click or scan COVID-19 MRNA VACCINE MODERNA (CX-
el - . . . . 024414) [COVID-19 MRNA VACCINE MODERNA
§ 1482 e |E %221-06- ?:jg;sciir;a] Non EEA l{iﬁj Female %};nntaﬂ (n/a - Recovered/Resolved - Other Medically Important Condition), Exposure during pregnancy (n/a - (CX-024414)] (S- COVID-19 immunisation - Not
3 10009037785 - applicable - [n/a - 1 {DF} - Intramuscular - More in
o ICSR])
oh -
‘; click or scan | 3 Non
® -06- _ AMERAN AMERAN] (S-
0 (1483 EU-EC ] %221 06 Healthcare Non EEA %{i a?: Female [Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition) Erfr)rﬁl\i]sation Nogzgflgable [d ng S/;]\)/[D_lg
1 oo : Professional . CLEmeT
2 10009033324
S
g
B click or scan |3 Non
Health 18-64 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
1484  EU.EC catheare — |ppa Female |Abortion spontaneous (n/a - Unknown - Congenital Anomaly) (CHADOX1 NCOV-19)] (S- COVID-19 prophylaxis -
Professional Years .
] 10009032532 Drug withdrawn - [n/a - n/a - Intramuscular])
3
Eﬂ
g
E} click or scan |z
i 2021-06- | Healthcare 18-64 . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
:1(__,9 1485 EU-EC. | 15 Professional Non EEA Vears Female [Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition) immunisation - Not applicable - [1d - /a - n/a])
3 100090255717
2
a click or scan | 3
g 1486 2021-06- Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Dizziness (7d - COMIRNATY [TOZINAMERAN] (S- COVID-19
5 EU-EG | % 15 Professional Years Recovered/Resolved - ), Influenza like illness (7d - Recovered/Resolved - ), Nausea (7d - Recovered/Resolved - ) immunisation - Not applicable - [n/a - n/a - n/a])
g 10009022872 ]
é dlick or scan Abortion spontaneous (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Exposure
< el Non during pregnancy (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Foetal death (n/a
%_; 1487 BU-EC. | 3 B %221-06- Healthcare Non EEA IS\I];)etci fied Female |- Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Thrombosis (n/a - Unknown - ﬁﬁgﬁ%&gozﬁiﬁgﬁﬁwng: S;]\)/[D-D
%\ 10009019590 : Professional Caused/Prolonged Hospitalisation, Other Medically Important Condition), Vaginal haemorrhage (n/a - Unknown - 2
< Caused/Prolonged Hospitalisation)
§ click or scan COVID-19 VACCINE ASTRAZENECA (CHADOX1
B SRR oLl 1 A
% 1488 2021-06- Egglthcare Non EEA Not Female Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Off label use (n/a - m&{%ﬁ%&} 99)]\/1(ASC_CnI/I:]jZ Sgkrnlt)AwiE-I\[f/gé
Bl 0(%[;6%_2 o |15 Professional Specified Unknown -), Product use issue (n/a - Unknown - ) n/a - n/a]), [TOZINAMERAN] (S- COVID-19
=5 immunisation - Unknown - [n/a - n/a - n/a])
%‘ dlick or scan || COVID-19 VACCINE ASTRAZENECA (CHADOX1
= el Non . ] . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
-06- - - , -
Blass| oo |H 202106 Healthcare Non EEA Isf;iﬁ fFemale (Atortion spontaneous _5)01',‘:2;3";;(?& (v Rﬁjcm(};e“i/N(;t Resolved - Other Medically Important Condition), Off label use (n/a (CHADOX1 NCOV-19)] (S- n/a - Unknown - [r/a -
B 10009019254 ] P Professional ’ n/a - n/a]), [TOZINAMERAN] (S - COVID-19
g immunisation - Unknown - [n/a - n/a - n/a])
O
dlick or sean | 202106, /Non 1864 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
1490 EU-EC ] 15 Healthcare EEA Vears Female [Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
e Professional -n/a- [n/a- n/a- n/al)
10009015865
click or scan | =
— Non . ] . SPIKEVAX [COVID-19 MRNA VACCINE
2021-06- 18-64 Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Maternal exposure
1491 oiype 3 im Healthgare EEA Vears Female during pregnancy (n/a - Unknown - ) MODERNA (CX-OZ441{1)] (S- COVID-19
10009013734] Professional immunisation - Not applicable - [n/a - 1{DF} - n/a])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009037785&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009033324&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009032532&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009025571&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009022872&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009019590&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009019254&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009019254&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009015865&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009013734&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp Qualification or Group ex Route])
Date Regulatory
Purposes
click or scan | = COVID-19 VACCINE ASTRAZENECA (CHADOX1
o 2021-06-|Healthcare 18-64 . ) . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
IN ; 7 R - ! =LA
S 1492 FUEC | & m Professional EEA Vears Female [Abortion spontaneous (1d- Recovered/Resolved - Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
:'i' 10009012553 - Not applicable - [1d - 1{DF} - Intramuscular])
ch
o click or scan |:
L _— Non Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition), Dizziness (n/a - Unknown -
® -06- - > R
0O (1493 2021-06 Healthcare Non EEA 18-64 Female |Other Medically Important Condition), Maternal exposure during pregnancy (n/a - Unknown - Other Medically Important TOZINAMERAN [TOZWAMERAM (3- COVID-19
— EU-EC- ; 14 ; Years . immunisation - Not applicable - [1d - n/a - n/a])
Professional Condition)
3 10009007596
g
o8 click or scan | = Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
-‘é 1494 2021-06- Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a- |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: EU-EC- |z 14 Professional Years Unknown - ) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
g 10009007398 - Not applicable - [n/a - 1{DF} - n/a])
% click or scan | Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
51495 | Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition), Maternal exposure during NCOV-19) [COVID-19 VACCINE ASTRAZENECA
S EU-EC- . Years pregnancy (n/a - Unknown - Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
m 1 p Professional
5 0008999500 n/a - n/aJ)
>
m
) dlick or sean 5 Non Abortion spontaneous (n/a - Recovering/Resolving - Life Threatening), Chest pain (n/a - Unknown - Life Threatening), COVID- 19 VACCINE ASTRAZENECA (CHADOX1
5 2021-06- 18-64 ) - . . ) . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
1496 X Healthcare Non EEA Female |Limb discomfort (n/a - Unknown - Life Threatening), Maternal exposure during breast feeding (n/a - Unknown - Life
A EU-EC 12 Professional Years Threatening), Maternal exposure during pregnancy (n/a - Unknown - Life Threatening) (CHADOXT NCOV-19)] (S - n/a - Unknown - [n/a -
% 10008998719 ’ n/a - n/aJ)
o
- Abdominal tenderness (n/a - Recovered/Resolved - Other Medically Important Condition), Abortion spontaneous (n/a -
g click or scan | : Non Recovering/Resolving - Other Medically Important Condition), Accidental exposure to product (n/a - Unknown - Other COVID-19 VACCINE ASTRAZENECA (CHADOX1
E 1497 | Healthcare Non EEA 18-64 Female Medically Important Condition), Ectopic pregnancy (n/a - Recovering/Resolving - Other Medically Important Condition), NCOV-19) [COVID-19 VACCINE ASTRAZENECA
% EU-EC- Professional Years Maternal exposure during pregnancy (n/a - Unknown - Other Medically Important Condition), Musculoskeletal discomfort (n/a [(CHADOX1 NCOV-19)] (S- COVID-19 immunisation
5 10008998698 - Recovered/Resolved - Other Medically Important Condition), Vaginal haemorrhage (3wk - Recovered/Resolved - Other - Not applicable - [n/a - n/a - n/a])
% Medically Important Condition)
= lick or scan (=2t : Non Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Headache (3d - COVID-19 VA AST CA( Xl
c £ 2021-06- 18-64 ) o . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
1498 Healthcare Non EEA Female |Recovered/Resolved - Other Medically Important Condition), Maternal exposure during pregnancy (n/a - Unknown - Other CHADO Unl
% EU-EC 12 Professional Years Medically Important Condition), Pyrexia (2d - Recovered/Resolved - Other Medically Important Condition) ( X1 NCOV-19)] (8- w/a - own - [n/a -
w 10008998509 ’ n/a - n/aJ)
o
T
£ click or scan | : Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
s ¥ 12021-06- Not Not . e NCOV-19) [COVID-19 VACCINE ASTRAZENECA
. . - -
féa_ 1499 EUEC |} 12 Ereatl‘thciar; | Non EEA Specified Specified Abortion spontaneous (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
E 10008996930 olessiona n/a - n/a)
>
3
B click or scan | Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
g 1500 | Healtheare Non EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Congenital Anomaly), Maternal exposure during breast feeding (n/a - Unknown - [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
O EU-EC- Professional Years Congenital Anomaly) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008996790 n/a - n/aJ)
click or scan |;
1501 Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Exposure during pregnancy (n/a - Unknown |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- Professional Years -) immunisation - Not applicable - [n/a - n/a - n/a])
10008995422

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009012553&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009007596&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009007398&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008999500&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008998719&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008998698&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008998509&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008996930&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008996790&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008995422&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp! Qualification or Group ex Route])
Date Regulatory
Purposes
I 2 5021-06. Healthcare 18-64 COMIRNATY [TOZINAMERAN] (S - COVID-19
o (1502 . EEA Female [Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition) immunisation - Not applicable - [1d - 1{DF} -
S EU-EC- 11 Professional Years
Al 110008989977 ' Intramuscular])
—
ch
i .
@ click or scan | : Non
® - - AMERAN AMERAN] (S-
Q1503 Healthcare Non EEA 18-64 Female [Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition) TOZIN . [Tozm (S- COVID-19
— EU-EC- . Years immunisation - Not applicable - [n/a - n/a - n/a])
3 10008988082 Professional
£
Q .
R click or scan |: ;
= & (2021-06- |Healthcare 18-64 . ] .. TOZINAMERAN [TOZINAMERAN] (S- COVID-19
30 . Abortion spontaneous - - . S .
'g 1504 EUEC |} i P Professional Non EEA Vears Female [Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/al)
10008988026 ol ;
% click or scan | = Non
= 2021-06- 18-64 . . . e TOZINAMERAN [TOZINAMERAN] (S- COVID-19
S Abortion spontaneous - - . o .
;ﬂ 1505 EU-EC- 1 Healthgare Non EEA Vears Female [Abortion spontaneous (n/a - Recovering/Resolving - Caused/Prolonged Hospitalisation) immunisation - Not applicable - [1d - n/a - n/a])
] Professional
5 10008988016
>
m
4] click or scan | : i . . . COVID-19 MRNA VACCINE MODERNA (CX-
g % 5021-06- | Healthcare 18-64 Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Pregnancy (n/a- Not  |024414) [COVID-19 MRNA VACCINE MODERNA
3% EuEc %11 |Professional |NOMEEA |y  [Female |RecoveredNot Resolved-) (CX-024414)] (S - COVID-19 immunisation -
% 10008986739 Unknown - [n/a - 1 {DF} - Intramuscular])
o
— click or scan || [ COVID-19 MRNA VACCINE MODERNA (CX-
g el F 2% 15021-06- | Healthcare 18-64 024414) [COVID-19 MRNA VACCINE MODERNA
= 1507 ¢ . Non EEA Female [Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
1S EU-EC- | e |11 Professional Years . .
% 10008983653 ' applicable - [n/a - 1{DF} - Intramuscular - More in
‘g,, ICSR])
%_; click or scan |:
> ; Healthcare 18-64 . . . . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
T 1508 EU-EC- Professional Non EEA Vears Female [Abortion spontaneous (n/a - Recovering/Resolving - Congenital Anomaly) immunisation - Not applicable - [1d - n/a - n/a])
§ 10008981478
B
% click or scan | Lk 5 Non
£ 1509 1 2021-06- Healthcare Non EEA Not Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a- |TOZINAMERAN [TOZINAMERAN] (S- COVID-19
s EU-EC- |11 : Specified Unknown - Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
B J Professional
j=3 10008980677
=
3 click or scan | ; ME
B 1510 2021-06- |Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved With Sequelae - Other Medically Important Condition), Anembryonic mﬁﬁgﬁ ggzzilNlicable i [1] d(_S -3??le-19
g EU-EC- 10 Professional Years gestation (n/a - Recovered/Resolved With Sequelae - Other Medically Important Condition) PP ’
O 10008972496 Intramuscular])
dlick or sean 502106, /Nen 1864 COMIRNATY [TOZINAMERAN] (S- COVID-19
1511 EU-EC- 10 Healthcare EEA Vears Female [Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition) immunisation - Not applicable - [22d - .6mL -
10008972493 i Professional Intramuscular])
click or scan || COVID-19 MRNA VACCINE MODERNA (CX-
|| 2021-06- | Healthcare 18-64 Abortion spontaneous (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Exposure |024414) [COVID-19 MRNA VACCINE MODERNA
1512 . Non EEA Female |during pregnancy (n/a - Unknown - Caused/Prolonged Hospitalisation), Premature rupture of membranes (n/a - Unknown - (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- | % 10 Professional Years o . :
10008969874 Caused/Prolonged Hospitalisation) ?gspll{]c;lble - [n/a - 1{DF} - Intramuscular - More in

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008989977&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008988082&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008988026&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008988016&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008986739&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008983653&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008981478&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008980677&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008972496&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008972493&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008969874&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |FULocal ICSR Form | G31€WaY |5y e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
click or scan |: COVID-19 MRNA VACCINE MODERNA (CX-
d 2021-06- |Healthcare 18-64 . . .\ 024414) [COMID-19 MRNA VACCINE MODERNA
IN A - - . L
S 1513 EU-EC- 10 Professional Non EEA Vears Female [Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation -
:' 10008966837 Unknown - [n/a - 1{DF} - Unknown])
ch
— .
@ click or scan | : Non
® - Not . . . TOZINAMERAN [TOZINAMERAN] (S- n/a - Not
01514 EU-EC- Erejg;;:iir;al Non EEA Specified Female [Abortion spontaneous (n/a - Unknown - Other Medically Important Condition) applicable - [1d- n/a - n/a])
3 10008964571
4;(/__‘)
Q .
R click or scan |: Non
= *12021-06- 18-64 . oo . . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
0, Abortion spontaneous (2d- - , . e .
81515 EUEC |} 109 Hea]thc_are Non EEA Vears Female [Abortion spontaneous (2d- Recovered/Resolved - Caused/Prolonged Hospitalisation, Other Medically Important Condition) immunisation - Not applicable - [1d- n/a - n/a])
Professional
10008961648
% click or scan | = Non
Sl1s16 *12021-06- Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Haemorrhage in COMIRNATY [TOZINAMERAN] (S - Immunisation -|
S EU-EC- 09 . Years pregnancy (n/a - Not Recovered/Not Resolved - Other Medically Important Condition) n/a - [n/a - n/a - n/a])
] Professional
5 10008961386
o
g click or scan | = COVID-19 MRNA VACCINE MODERNA (CX-
5 517 2021-06- Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Foetal death (n/a - 024414) [COVID-19 MRNA VACCINE MODERNA
loa} EU-EC- x |09 Professional Years Recovered/Resolved - Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation -
% 10008959648 Unknown - [n/a - 1{DF} - Unknown])
o
g click or scan ) COVID-19 MRNA VACCINE MODERNA (CX-
click or scan | ;=2 ;
[} = (2021-06- | Healthcare 18-64 Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Exposure during pregnancy (n/a - 024414) [COVID-19 MRNA VAOCINE MODERNA
‘£ (1518 EU-EC- 09 Professional Non EEA Vears Female RecoveredResolved - ) (CX-024414)] (S- COVID-19 immunisation - Not
% applicable - [n/a - 1{DF} - Intramuscular - More in
10008959590
‘g,, ICSR])
%_; click or scan |: s
>li519 2021-06- | Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Petechiae (n/a - Not COMIRNATY [TOZINAMERAN] (S- COVID-19
g EU-EC- | % x |09 Professional Years Recovered/Not Resolved - ) immunisation - Not applicable - [1n/a - n/a - n/a])
E 10008958298
®
% click or scan | : ;
IS ] : (2021-06- |Healthcare 18-64 . . . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
i 0 : - - . S .
£ 1520 BU-EC- T 0o Professional Non EEA Vears Female [Abortion spontaneous (42d - Recovered/Resolved - Other Medically Important Condition) immunisation - Not applicable - [1d- n/a - n/a])
1] ke
j=3 10008958286
=
ey click or scan | ;
B 2021-06- | Healthcare 18-64 . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
: ; - - . S .
e 1521 EU-EC- 09 Professional Non EEA Vears Female [Abortion spontaneous (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - /al)
¢} 10008952553 ;
dlick or sean = Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Human chorionic gonadotropin increased
2021-06- |Healthcare 18-64 . i . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
1522 : Non EEA Female |(n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a - Unknown - Other . e .
EU-EC- x (08 Professional Years Medically fmportant Condition) immunisation - Not applicable - [n/a - n/a - n/a])
10008947603 cally fmportan 0
lick or sean ; Abortion spontaneous (/a - Recovered/Resolved - Other Medically Important Condition), Dizziness (n/a - COVID-19 MRNA VACCINE MODERNA (CX-
1523 2021-06- Healthcare 5 ppy  [18-64 g e [RecoveredResolved - ), Haemorrhage (n/a - Recovered/Resolved - Other Medically Tmportant Condition), Muscle spasms (n/a - 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 08 Professional Years Recovered/Resolved - )’ ? (CX-024414)] (S- COVID-19 immunisation - Not
10008944545 applicable - [n/a - 1{DF} - Unknown])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008966837&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008964571&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008961648&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008961386&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008959648&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008959590&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008958298&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008958286&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008952553&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008947603&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008944545&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |FULocal ICSR Form | G31€WaY |5y e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
click or scan |: COVID-19 MRNA VACCINE MODERNA (CX-
b 1524 Healthcare Non EEA 18-64 Female Abortion spontaneous (1d- Not Recovered/Not Resolved - Other Medically Important Condition), Pregnancy (8d - Not 024414) [COVID-19 MRNA VACCINE MODERNA
S EU-EC- Professional Years Recovered/Not Resolved - ) (CX-024414)] (S- COVID-19 immunisation - Not
:' 10008943473 applicable - [n/a - 1{DF} - Intramuscular])
ch
—
@ . :
® click or scan Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Drug exposure before pregnancy (n/a - TOZINAMERAN [TOZINAMERAN] (S - COVID-19
8 1525 Healthcare Non EEA 18-64 Female |Unknown - Other Medically Important Condition), Extra dose administered (n/a - Unknown - ), Inappropriate schedule of immunisation - NOE applicable - [1d- ?EmL _
3 EU-ECG- Professional Years product administration (n/a - Unknown - ), Pregnancy on contraceptive (n/a - Recovered/Resolved With Sequelae - Other Tntramuscular]) '
g 10008943429 Medically Important Condition)
S
g
g click or scan | ; Abdominal pain lower (n/a - Unknown - Caused/Prolonged Hospitalisation), Abortion spontaneous (n/a - Unknown -
g 1526 2021-06- |Healthcare Non EEA 18-64 Female Caused/Prolonged Hospitalisation, Other Medically Important Condition), Maternal exposure timing unspecified (n/a - COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- : |08 Professional Years Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Vaginal haemorrhage (n/a - Unknown - |immunisation - Not applicable - [1d - n/a - Unknown])
% 10008942476 Caused/Prolonged Hospitalisation)
j;:n click or scan | : o COVID-19 VACCINE ASTRAZENECA (CHADOX1
© 1527 e | 2021-06- | Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Exposure during pregnancy (n/a - Unknown |[NCOV-19) [COVID-19 VACCINE ASTRAZENECA
e EU-EC- | % o 08 Professional Years - Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Dose not changed -
LaL; 10008938200 ; [n/a - n/a - Intramuscular])
(8]
§ click or scan |:
< : Healthcare 18-64 . oo COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - . S .
g 1528 EU-EC- Professional Non EEA Vears Female [Abortion spontaneous (n/a - Unknown - Caused/Prolonged Hospitalisation) immunisation - Not applicable - [1d - /a - Unknown])
g 10008937607
kS
% click or scan | :z% B
; i (2021-06- |Healthcare 18-64 . COMIRNATY [TOZINAMERAN] (S- COVID-19
= 1529 puEC 08 Professional |[FEA Years |Female |Abortion spontaneous (/- Unknown -) immunisation - n/a - [n/a - n/a - Intramuscular])
%_:) 10008936386 1=
>
© click or scan COVID-19 MRNA VACCINE MODERNA (CX-
2021-06- |Healthcare 18-64 . . . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - . D
é 1530 EU-EC. | 07 Professional Non EEA Vears Female [Abortion spontaneous (n/a - Unknown - Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
% 10008935655 applicable - [n/a - 1{DF} - Intramuscular])
E click or scan | COVID-19 MRNA VACCINE MODERNA (CX-
7] | Health 18-64 . ) ) ) . 024414) [COVID-19 MRNA VACCINE MODERNA
%. 1531 BUEC. b :(?fe s:iz(i)rr?al Non EEA Veurs Female |[Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation -
= 10008935461 Unknown - [n/a - 1 {DF} - Intramuscular])
ko
g click or scan | :: i Non Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition), Headache (n/a - VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA|
(8] 1532 e | 2021-06- Healthcare Non EEA 18-64 Female Recovered/Resolved - ), Intermenstrual bleeding (20d - Recovered/Resolved - Other Medically Important Condition), Myalgia |(CHADOX1 NCOV-19)] (S- n/a - Unknown - [1d - n/a|
EU-EC- (07 Professional Years (n/a - Recovered/Resolved - ), Pyrexia (n/a - Recovered/Resolved - ), Uterine spasm (n/a - Recovered/Resolved - Other - Intramuscular]), [PARACETAMOL] (I - n/a-n/a-
10008934245 ; Medically Important Condition) [n/a - n/a - n/a])
click or scan | COVID-19 MRNA VACCINE MODERNA (CX-
11 [2021-06- |Healthcare 18-64 . . . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - . L
1533 EUEC. | 07 Professional Non EEA Vears Female [Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation -
10008932343 Unknown - [n/a - 1{DF} - Intramuscular])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008943473&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008943429&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008942476&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008938200&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008937607&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008936386&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008935655&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008935461&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008934245&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008932343&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# U Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
. click or scan | 0106 Fialthcare 1864 COMIRNATY [TOZINAMERAN] (S- COVID-19
11534 . EEA Female [Abortion spontaneous (1d- Recovered/Resolved With Sequelae - Other Medically Important Condition) immunisation - Not applicable - [1d - 1{DF} -
IS EU-EC- 07 Professional Years Intramuscular])
:'1' 10008931397
ch
‘; click or scan | : Non Abortion spontaneous (n/a - RecoveredResolved - Other Medically Important Condition), Enuresis (n/a - Unknown - Other
g 1535 | Healthcare Non EEA 18-64 Female Medically Important Condition), Influenza like illness (n/a - Unknown - Other Medically Important Condition), Malaise (n/a - |TOZINAMERAN [TOZINAMERAN] (S- COVID-19
— EU-EC- . Years Unknown - Other Medically Important Condition), Vaccination site pain (n/a - Unknown - Other Medically Important immunisation - Not applicable - [1d - n/a - n/a
y Imp p y Imp pp
Professional -
3 10008926163 Condition)
[2]
%— lick
click or scan | % . . .
2 I it Non Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Inappropriate schedule of product
B (1536 BU-EC- 3321-06- Healthcare Non EEA lYi:d?: Female |administration (n/a - Unknown - ), Maternal exposure during pregnancy (n/a - Unknown - Other Medically Important ﬁﬁgﬁ%&goﬁgﬁﬁfﬁﬁwng: S/;]\)/[D-lg
Professional Condition), Off label use (n/a - Unknown - ) PP
10008923889
% click or scan |: q COVID-19 MRNA VACCINE MODERNA (CX-
= K3l |2021-06- Healthcare 18-64 . . .. 024414) [COVID-19 MRNA VACCINE MODERNA
S X . Abortion spontaneous - - . L
;ﬂ 1537 EU-EC- 06 Professional Non EEA Vears Female [Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation -
-‘g 10008922108 Unknown - [n/a - 1{DF} - Unknown])
g
4] click or scan |: ;
o e ? Non
3 (1538 2021-06- Healthcare Non EEA 18-64 Female [Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition) TOZINAMERAN [TOZD\IAMERAN] (S- COVID-19
3 EU-EC- 06 : Years immunisation - Not applicable - [n/a - n/a - n/a])
o Professional
& 10008922016
o
g click or scan | = Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
o 1539 ; 2021-06- Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved - ), Pruritus (n/a - Recovered/Resolved - ), Rash (n/a - Recovered/Resolved - [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
£ EU-EC- ke |05 Professional Years ), Rash (n/a - Recovering/Resolving - ) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
E 10008919191 n/a - n/aJ)
=)
e}
%;:)‘ lick or scan = 5021-06- Non 18-64 Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Dysmenorrhoea (n/a - Not I(\IZOC\O/[\I/?_I{)Q) E&ng?ﬁmj an JEAgI‘AR(CHADOZEl JEC)E
= |1540 BU-EC- B (5 Healthcare Non EEA Years Female [Recovered/Not Resolved - Other Medically Important Condition), Menstruation delayed (n/a - Recovering/Resolving - Other (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
% 10008 ; : Professional Medically Important Condition), Muscle spasms (n/a - Recovered/Resolved - Other Medically Important Condition)
918147 n/a - n/a))
s
% click or scan | i Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
£ 1541 2021-06- Healthcare Non EEA Not Female Abortion spontaneous (n/a - Recovering/Resolving - Congenital Anomaly, Other Medically Important Condition), Headache [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
= EU-EC- 05 . Specified (n/a - Recovered/Resolved - Congenital Anomaly, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
g 10008917789 Professional n/a - n/a))
£
2 click or scan || 1 COVID-19 VACCINE ASTRAZENECA (CHADOX1
B o 25 12021-06- Non 18-64 Abortion spontaneous (n/a - Recovered/Resolved - Congenital Anomaly), Abortion spontaneous (n/a - Unknown - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
g 1542 puEc =5 |05 Healthcare —|Non EEA |y, o Female [o o cnital Anomal ), Maternal exposure during pregnancy (n/a - Unknown - Congenital Anomaly) (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
g 10008916973 i Professional e ), P & preghancy &en Y 1/a - n/a]), [COVID-19 VACCINE] (S- Pregnancy -
Unknown - [n/a - n/a - n/a))
Abortion spontaneous (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Burning
click or scan | =24 Non sensation (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation, Other Medically Important Condition), COVID-19 VACCINE ASTRAZENECA (CHADOX1
1543 et (2021-06- Healthcare Non EEA 18-64 Female Dizziness (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation, Other Medically Important Condition), NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- e (05 Professional Years Flushing (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation, Other Medically Important Condition), (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008916107 : Hypersensitivity (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Swelling face (n/a |n/a - n/a])
- Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation, Other Medically Important Condition)

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf



https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008931397&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008926163&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008923889&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008922108&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008922016&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008919191&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008918147&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008917789&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008916973&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008916107&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp! Qualification or Group ex Route])
Date Regulatory
Purposes
click or scan | = Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
b 1544 | Healtheare Non EEA 18-64 Female Abortion spontaneous (n/a - Not Recovered/Not Resolved - Congenital Anomaly), Heart rate increased (n/a - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
S EU-EC- : Years Recovering/Resolving - Congenital Anomaly), Syncope (n/a - Recovering/Resolving - Congenital Anomaly) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
) Professional
< 10008915100 n/a - n/aJ)
ch
‘; click or scan E Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
g 1545 | Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Life Threatening, Congenital Anomaly), Maternal exposure during pregnancy (n/a - [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
- EU-EC- Professional Years Unknown - Life Threatening, Congenital Anomaly) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
§ 10008915025 n/a - n/a])
=
Q .
@ lick or scan |: Non Abortion spontaneous (21d- Recovering/Resolving - Caused/Prolonged Hospitalisation, Congenital Anomaly), Abortion COVID-19 VACCINE ASTRAZENECA (CHADOXI
= - 18-64 R . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
B (1546 Healthcare Non EEA Female [spontaneous (n/a - Unknown - Caused/Prolonged Hospitalisation, Congenital Anomaly), Maternal exposure during pregnancy
3 EU-EC Professional Years (n/a - Unknown - Caused/Prolonged Hospitalisation, Congenital Anomaly) (CHADOXT NCOV-19)] (S- n/a - Unknown - [n/a -
% 10008910596 ? n/a - n/aJ)
% click or scan | COVID-19 VACCINE ASTRAZENECA (CHADOX1
= 1 (2021-06- |Healthcare 18-64 . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
= X . Abortion spontaneous - -), - -
;ﬂ 1547 EU-EC- b |04 Professional Non EEA Vears Female [Abortion spontaneous (2d- Recovered/Resolved - ), Maternal exposure during pregnancy (n/a - Unknown - ) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
-‘g 10008908233 n/a - n/aJ)
>
]
g click or scan | : COVID-19 VACCINE ASTRAZENECA (CHADOX1
= Healthcare Not  [Not . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
. . . + - -
3 1548 EU-EC- Professional Non EEA Specified Specified Abortion spontaneous (n/a - Unknown - Congenital Anomaly) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
% 10008907654 n/a - n/aJ)
o
g click or scan | = Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
o 1549 Healthcare Non EEA Not Female Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition), Foetal exposure during NCOV-19) [COVID-19 VACCINE ASTRAZENECA
£ EU-EC- P : Specified pregnancy (n/a - Unknown - Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
rofessional
g 10008906282 n/a - n/aJ)
=)
e}
% click or scan |: Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
>|1550 | Healthcare Non EEA 18-64 Female Abortion spontaneous (1d- Recovered/Resolved - ), Haemorrhage (n/a - Recovering/Resolving - ), Maternal exposure during [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
] EU-EC- Professional Years pregnancy (n/a - Unknown - ) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
§ 10008906248 n/a - n/a])
s
% click or scan COVID-19 VACCINE ASTRAZENECA (CHADOX1
IS th (2021-06- |Healthcare Not . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
= A . . Abortion spontaneous - -
£ 1551 EU-EC- 04 Professional Non EEA Specified Female [Abortion spontaneous (n/a - Recovered/Resolved - ) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
fé’. 10008903689 i n/a - n/aJ)
=
z click or scan |:
B 1552 Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved With Sequelae - Other Medically Important Condition), Pyrexia (n/a - TOZINAMERAN [TOZINAMERAN] (S- COVID-19
g EU-EC- Professional Years Recovered/Resolved With Sequelae - Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
(¢} 10008902170
click or scan
1553 Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Maternal exposure TOZINAMERAN [TOZINAMERAN] (S - COVID-19
EU-EC- Professional Years during pregnancy (n/a - Not Recovered/Not Resolved - Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
10008901883
lick or scan |: Non 1864 COMIRNATY [TOZINAMERAN] (S - COVID-19
1554 " |Healthcare EEA 3 Female [Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition immunisation - Not applicable - [n/a - n/a -
EU-EC- Years ¥ mp PP
10008901346 Professional Intramuscular])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008915100&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008915025&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008910596&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008908233&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008907654&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008906282&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008906248&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008903689&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008902170&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008901883&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008901346&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp! Qualification or Group ex Route])
Date Regulatory
Purposes
click or scan Cl
o el F Healthcare 18-64 COMIRNATY [TOZINAMERAN] (S- COVID-19
d - . . . . S .
8 - - - - R R
S 1555 EU-EC- Professional EEA Vears Female [Abortion spontaneous (n/a - Recovered/Resolved With Sequelae - Congenital Anomaly) immunisation - Not applicable - [31d - 2{DF}
) Intramuscular])
< 10008901287
cia'
@ click or scan | ; Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Haemorrhage (n/a - COVID-19 MRNA VACCINE MODERNA (CX-
g 1556 Healthcare Non EEA 18-64 Female |Recovered/Resolved - Other Medically Important Condition), Thrombosis (n/a - Recovered/Resolved - Other Medically 024414) [COVID-19 MRNA VACCINE MODERNA
— EU-ECG | # Professional Years Important Condition), Vomiting (n/a - Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation -
3 10008900293 Unknown - [n/a - 1 {DF} - Intramuscular])
[2]
5 4
R click or scan | - Non
= - 18-64 . oo TOZINAMERAN [TOZINAMERAN] (S- COVID-19
- ed/Re: - . S .
B (1557 BU-EC- ] Ereai‘thciar;a] Non EEA Vears Female [Abortion spontaneous (1d- Recover solved - Caused/Prolonged Hospitalisation) immunisation - Not applicable - [1d- n/a - n/a])
g 10008895402 ofessio
% click or scan 1 COVID-19 MRNA VACCINE MODERNA (CX-
51558 2021-06- |Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Injection site pain (n/a - |024414) [COVID-19 MRNA VACCINE MODERNA
S EU-EC- | = 03 Professional Years Not Recovered/Not Resolved - ) (CX-024414)] (S- COVID-19 immunisation -
g 10008886896/ & Unknown - [n/a - 1{DF} - Subcutaneous])
Ll:J .
8 dlick or sea | [Non 1864 COMIRNATY [TOZINAMERAN] (S- COVID-19
§ 1559 EU-EC- Healthcare EEA Vears Female [Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition) immunisation - Not applicable - [n/a - 1{DF} -
% 10008885157/ & Professional Intramuscular])
o
] click or scan | = Non
[} 112021-06- 18-64 . . . ] . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
2 - - . L .
£ |1560 EU-EC- o 03 Eealthgare Non EEA Vears Female [Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
rofessional
& 10008884956
=)
e}
%_; click or scan | Non
>1s61 2021-06- Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Inappropriate schedule |TOZINAMERAN [TOZINAMERAN] (S- COVID-19
g EU-EC- 03 . Years of product administration (n/a - Unknown - ), Off label use (n/a - Unknown - ) immunisation - Not applicable - [1d - n/a - n/a])
g 100088810 Professional
91
B
o
T
IS
S click or scan Non
fé’_ 1562 B [2021-06-|Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Exposure during COMIRNATY [TOZINAMERAN] (S- n/a-n/a-[1d-
k= EU-EC- 03 Professional Years pregnancy (n/a - Not Recovered/Not Resolved - Other Medically Important Condition) n/a - n/a))
2 10008879742,
gol
8
o Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Erythema (n/a - Not
dlick or scan || Recovered/Not Resolved - Other Medically Important Condition), Exposure during pregnancy (n/a - Not Recovered/Not
_ 2021-06- Non 18-64 Resolved - Other Medically Important Condition), Feeling hot (n/a - Not Recovered/Not Resolved - Other Medically Important |SPIKEVAX [COVID-19 MRNA VACCINE
1563 EU-EC- ] 03 Healthcare EEA Vears Female |Condition), Pain in extremity (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Peripheral swelling [MODERNA (CX-024414)] (S-n/a-n/a-[1d-n/a-
10008878155 Professional (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Pruritus (n/a - Not Recovered/Not Resolved - Intramuscular])
Other Medically Important Condition), Vaccination site pain (n/a - Not Recovered/Not Resolved - Other Medically Important
Condition), Vaccination site swelling (n/a - Not Recovered/Not Resolved - Other Medically Important Condition)
click or scan
1112021-06- |Healthcare 18-64 . " . COMIRNATY [TOZINAMERAN] (S- COVID-19
1564 BU-EC- 0 Professional EEA Vears Female [Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition) immunisation - 1/a - [1Va - 2 {DF} - Intramuscular])
10008872765

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008901287&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008900293&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008895402&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008886896&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008885157&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008884956&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008881091&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008879742&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008878155&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008872765&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
click or scan |
; COMIRNATY [TOZINAME S- COVID-19
§ 2021-06- |Healthcare 18-64 Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Inappropriate schedule of product |; et L ; RAN] (
1565 : EEA Female - . immunisation - Not applicable - [n/a - n/a -
Y EU-EC- 02 Professional Years administration (n/a - Unknown - ), Product supply issue (n/a - Unknown - ) I ul
o [10008869407 ntramescular)
—
ch
—
§ click or scan |3 COVID-19 MRNA VACCINE MODERNA (CX-
= 2021-06-|Healthcare 18-64 . . . 024414) [COVID-19 MRNA VACCINE MODERNA
- . - - . . .
3 1566 BU-EC- o1 Professional Non EEA Years Female [Abortion spontaneous (n/a - Unknown - Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
8 10008859064 T applicable - [n/a - 1{DF} - Intramuscular])
S
o r
_‘§ click or scan |-
J 2021-06- | Healthcare 18-64 . ) . COMIRNATY [TOZINAMERAN] (S- COVID-19
; - - . Nl .
% 1567 EU-EC- ] 01 Professional Non EEA Vears Female [Abortion spontaneous (n/a - Unknown - Other Medically Important Condition) ; isation - Not applicable - [n/a - n/a - n/a])
10008855947
3
é’ clidcorsan | 12021-06- oD 18-64 Abortion spontaneous (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Pyrexia | V- o</ VRIA [COVID-19 VACCINE ASTRAZENECA
< Vo= = - - 5 il featt
S 1568 Healthcare ~ [EEA Female - A ged Hosp! Y mp y (CHADOX1 NCOV-19)] (S- Immunisation - n/a - [n/a
© EU-EC- o, 01 Professional Years (3d - Unknown - Caused/Prolonged Hospitalisation) - n/a - n/a))
::3’ 10008854146
”
g click or scan |- Non AME] AME]
A [1569 2021-05- pealthcare [Non EEA  |NO! . |Female |Abortion spontaneous (n/a - Unknown - Other Medically Important Condition) TOZINAMERAN [TOZINAMERAN] (S - COVID-19
% EU-EC- | 31 Professional Specified immunisation - Not applicable - [n/a - n/a - n/a])
a 10008842617
g click or scan | COVID-19 MRNA VACCINE MODERNA (CX-
g 1570 2021-05- |Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Haemorrhage (n/a - Unknown - Other 024414) [COVID-19 MRNA VACCINE MODERNA
% EU-EC- , 31 Professional Years Medically Important Condition), Headache (n/a - Unknown - ), Uterine dilation and curettage (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation -
‘gn 10008842040 Unknown - [n/a - 1 {DF} - Unknown])
%;;‘ click or scan |- Non
© - - -
< (1571 Healthcare EEA 18-64 Female [Abortion spontaneous (n/a - Unknown - Other Medically Important Condition) COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- , : Years immunisation - Not applicable - [n/a - n/a - n/a])
¢ Professional
& 10008840424
o
‘gEJ click or scan | B COVID-19 MRNA VACCINE MODERNA (CX-
S 1572 : 2021-05- |Healthcare Non EEA 18-64 Female Abortion spontaneous (2d - Recovered/Resolved - Other Medically Important Condition), Haemorrhage (n/a - ?(2;: égz)lg?)}ll(g:l(gx)\/[Dﬁ;/ mﬁ%ﬁ?i?A
a EU-EC- = 31 Professional Years Recovered/Resolved - Other Medically Important Condition), Pregnancy (n/a - Recovered/Resolved - ) . .
£ applicable - [n/a - 1{DF} - Intramuscular - More in
z 10008839988 ICSR
o )]
3
3 click or scan 1 Non
g 1573 2021-05- Healthcare EEA 18-64 Female Abortion spontaneous (8d - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a- |COMIRNATY [TOZINAMERAN] (S- COVID-19
S EU-EC- 31 : Years Unknown - ) immunisation - Not applicable - [n/a - n/a - n/a])
Professional
10008839740,
click or scan | - COVID-19 MRNA VACCINE MODERNA (CX-
2021-05- | Healthcare 18-64 . ] . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - . L
1574 EU-EC- ] 31 Professional Non EEA Vears Female [Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation -
10008838513 : Unknown - [n/a - 1{DF} - Intramuscular])
click or scan | a=
Healthcare 18-64 . . . . . o TOZINAMERAN [TOZINAMERAN] (S- COVID-19
1575 FU-FC- Professional Non EEA Vears Female [Abortion spontaneous (n/a - Recovering/Resolving - Life Threatening, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [n/a - n/a - n/a])
10008837201



https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008869407&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008859064&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008855947&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008854146&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008842617&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008842040&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008840424&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008839988&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008839740&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008838513&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008837201&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber D:::lp Qualification l;)ergulatory Group ex Route])
Purposes
. 'E¥ Abdominal pain lower (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation, Other Medically Important CCINE RAZE CHADO
o lick or sean | 2021-05 Non 18-64 Condition), Abortion spontaneous (n/a - Recovering/Resolving - Caused/Prolonged Hospitalisation, Other Medically I(\:IOCE)/[\]/D-IIQQ) Eé)VID-wA \iCCINENEg{}R(AZENEC)S
N (1576 """ |Healthcare ~ |Non EEA - Female |Important Condition), Heavy menstrual bleeding (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation, Other -
Q BU-EC |3 29 Years mp vy S P (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
“_7‘1 10008832332 Professional Medically Important Condition), Infertility female (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation, na - n/a])
— Other Medically Important Condition) a-ma
oh
—
=
o click or scan COVID-19 VACCINE ASTRAZENECA (CHADOX1
2 1577 gU.EC- ; 3821'05' ?f(?g;;:iirgal Non EEA ;i'a?j Female [Abortion spontaneous (n/a - Recovered/Resolved - ), Maternal exposure during pregnancy (n/a - Unknown - ) m&{%@g&} 99)]\/1(ASC_CHI/I:]? Sr?rkniA\xiE-I\[E/?-&
g_ 10008831271 n/a - n/aJ)
7
% click or scan | ; ? Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
3 al (2021-05- 18-64 Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Maternal exposure NCOV-19) [COVID-19 VACCINE ASTRAZENECA
1578 Healthcare Non EEA Female - - ", ;
IS EU-EC- 29 Professional Years during pregnancy (n/a - Unknown - Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a)
k=) 10008831081 - n/a - n/aJ)
>
©
=] click or scan | Abnormal uterine bleeding (17d - Recovered/Resolved - Other Medically Important Condition), Abortion spontaneous (n/a- |COVID-19 VACCINE ASTRAZENECA (CHADOX1
w 1579 o 2021-05- Healtheare Non EEA 18-64 Femal Not Recovered/Not Resolved - Other Medically Important Condition), Dysmenorrhoea (2d - Recovered/Resolved - Other NCOV-19) [COVID-19 VACCINE ASTRAZENECA
) EUEC |2 29 Professional | © Years | 0 |Medically Important Condition), Ovarian cyst (n/a - Not RecoveredNot Resolved - Other Medically Important Condition),  |(CHADOX1 NCOV-19)] (S - n/a - Unknown - [n/a -
e y Imp cy:! y Imp
§ 10008829058 Uterine cyst (37d - Recovered/Resolved - Other Medically Important Condition) n/a - n/al)
<
i click or scan | =i COVID-19 VACCINE ASTRAZENECA (CHADOX1
=) Ay Non
g 1580 ope » 3821-05- Healthcare  [Non EEA T;Oetci fied TS\LOetciﬁ oAbortion spontaneous (21d - Recovered/Resolved - Other Medically Important Condition) PI:}COI V]:- 1:9))(1[(11\%33'; 99)]\/?SC_:CHI}:]? IAST} ] iﬁ%gé
2| [10008827898 : Professional na - n/al)
g” dlick or scan | 5021-05- Non 18-64 Abortion spontaneous (n/a - Recovered/Resolved - Congenital Anomaly, Other Medically Important Condition), I(\IZOC\O/[\I/—)-li)g) Eg)VID—wAg/l;CHNE AgI‘AR(AZENECXAl
%_; 1581 EU-EC- frE : 29 Healthcare Non EEA Vears Female |Haemorrhage (n/a - Recovering/Resolving - Congenital Anomaly, Other Medically Important Condition), Maternal exposure (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
%, 10008827643 ) Professional during pregnancy (n/a - Unknown - Congenital Anomaly, Other Medically Important Condition) n/a - n/a))
c
g dlick or scan (-7 2021-05- Non 18-64  Not Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition), Heavy menstrual bleeding (n/a - S)(;)A\Eilgg) Eé%(ﬁlg_];: ;\S/ITACCINENES?R(AZENEgAI
E 1582 EU-EC- L 29 Eeai‘thc_area] Non EEA Years  |Specified &e;:;veﬂn%/l{esolvmg - Otdlllcr Medically Important Condition), Menstruation delayed (n/a - Recovering/Resolving - Other (CHADOX] NCOV-19)] (S- n/a - Unknown - [/a -
£ 10008827595/ & rofession cally Important Condition) n/a - n/al)
5
=3
E click or scan | 7 Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
g i 12021-05- 18-64 Abortion spontaneous (n/a - Unknown - Congenital Anomaly), Haemorrhage (n/a - Unknown - Congenital Anomaly), NCOV-19) [COVID-19 VACCINE ASTRAZENECA
21583 . Healthcare Non EEA Female - -
3 EU-EC- ; 29 Professional Years Maternal exposure during pregnancy (n/a - Unknown - Congenital Anomaly) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
5 10008826629 4 n/a - n/aJ)
5
click or scan | Non
1584 2021-05- Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Exposure during pregnancy (n/a - Unknown |TOZINAMERAN [TOZINAMERAN] (S - COVID-19
EU-EC- 7,28 Professional Years - Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
10008817308 -
click or scan | . COVID-19 MRNA VACCINE MODERNA (CX-
1585 2021-05-|Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Heavy menstrual 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- o (27 Professional Years bleeding (n/a - Not Recovered/Not Resolved - ), Menstruation irregular (n/a - Not Recovered/Not Resolved - ) (CX-024414)] (S- COVID-19 immunisation -
10008808632 Unknown - [n/a - 1{DF} - Intramuscular])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008832332&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008831271&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008831081&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008829058&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008827898&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008827643&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008827595&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008826629&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008817308&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008808632&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp! Qualification or Group ex Route])
Date Regulatory
Purposes
click or scan | EVE COVID-19 MRNA VACCINE MODERNA (CX-
§ 1586 3 2021-05- Hea]thqare Non EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Exposure during pregnancy (1d - ?é;‘;_‘ (l)gﬂﬁ))}q(ls):lé)wn?;/ i?nmmisai\i/([)??lla\gt\m
& EU-EC- | 27 Professional Years Recovered/Resolved - ) applicable - [/a - 1{DF} - Intramuscular - More in
= 10008805612
iy ICR)
; click or scan | " COVID-19 MRNA VACCINE MODERNA (CX-
g 1587 Healthcare Non EEA 18-64 Female Abdominal pain (n/a - Recovered/Resolved - ), Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important |024414) [COVID-19 MRNA VACCINE MODERNA
- EU-EC- T Professional Years Condition), Haemorrhage (n/a - Recovered/Resolved - Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
3 10008804839 applicable - [n/a - 1{DF} - Intramuscular])
[2]
g— lick
click or scan |3
< _— Non . . . o . SPIKEVAX [COVID-19 MRNA VACCINE
% 10008800756 Professional ’ P & pregnancy immunisation - Not applicable - [n/a - n/a - n/a])
% click or scan | - Non
51589 2021-05- Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a- |COMIRNATY [TOZINAMERAN] (S- COVID-19
S EU-EC- -k 27 . Years Unknown - ) immunisation - Not applicable - [n/a - n/a - n/a])
S| 10008800747 Professional
5
>
m
@ click or scan | Non
5 2021-05- 18-64 Abortion spontaneous (3d - Recovered/Resolved - Other Medically Important Condition), Maternal exposure during COMIRNATY [TOZINAMERAN] (S- COVID-19
loa} 1590 EU-EC- 27 Healthare EEA Years Female pregnancy (n/a - Unknown - ) immunisation - Not applicable - [n/a - n/a - n/a])
o 10008800746 Professional y
o}
o
& dlick or sean | gz 202105 /Non 1864 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
£ (1591 EU-EC- o Healthcare EEA Vears Female [Abortion spontaneous (n/a - Unknown - Other Medically Important Condition) (CHADOX1 NCOV-19)] (S-n/a-n/a- [n/a-n/a-
% 10008799065 o Professional Intramuscular])
=)
e}
%_; click or scan | =i Non
>1592 2021-05- Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Inappropriate schedule of product [TOZINAMERAN [TOZINAMERAN] (S- COVID-19
g EU-EC- |y 27 . Years administration (n/a - Unknown - ) immunisation - Not applicable - [n/a - n/a - n/a])
g 10008797786] * - Professional
B
% click or scan | ; Non
£ i -05- - . - isation -
= (1593 BU-EC. i %221 05 Healthcare EEA ;ia?j Female [Abortion spontaneous (n/a - Recovered/Resolved With Sequelae - ) ﬁﬁﬁéﬁ:}}gﬁﬁw (8- Immunisation
g1 |10008794570 ' Professional
=
g click or scan | N
on
2021-05- 18-64 . . . ) . COMIRNATY [TOZINAMERAN] (S- COVID-19
g 1594 . (%é-%g- . 3|26 E;ocag;:iirga] EEA Years Female [Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition) prophylaxis - n/a - [1d - 1{DF} - Intramuscular])
1 79077 ;
click or scan 1 COVID-19 MRNA VACCINE MODERNA (CX-
1595 2021-05- |Healthcare Non EEA 18-64 Female Abortion spontaneous (1d - Recovered/Resolved - Other Medically Important Condition), Exposure during pregnancy (1d- |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 26 Professional Years Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation - Not
10008788857 applicable - [n/a - 1{DF} - Intramuscular])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008805612&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008804839&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008800756&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008800747&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008800746&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008799065&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008797786&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008794570&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008790778&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008788857&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp! Qualification or Group ex Route])
Date Regulatory
Purposes
click or scan C Non
b 1596 2021-05- Healthcare Non EEA 18-64 Female Abdominal pain lower (n/a - Unknown - Other Medically Important Condition), Aboertion spontaneous (n/a - Not TOZINAMERAN [TOZINAMERAN] (S- COVID-19
S EU-EC- & 26 Professional Years Recovered/Not Resolved - Congenital Anomaly), Haemorrhage (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
- 10008785387
—
ch
— .
@ click or scan | ; Non
© 1(2021-05- 18-64 . . . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
Q (1597 LR Healthcare Non EEA Female [Abortion spontaneous (n/a - Unknown - Other Medically Important Condition) . i . R
g 10(%[_;7]:22198 L3 26 Professional Years immunisation - Not applicable - [1d - n/a - n/a])
£
Q .
R click or scan |
= il 12021-05- |Healthcare Not . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
: . - - . S .
'g 1598 BU-EC- 6 Professional Non EEA Specified Female [Abortion spontaneous (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [1/a - n/a - n/a])
10008784170
3 . '
S click or scan | = COVID-19 MRNA VACCINE MODERNA (CX-
= 2021-05- |Healthcare 18-64 Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Pyrexia (n/a - 024414) [COVID-19 MRNA VACCINE MODERNA
(1599 Non EEA Female
S EU-EC- 26 Professional Years Recovered/Resolved - ), Vaccination site pain (n/a - Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation -
%’ 10008783527 i Unknown - [n/a - 1 {DF} - Intramuscular])
>
L_L! click or scan || COVID-19 MRNA VACCINE MODERNA (CX-
3 e Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Pregnancy (n/a - 024414) [COVID-19 MRNA VACCINE MODERNA
5 2021-05- | Healthcare 18-64
3 1600 . Non EEA Female [Recovered/Resolved - ), Retinal detachment (n/a - Recovered/Resolved - Other Medically Important Condition), Visual (CX-024414)] (S- COVID-19 immunisation - Not
o] EU-EC- 26 Professional Years
o 10008783459 impairment (n/a - Recovered/Resolved - ) applicable - [n/a - 1{DF} - Intramuscular - More in
g ICSR])
g click or scan | ; COVID-19 MRNA VACCINE MODERNA (CX-
[} Healthcare 18-64 . . - 024414) [COMD-19 MRNA VACCINE MODERNA
2 5 - -
£ |1601 EUEC |r Professional Non EEA Vears Female [Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition) (CX-024414)] (S- Product used for unknown
5 10008783234 indication - Unknown - [n/a - 1 {DF} - Intramuscular])
=)
e}
% click or scan | COVID-19 MRNA VACCINE MODERNA (CX-
> 2021-05- |Healthcare 18-64 . . . 024414) [COVID-19 MRNA VACCINE MODERNA
T 1602 EU-EC- 6 Professional Non EEA Vears Female [Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation -
g 10008780926 = i Unknown - [n/a - 1{DF} - Unknown])
s
a click or scan
2 e E: 1021.05. [Non 1864 SPIKEVAX [COVID-19 MRNA VACCINE
+ (1603 BU-EC- ] |55 Healthcare EEA Vears Female [Abortion spontaneous (n/a - Unknown - Other Medically Important Condition) MODERNA (CX-024414)] (S - Immunisation - n/a -
8| |10008775626 Professional [n/a - n/a - n/a])
£
) lick or scan | e Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition), Dysmenorrhoea (n/a ME ME
. = = £} -
B 1604 2021-05- Healthcare g ppy - |1864 g e Recovering/Resolving - Other Medically Important Condition), Haemorrhage (n/a - Recovering/Resolving - Other Medically TOZINAMERAN [TOZINAMERAN] (S - COVID-19
g EU-EC- 25 Professional Years Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
¢} 10008774510
click or scan Non
84 2021-05- 18-64 . . ” COMIRNATY [TOZINAMERAN] (S - COVID-19
1605 EU-EC- 55 Ef;]%};sciirsa] EEA Vears Female [Abortion spontaneous (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
10008774181 ¥
click or scan | ; COVID-19 MRNA VACCINE MODERNA (CX-
1606 2021-05-|Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Exposure during pregnancy (1d- |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- | 25 Professional Years Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation - Not
10008773522 i applicable - [n/a - 1{DF} - Unknown])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008785387&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008784198&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008784170&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008783527&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008783459&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008783234&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008780926&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008775626&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008774510&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008774181&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008773522&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
| [didkorsean I E | 021-05- Healtheare " TOZINAMERAN [TOZINAMERAN] (S- COVID-19
d : . ) . L ) . . C . _ vl
S 1607 EU-EC- 25 Professional Non EEA Vears Female [Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition) }JSTMTILSS?S;DNOt applicable - [n/a - n/a
:' 10008768740
ch
o click or scan | =
[J] LCHCK OF SCall
g 1608 2021-05- | Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Off label use (n/a - Unknown - [ TOZINAMERAN [TOZINAMERAN] (S- COVID-19
— EU-EC- 25 Professional Years Other Medically Important Condition), Product use issue (n/a - Unknown - Other Medically Important Condition immunisation - Not applicable - [n/a - n/a - n/a
Ly lmp y Imp pp
3 10008768118
£
§- click or scan | g
= Healthcare 18-64 . . . . . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
: - - . S .
B (1609 EU-EC- Professional Non EEA Vears Female [Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
g 10008767260
% click or scan | i Non
= 2021-05- 18-64 . . . . ) . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
21610 Healthcare Non EEA Female [Abortion spontaneous (n/a - Recovering/Resolving - Congenital Anomaly, Other Medically Important Condition) . el .
> 1 EU-EC- 25 Professional Years immunisation - Not applicable - [n/a - n/a - n/a])
5 0008767142
>
]
4] click or scan |;
% 1611 2021-05- E(e):] thearc Non EEA 18-64 Female Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Exposure during TOZINAMERAN [TOZINAMERAN] (S - COVID-19
loa} EU-EC- 24 : Years pregnancy (n/a - Unknown - ), Off label use (n/a - Unknown - ) immunisation - Not applicable - [n/a - n/a - n/a])
i . Professional
& 10008762267
o
5 click or scan | COVID-19 MRNA VACCINE MODERNA (CX-
o 1612 el (2021-05- |Healthcare Non EEA 18-64 Female Abortion spontaneous (4d - Recovered/Resolved - Other Medically Important Condition), Back pain (4d - 024414) [COVID-19 MRNA VACCINE MODERNA
£ EU-EC- |t 24 Professional Years Recovered/Resolved - ), Heavy menstrual bleeding (4d - Recovered/Resolved - ), Muscle spasms (4d - Recovered/Resolved-)  |(CX-024414)] (S- COVID-19 immunisation -
5 10008761120) § i Unknown - [n/a - 1{DF} - Intramuscular])
=)
e}
%_; click or scan | ==* s Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition), Inappropriate schedule of
>l1613 2021-05- | Healthcare Non EEA 18-64 Female product administration (n/a - Unknown - ), Maternal exposure during pregnancy (n/a - Unknown - Other Medically Important |TOZINAMERAN [TOZINAMERAN] (S- COVID-19
g EU-EC- x (24 Professional Years Condition), Off label use (n/a - Unknown - ), Vaginal haemorrhage (n/a - Recovering/Resolving - Other Medically Important  |immunisation - Not applicable - [1d - n/a - n/a])
g 10008757944 Condition)
8
> click or scan | i X7 CCINE ASTRAZENE!
£ }12021-05- Non Not Abortion spontaneous (n/a - Unknown - Congenital Anomaly, Other Medically Important Condition), Exposure during VAXZEVRIA [COVID-19 VA AST CA
< (1614 RO 48 Healthcare ~ |[EEA .. _|Female . A . " o (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
= EU-EC x |24 . Specified pregnancy (n/a - Unknown - Congenital Anomaly, Other Medically Important Condition)
] Professional n/a - Intramuscular])
j=3 10008756248
=
32 click or scan | Lo ) . .
el Non Abdominal discomfort (n/a - Unknown - Other Medically Important Condition), Abortion spontaneous (n/a - Unknown - ME ME
% 1615 EU-EC- 3(3)21_05_ Healthcare Non EEA Liﬁj Female [Other Medically Important Condition), Inappropriate schedule of product administration (n/a - Unknown - ), Off label use (n/a msationRﬁogzozlgble i Fl?l]t”ng: %\fDl9
s Professional - Unknown - ) PP
(@) 10008754984
dlick or sean 5021-05- Non 18-64 Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition), Abortion spontaneous (n/a - ?C\OA\IZ-I?) E&V[D—lﬁ(ﬁ[NE A(S:TAR(AZENECXAl
1616 EU-EC- 5 Healthcare Non EEA Vears Female |Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a - Unknown - Other Medically (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10008748062 . Professional Important Condition) Wa - n/a])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008768740&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008768118&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008767260&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008767142&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008762267&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008761120&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008757944&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008756248&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008754984&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008748062&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# U Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
o
S
c: lick or scan 4 Non Abortion spontaneous (n/a - Recovered/Resolved With Sequelae - Other Medically Important Condition), Abortion COVID-19 VA AST CA( X1
— 2021-05- 18-64 . . . - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
5 1617 Healthcare Non EEA Female |spontaneous (n/a- Unknown - Other Medically Important Condition), Contusion (n/a - Unknown - Other Medically
« EU-EC- 22 : Years o . . - (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
— Professional Important Condition), Maternal exposure during pregnancy (n/a - Unknown - Other Medically Important Condition)
g 10008747521 1/a - n/a))
(a]
3
£
S i L
g lick or scan Non Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Abortion spontaneous (n/a- CQOVID-19 VACCINE ASTRAZENECA (CHADOXI
=l1618 " [Healthcare Non EEA Mot Female |Recovering/Resolving - Other Medically Important Condition), Abortion spontaneous (1n/a - Unknown - Other Medically NCOV-19) [COVID-19 VACCINE ASTRAZENECA
8 EU-EC- Professional Specified Important Condition) ? (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
g 10008746291 ofessio mpo ° n/a - n/a))
3 click or scan | g3 Non
& F: 2021-05- 18-64 Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Exposure during pregnancy (n/a - Unknown |COMIRNATY [TOZINAMERAN] (S- n/a-n/a - [1d-
,|1619 Healthcare EEA Female " o
2 EU-EC- | 21 Professional Years - Other Medically Important Condition) n/a - Intramuscular])
3 10008732908
5
>
LaL; click or scan | s
gl 620 3 Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Accidental exposure to product (n/a - TOZINAMERAN [TOZINAMERAN] (S- COVID-19
§ EU-EC- Professional Years Unknown - ) immunisation - Not applicable - [1d - n/a - n/a])
© 10008723677
o}
D H
g click or scan |;
5 1621 Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition), Off label use (n/a - Unknown - |TOZINAMERAN [TOZINAMERAN] (S - COVID-19
= EU-EC- Professional Years Other Medically Important Condition), Product use issue (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
g 10008721245
g
%-; click or scan | = Non
siell 1 2021-05- 18-64 . e . . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
% 1622 EU-EC- 150 Healthc'are Non EEA Vears Female [Abortion spontaneous (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
c T Professional
g 10008715513 =i
g lick :
3 cuckorscal | H021.05.Non 1864 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
E (1623 Healthcare EEA Female [Abortion spontaneous (1d- Recovered/Resolved - Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
= EU-BC- 19 Professional Years - Not applicable - [n/a - 1{DF} - Intramuscular])
G|  |10008705701 PP
£
Y click or scan | 3 ME
% 1624 42021-05- | Healthcare EEA 18-64 Female Abortion spontaneous (1d - Recovered/Resolved - Other Medically Important Condition), Exposure during pregnancy (4d - mﬁﬁgﬁ g(gzellNlicable i [1] d(_S gg\fll}lg
EU-EC- |18 Professional Years Recovered/Resolved - Other Medically Important Condition) PP ’
5 1 ¥ Intramuscular])
5 0008694721
click or scan |
Healthcare Not : i » COMIRNATY [TOZINAMERAN] (S - COVID-19
; . - - . S .
1625 EUEC. | B Professional Non EEA Specified Female [Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
10008693613
click or scan | ; i Non
1626 k12021-05- Healthcare Non EEA 18-64 Female Abortion spontaneous (26d - Recovered/Resolved - Other Medically Important Condition), Maternal exposure during TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- - 18 : Years pregnancy (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
10008691934 Professional

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008747521&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008746291&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008732908&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008723677&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008721245&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008715513&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008705701&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008694721&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008693613&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008691934&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# gjlmc;l ICSR Form g:z:iv::y Source Sozuntry Age g:;lent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Date Qualification Regulatory Group Route])
Purposes
click or scan ;
b 2021-05- Non 18-64 Abortion spontaneous (1d- Recovered/Resolved - Other Medically Important Condition), Exposure during pregnancy (n/a - SPIKEVAX [COVID-19 MRNA VACCINE
N 11627 Healthcare EEA Female PRVER . MODERNA (CX-024414)] (S- COVID-19
IS EU-EC- 18 . Years Unknown - ), Injection site swelling (3d - Recovered/Resolved - ) . . .
Ry 10008685755 Professional immunisation - Not applicable - [n/a - n/a - n/a])
—
ch
o click or scan |:
[J] LCHCK OF SCall
g 1628 2021-05- | Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Chills (2d - Unknown - ), Exposure during (VCAH)fg(\)/)lelAI\l[ch\\/il 3)59(8\/_ Anfl_l\g: nl?nsor “I;A_Z[]IEI/I\;E_CA
- EU-EC- 18 Professional Years pregnancy (n/a - Unknown - Other Medically Important Condition), Headache (2d - Unknown - ), Pyrexia (n/a - Unknown - ) n/a - Intramuscular])
3 10008683106
£
g
= click or scan |3
g Non 18-64 TOZINAMERAN [TOZINAMERAN] (S- COVID-19
g 1629 gU-EC- | % Eeai‘thc-area] Non EEA  |years |Female |Abortion spontaneous (n/a - Recovering/Resolving - Disabling, Congenital Anomaly) immunisation - Not applicable - [n/a - n/a - n/a])
10008680198 rofession:
3
s
5 .
@ cliceorsean | 4 2021-05- Non 18-64 TOZINAMERAN [TOZINAMERAN] (S- COVID-19
B 11630 B 0, Healthcare Non EEA Female [Abortion spontaneous (1d- Recovered/Resolved - Other Medically Important Condition) . S .
o U-EC- - k|17 . Years immunisation - Not applicable - [1d - n/a - n/a])
s| 10008678866 Professional
8
5
3 click or scan | = Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
% 1631 2021-05- Healthcare Non EEA 18-64 Female Abortion spontaneous (2d - Recovered/Resolved - ), Abortion spontaneous (n/a - Unknown - ), Maternal exposure during |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
o EU-EC- | 25 15 Professional Years pregnancy (n/a - Unknown - ) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
S 10008661185/ =3 n/a - n/aJ)
5
£ i d
‘% 1632 — | 2021-05- E(e):lthcare NonEEA 1864 |kemale |Abortion spontaneous (n/a - Unknown - Disabling, Congenital Anomaly, Other Medically Important Condition) TOZINAMERAN [TOZINAMERAN] (S- COVID-19
- - , . L .
g EU-EC- 14 Professional Years = &0 Y Y mp immunisation - Not applicable - [n/a - n/a - n/a])
10008649022
8
< click or scan |,
g 5 Healthcare 18-64 COMIRNATY [TOZINAMERAN] (S- COVID-19
g 1633 EU-EC- : Professional EEA Vears Female [Abortion spontaneous (1d- Recovered/Resolved - Other Medically Important Condition) immunisation - Not applicable - [21d - .3mL -
Q| 10008640559 Intramuscufar])
g
= click or scan |; %
.(é’-  (2021-05- Non 18-64 Abortion spontaneous (n/a - Recovering/Resolving - Life Threatening, Other Medically Important Condition), Exposure TOZINAMERAN [TOZINAI\/[ERAN] (S- COVID-19
E|1634 : Healthcare Non EEA Female - . . ; . . immunisation - Not applicable - [n/a - n/a -
< EU-EC- & e |13 Professional Years during pregnancy (n/a - Unknown - Life Threatening), Vaginal haemorrhage (n/a - Unknown - Life Threatening) Int Jlar])
2| [10008640551 oressiona ramuseuar
ko
g click or scan | = Y
o & 2021-05- | Healthcare 18-64 . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - . S .
1635 pupe | % 13 Professional EEA Vears Female |Abortion spontaneous (n/a - Unknown - Other Medically Important Condition) immmisation - Not applicable - [n/a - n/a - n/a])
10008632524 ;
click or scan Abortion spontaneous (7d - Recovered/Resolved - Other Medically Important Condition), Arthralgia (2d -
. Non 18-64 Recovered/Resolved - ), Chills (n/a - Recovered/Resolved - ), Fatigue (3d - Recovered/Resolved - ), Headache (1d - SPIKEVAX [COVID-19 MRNA VACCINE
1636 EU-EC- Hea]thgare EEA Vears Female |Recovered/Resolved - ), Injection site pain (3d - Recovered/Resolved - ), Injection site pruritus (3d - RecoveredResolved-), ~ [MODERNA (CX-024414)] (S- COVID-19
10008630465 Professional Maternal exposure during pregnancy (n/a - Unknown - ), Myalgia (2d - Recovered/Resolved - ), Pyrexia (2d - immunisation - Not applicable - [n/a - 1{DF} - n/a])

Recovered/Resolved - )

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008685755&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008683106&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008680198&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008678866&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008661185&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008649022&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008640559&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008640551&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008632524&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008630465&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp! Qualification or Group ex Route])
Date Regulatory
Purposes
click or scan | ; :
b 1637 ® (2021-05- |Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Maternal exposure during COMIRNATY [TOZINAMERAN] (S - COVID-19
S EU-EC- |z 12 Professional Years pregnancy (n/a - Recovered/Resolved - Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
:' 10008627322 ;
ch
o click or scan |,
g E— Non
© - 18-64 . . . . .. TOZINAMERAN [TOZINAMERAN] (S- COVID-19
01638 BUEC. | % Erejg;;:iir;al Non EEA Vears Female [Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
3 10008627256
4;(/__‘)
Q .
R click or scan | = Non
= i - Not . ) . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
. - - . S .
B (1639 BU-EC- Hea]thc_are Non EEA Specified Female [Abortion spontaneous (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
Professional
10008626853
B |stkorson | % COMIRNATY [TOZINAMERAN] (S- COVID-19
S|1640 ek (2021-05-|Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved With Sequelae - Other Medically Important Condition), Spine immunisation - Not applicable - [29d - 2{DF} -
S EU-EC- - o (12 Professional Years malformation (n/a - Not Recovered/Not Resolved - Congenital Anomaly) PP
m 1 ; Intramuscular])
5 0008625872
>
Lu .
?<-_>) dlick or scan | 5021-05- Non 18-64 Abortion spontaneous (7d - Recovered/Resolved - Other Medically Important Condition), Exposure during pregnancy (n/a- |TOZINAMERAN [TOZINAMERAN] (S - COVID-19
§ 1641 EU-EC- ; 12 Healthcare Non EEA Vears Female [Recovered/Resolved - Other Medically Important Condition), Vaginal haemorrhage (337h - Recovered/Resolved - Other immunisation - Not applicable - [n/a - n/a -
% 10008623733 Professional Medically Important Condition) Intramuscular])
o
o click or scan | = Non
[} : 2021-05- Not . . . COMIRNATY [TOZINAMERAN] (S - COVID-19
2 . - - . S .
£ |1642 EU-EC- 1 Eealthgare EEA Specified Female [Abortion spontaneous (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/al)
rofessional
& 10008621346
=)
e} -
%i lick or scan | =2# [Non 1864 TOZINAMERAN [TOZINAMERAN] (S- COVID-19
T 1643 EU-EC- : Healthcare Non EEA Vears Female [Abortion spontaneous (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition) immunisation - Not applicable - [1d - n/a -
g 10008621068 Professional Intramuscular])
s
% click or scan |
£ 1644 Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a- |[TOZINAMERAN] (S- n/a - Not applicable - [n/a -
= EU-EC- | ; Professional Years Unknown - Other Medically Important Condition) n/a - n/a))
<} 10008613859
=
ey click or scan |: Non
B 2021-05- 18-64 . . . ] . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
; - - . o .
e 1645 FUEC | X 1 Ere(z)ilf;};:i:(a)rga] Non EEA Vears Female [Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
(¢} 10008612508
click or scan | ;=4 i Non
et | 2021-05- 18-64 . . . . .. TOZINAMERAN [TOZINAMERAN] (S - COVID-19
1646 EU-EC- : h2 P Hea]thqare Non EEA Vears Female [Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition) immunisation - Not applicable - [ 1d- n/a - n/a])
J ; Professional
10008611367,
click or scan | == Non
- 18-64 . o COMIRNATY [TOZINAMERAN] (S- COVID-19
- - . S .
1647 BU-EC- l})Iea%thc'areal EEA Vears Female [Abortion spontaneous (n/a - Unknown - Caused/Prolonged Hospitalisation) immunisation - Not applicable - [n/a - 1 {DF} - n/a])
10008606400 rolession

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008627322&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008627256&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008626853&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008625872&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008623733&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008621346&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008621068&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008613859&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008612508&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008611367&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008606400&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp! Qualification or Group ex Route])
Date Regulatory
Purposes
click or scan |; Non
§ 1648 | Healtheare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovering/Resolving - Caused/Prolonged Hospitalisation, Other Medically Important TOZTNAMERAN [TOZINAMERAN] (S- COVID-19
IS EU-EC- |z Professional Years Condition) immunisation - Not applicable - [n/a - n/a - n/a])
:' 10008605634
A
B lick or scan - Healtheare 1864 Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), COVID-19 (n/a - RecoveredResolved-  |TOZINAMERAN [TOZINAMERAN] (S - COVID-19
0O (1649 EU-EC- Professional Non EEA Vears Female [Other Medically Important Condition), Drug ineffective (n/a - Recovered/Resolved - Other Medically Important Condition),  |immunisation - Not applicable - [n/a - n/a -
g 10008600434 Exposure during pregnancy (n/a - Unknown - Other Medically Important Condition) Intramuscular])
£
8 Jick O
§ Click or scan | == Healthcare 18-64 Abortion missed (n/a - Recovering/Resolving - Caused/Prolonged Hospitalisation, Other Medically Important Condition), TOZINAMERAN [TOZINAMERAN] (S- COVID-19
B (1650 . Non EEA Female [Abortion spontaneous (n/a - Recovering/Resolving - Caused/Prolonged Hospitalisation, Other Medically Important immunisation - Not applicable - [1d - n/a - n/a - More
: EU-EC- % Professional Years Condition) in ICSR])
g 10008600409 o
% click or scan | = T Non
= 2021-05- 18-64 Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a- |COMIRNATY [TOZINAMERAN] (S- COVID-19
D1651 Healthcare EEA Female . ol .
S EU-EC- s 10 Professional Years Unknown - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
g 10008599613
>
m o
5 & 2021-05- | Healthcare 18-64 . . . - - TOZINAMERAN [TOZINAMERAN] (S - COVID-19
5 - R
3 1652 EUEC |3 AP Professional Non EEA Vears Female [Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
% 10008593518
o
o click or scan |
[} 2 2021-05- | Healthcare 18-64 . . COMIRNATY [TOZINAMERAN] (S- n/a-n/a-[1d-
2 5 - -
£ 1653 EU-EC- L 10 Professional EEA Vears Female [Abortion spontaneous (n/a - Not Recovered/Not Resolved - Congenital Anomaly) a - Intramuscular])
& 10008591479
=)
e}
%_; click or scan 1 Non
>1654 2021-05- Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Exposure during pregnancy (n/a - [TOZINAMERAN [TOZINAMERAN] (S- COVID-19
] EU-EC- : 10 Professional Years Unknown - Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
E 10008590908 :
B
% click or scan | : o COVID-19 VACCINE ASTRAZENECA (CHADOX1
IS 1655 ek 2021-05- | Healthcare Non EEA 18-64 Female Abortion spontaneous (1d - Recovered/Resolved - Congenital Anomaly), Accidental exposure to product (n/a - Unknown - |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
s EU-EC- = R (08 Professional Years Congenital Anomaly), Maternal exposure during pregnancy (n/a - Unknown - Congenital Anomaly) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [1n/a)
<} 10008585827 ; - n/a - n/a])
E o
& click or scan | =z Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
B - 18-64 . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
- - . S
e 1656 EU-EC- Ere(z)ilf;};:i:(a)rga] EEA Vears Female [Abortion spontaneous (n/a - Unknown - Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
O 10008577477 - Not applicable - [n/a - 1 {DF} - n/a])
click or scan | =¥, Non
1657 2021-05- Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation, Congenital Anomaly), Bell's |TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- v 07 . Years palsy (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation, Congenital Anomaly) immunisation - Not applicable - [n/a - n/a - n/a])
Professional
10008569113
— 2021-05- Healthcare 18-64 TOZINAMERAN [TOZINAMERAN] (S - COVID-19
1658 g, . Non EEA Female [Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition) immunisation - Not applicable - [1d - n/a -
EU-EC- i x |06 Professional Years
10008562240 ¢ Intramuscular])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008605634&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008600434&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008600409&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008599613&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008593518&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008591479&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008590908&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008585827&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008577477&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008569113&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008562240&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gateyvay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
lick or scan | ' . . VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
b 2021-05-|Healthcare 18-64 Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Exposure during pregnancy (n/a - Unknown . .
11659 EU-EC 06 P : EEA Female - o, (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
IS -EC- o rofessional Years - Other Medically Important Condition) N .
) - Not applicable - [0d - .5mL - Intramuscular])
< 10008559675
ch
i .
@ click or scan | ;
® 2021-05- |Healthcare 18-64 . . . COMIRNATY [TOZINAMERAN] (S - Imnumnisation -
011660 EU-EC- 06 Professional EEA Vears Female [Abortion spontaneous (1d- Recovered/Resolved - Other Medically Important Condition) v/a - [1va - 1 - Tntramuscular])
3 10008559411
£
R click or scan | - .z Abortion spontaneous (n/a - Not Recovered/Not Resolved - Life Threatening), Anticoagulant therapy (n/a - Not COVID-19 VACCINE JANSSEN (AD26.COV2.5)
-‘é 1661 1 2021-05- Healthcare Non EEA 18-64 Female Recovered/Not Resolved - Life Threatening), Exposure during pregnancy (n/a - Not Recovered/Not Resolved - Life [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
: EU-EC- = o 04 Professional Years Threatening), Pelvic venous thrombosis (n/a - Not Recovered/Not Resolved - Life Threatening), Ultrasound antenatal screen | Immunisation - Not applicable - [n/a - n/a -
g 10008529603 ; ; abnormal (n/a - Not Recovered/Not Resolved - Life Threatening) Unknown])
g click or scan -
E —— F 12021-05- | Healthcare 18-64 Abortion spontaneous (n/a - Recovered/Resolved With Sequelae - Other Medically Important Condition), Fatigue (n/a - TOZINAMERAN [TOZINAMERAN] (S- COVID-19
B|1662 B : Non EEA Female |Unknown - ), Inappropriate schedule of product administration (n/a - Unknown - ), Off label use (n/a - Unknown - ), Pyrexia ~|immunisation - Not applicable - [n/a - n/a -
S U-EC- | &3 04 Professional Years
< 1 E (n/a - Unknown - ) Intramuscular])
5 0008523643
o
@ click or scan : COVID-19 MRNA VACCINE MODERNA (CX-
5 2021-05- | Healthcare 18-64 . ’ . 024414) [COVID-19 MRNA VACCINE MODERNA
5 R -
3 1663 EU-EC- 03 Professional Non EEA Vears Female [Abortion spontaneous (1d- Recovered/Resolved - Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation -
% 10008520034 Unknown - [n/a - 1 {DF} - Intramuscular])
o
g lick or scan | ; ? 12021-05. Healtheare 1864 Abortion spontaneous (n/a - Not Recovered/Not Resolved - Life Threatening, Other Medically Important Condition), Off |TOZINAMERAN [TOZINAMERAN] (S - COVID-19
‘£ |1664 BU-EC- . 03 Professional Non EEA Vears Female |label use (n/a - Unknown - Other Medically Important Condition), Product use issue (n/a - Unknown - Other Medically immunisation - Not applicable - [n/a - n/a -
g E ; Important Condition) Intramuscular])
8 10008518439
=)
e}
%_; click or scan | :
>1665 Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Cervical |TOZINAMERAN [TOZINAMERAN] (S- COVID-19
g EU-EC- Professional Years incompetence (n/a - Unknown - Caused/Prolonged Hospitalisation) immunisation - Not applicable - [1n/a - n/a - n/a])
E 10008515464
§ dlick or scan || COVID-19 MRNA VACCINE MODERNA (CX-
£ Healthcare 18-64 Abortion spontaneous (1d - Recovered/Resolved - Congenital Anomaly, Other Medically Important Condition), 024414) [COVID-19 AVA: C ) MODERNA
+ |1666 . Non EEA Female - - . (CX-024414)] (S- COVID-19 immunisation - Not
S EU-EC- : Professional Years Anembryonic gestation (n/a - Recovered/Resolved - Congenital Anomaly) . .
] [ applicable - [n/a - 1{DF} - Intramuscular - More in
S 10008491697 | =24
£ ICSR])
z click or scan | Non
B 2021-04- 18-64 . . . ) . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
- - . o .
e 1667 EU-EC- 29 Ere(z)ilf;};:i:(a)rga] Non EEA Vears Female [Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - /al)
¢} 10008482913
dlick or sean ; = 502104 Healtheare 1864 COMIRNATY [TOZINAMERAN] (S- COVID-19
1668 : EEA Female [Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition) immunisation - Not applicable - [26d - 2{DF} -
EU-EC- x 29 Professional Years Intr: Jar])
10008481659 amusciar
dlick or scan |4 2021-04- Non Not Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Exposure during pregnancy (n/a - Unknown %O\&Dﬁ_llg 9\@?@“@]%%%6%%%] (s-
1669 Healthcare Non EEA .. |Female |- Other Medically Important Condition), Pain (n/a - Unknown - Other Medically Important Condition), Pyrexia (n/a - . . i :
EU-EC- : 29 : Specified - " Immunisation - Not applicable - [n/a - n/a -
Professional Unknown - Other Medically Important Condition)
10008479208 Unknown])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008559675&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008559411&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008529603&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008523643&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008520034&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008518439&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008515464&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008491697&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008482913&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008481659&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008479208&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp! Qualification or Group ex Route])
Date Regulatory
Purposes
o click or sean i 5021-04- Non 18-64 Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Asthenia (n/a - Unknown - ), Headache (n/a TOZINAMERAN [TOZINAMERAN] (S- COVID-19
&|1670 Healthcare Non EEA Female |- Unknown - ), Pruritus (n/a - Unknown - ), Swelling (n/a - Unknown - ), Vaginal haemorrhage (n/a - Unknown - Other . L .
IS EU-EC- ; 29 : Years . e immunisation - Not applicable - [1d - n/a - n/a])
) AT, Professional Medically Important Condition)
< 10008478451
ch
i .
@ click or scan | ; Non
g 1671 | Healthcare Non EEA Not Female Abortion spontaneous (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation, Congenital Anomaly, Other |TOZINAMERAN [TOZINAMERAN] (S- COVID-19
- EU-EC- Professional Specified Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
3 10008475832
[2]
£
8 Abortion spontaneous (46d - Recovered/Resolved - Other Medically Important Condition), Arthralgia (46d - Or?)l\glex’?sTY}gaZIﬁc a“b‘lme I_“[ Ny dﬂ_ (i‘nf_’wm(’
-‘é click or scan | Recovered/Resolved - Other Medically Important Condition), Bone pain (46d - Recovered/Resolved - Other Medically ?ntrI;n};usc dar]), [5 PP ’
: Healthcare 18-64 Important Condition), Dyspnoea (46d - Recovered/Resolved - Other Medically Important Condition), Fatigue (46d - HYI F, I_I‘ D
1672 EU-EC- T Professional EEA Years Female Recovered/Resolved - Other Medically Important Condition), Headache (46d - Recovered/Resolved - Other Medically MET TET ROFOLATE DI CALCIUM
o . . - " PENTAHYDRATE, CALCIUM FOLINATE
10008475092 Important Condition), Oxygen saturation decreased (46d - Recovered/Resolved - Other Medically Important Condition), PENTAHYDRATE, LEVOMEFOLATE CALCIUM]
8 Pyrexia (46d - Recovered/Resolved - Other Medically Important Condition) i
IS (S- n/a - Unknown - [n/a - n/a - n/a])
5 lick
S click or scan | N
o on
S 2021-04- 18-64 . . . . . . . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
- - . o .
E 1673 EUEC | i 8 Ere(z)ilfgssciz(a)rgal Non EEA Vears Female [Abortion spontaneous (n/a - Recovering/Resolving - Life Threatening, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - /al)
@ 10008470713
(8]
5
o] click or scan | 3 Non
] _04- - -
© (1674 2021-04 Healthcare Non EEA 18-64 Female [Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition) TOZINAMERAN [TOZWAMERAM (S- COVID-19
a EU-EC- ; 28 Professional Years immunisation - Not applicable - [1d - n/a - n/a])
g 10008460424 ]
kS
% click or scan |z
2021-04-|Healthcare 18-64 . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
< A - - . S
= 1675 EUEC | & 28 Professional EEA Vears Female [Abortion spontaneous (1n/a - Recovered/Resolved - Other Medically Important Condition) immunisation - n/a - [n/a - n/a - n/a])
%'; 10008459154
>
g lick or scan (= 3 Non VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
oa g . ) ) . ition), Pai ) ) ' INE
g 1676 : 2021-04 Healthcare EEA 18-64 Female Abortion spontaneous (n/a R@c_overed/Resolved Other Medically Important Condition), Pain (n/a - Recovered/Resolved (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
= EU-EC- | & 28 P : Years Other Medically Important Condition)
a rofessional -n/a-[n/a-n/a-n/a))
g 10008459147
g
%_ dlick or scan ( 5021-04- Non 18-64 Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition), Inappropriate schedule of TOZINAMERAN [TOZINAMERAN] (S- COVID-19
£11677 EU-EC- ] 57 Healthcare Non EEA Vears Female |product administration (n/a - Unknown - ), Intermenstrual bleeding (n/a - Unknown - Other Medically Important Condition), immunisation - Not applicable - [1d - n/a - n/a])
o 10008458358] & Professional Maternal exposure during pregnancy (n/a - Unknown - Other Medically Important Condition), Off label use (n/a - Unknown - ) PP
3
ko
g click or scan | ; Non
O 1678 2021-04- Healthcare Non EEA 18-64 Female Abortion spontaneous (5d - Recovered/Resolved - Other Medically Important Condition), Maternal exposure during TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- : 27 Professional Years pregnancy (n/a - Unknown - ) immunisation - Not applicable - [1d - n/a - n/a])
10008457576
click or scan |
Healthcare 18-64 . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
1679 EUEC. | Professional EEA Vears Female [Abortion spontaneous (0d- Recovered/Resolved - Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
10008453557

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008478451&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008475832&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008475092&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008470713&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008460424&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008459154&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008459147&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008458358&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008457576&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008453557&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
click or scan |; COVID-19 MRNA VACCINE MODERNA (CX-
b 1680 2021-04- |Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Ultrasound foetal abnormal (n/a - |024414) [COVID-19 MRNA VACCINE MODERNA
S EU-EC- | & 27 Professional Years Recovered/Resolved - Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation -
:' 10008450615 Unknown - [n/a - 1{DF} - Intramuscular])
ch
— .
@ click or scan |; Non
ks -04- - -
0O (1681 2021-04 Healthcare Non EEA 18-64 Female [Abortion spontaneous (n/a - Not Recovered/Not Resolved - Congenital Anomaly) TOZINAMERAN [TOZWAMERAM (S- COVID-19
- EU-EC- 27 Professional Years immunisation - Not applicable - [1d - n/a - n/a])
3 10008448453
4;(/__‘)
S
g
g click or scan Non
% 1682 B} (2021-04- Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Fatigue (n/a - Not Recovered/Not Resolved - TOZINAMERAN [TOZINAMERAN] (S - COVID-19
8 EU-EC- 26 P . Years ), Pain (n/a - Not Recovered/Not Resolved - ), Pain in extremity (n/a - Not Recovered/Not Resolved - ) immunisation - Not applicable - [n/a - n/a - n/a])
rofessional
= 10008445095
)
3
5
>
w click or scan 1 Non
8 1683 2021-04- Healthcare Non EEA Not Female Abortion spontaneous (1d - Recovered/Resolved - Life Threatening, Caused/Prolonged Hospitalisation), Vaginal haemorrhage| TOZINAMERAN [TOZINAMERAN] (S - COVID-19
] EU-EC- 5 26 Professional Specified (n/a - Recovered/Resolved With Sequelae - Life Threatening, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [1d - n/a - n/a)])
Bl |10008440588 rofessional
g
—= click or scan | ;
& 1684 2021-04- |Healthcare EEA 18-64 Female Abortion spontaneous (1d - Recovered/Resolved - Other Medically Important Condition), Intermenstrual bleeding (1d - COMIRNATY [TOZINAMERAN] (S - COVID-19
g EU-EC- 13 26 Professional Years Recovered/Resolved - Other Medically Important Condition) immunisation - n/a - [1d - 1 {DF} - Intramuscular])
£ 10008440040
5
<) click or scan | Non Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Exposure during pregnancy (n/a - Unknown [COVID-19 VACCINE JANSSEN (AD26.COV2.9)
%_; 1685 2021-04- Healthcare Non EEA 18-64 Female |- Other Medically Important Condition), Muscle spasms (n/a - Unknown - Other Medically Important Condition), Thrombosis [[COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
%‘ EU-EC- 26 Professional Years (n/a - Unknown - Other Medically Important Condition), Vaginal haemorrhage (n/a - Unknown - Other Medically Important  |Immunisation - Not applicable - [n/a - 1{DF} -
g 10008439831 Condition) Unknown])
g click or scan | ;
T 2021-04- | Healthcare 18-64 . . . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
: - - . S .
E 1686 BU-EC- 6 Professional Non EEA Vears Female [Abortion spontaneous (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [1d- 3mL - n/a])
3 10008437904
=3
=
2
B click or scan Non
g 1687 2021-04- |Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Maternal exposure during COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
O EU-EG- 26 Professional Years pregnancy (n/a - Recovered/Resolved - Other Medically Important Condition) - n/a-n/al)
10008437235
click or scan | COVID-19 VACCINE ASTRAZENECA (CHADOX1
Healthcare Not . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
1688 pipc | Professional |0 FEA | qccifieq Female | Abortion spontaneous (w/a - Unknown - Congenital Anomialy) (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10008427230 : /a - n/a])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008450615&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008448453&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008445095&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008440588&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008440040&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008439831&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008437904&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008437235&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008427230&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber D:::lp Qualification l;)ergulatory Group ex Route])
Purposes
click or scan | Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
b 1689 Ll 2021-04- Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a- Recovered/Resp]ved With Sequelae - Disabling), Matqmal exposure during breast feeding (n/a- |[NCOV-19) [COVID-19 VACCINE ASTRAZENECA
S EU-EG- | LE 24 Professional Years Unknown - Disabling), Maternal exposure during pregnancy (n/a - Unknown - Disabling) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
:' 10008426300 : n/a - n/aJ)
ch
; click or scan | =g Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
g 1690 | Healthcare Non EEA 18-64 Female Abortion spontaneous (31d- Recovered/Resolved - Congenital Anomaly), Maternal exposure during pregnancy (n/a - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
— EU-EC- Professional Years Unknown - Congenital Anomaly) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
§ 10008424749 n/a - n/a])
£
9& click or scan | zm Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
= 2021-04- 18-64 . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: R R
81691 BU-EC- ] 04 Ereai‘thciargal Non EEA Vears Female [Abortion spontaneous (4d- Unknown - Other Medically Important Condition) (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
g 10008423525 ; olessio n/a - n/a)
% click or scan | Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
Sl1692 2021-04- Healthcare Non EEA 18-64 Female Abortion spontaneous (3d - Recovered/Resolved - ), Maternal exposure during pregnancy (n/a - Unknown - ), Vaginal NCOV-19) [COVID-19 VACCINE ASTRAZENECA
S EU-EC- 33 24 Professional Years discharge (n/a - Recovered/Resolved - ) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
g 10008421110 n/a - n/a])
>
m
@ click or scan | zg Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
5 2 (2021-04- 18-64 Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a- |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
1693 Healthcare ~ [Non EEA Female y 4
3 EU-EC- 24 Professional Years Unknown - Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
% 10008421097 n/a - n/aJ)
o
o lick or scan | ;25f ! Non Abortion spontaneous (n/a - Recovered/Resolved With Sequelae - Caused/Prolonged Hospitalisation, Disabling, Congenital CQOVID-19 VACCINE ASTRAZENECA (CHADOXI
[ 2021-04- 18-64 - . : NCOV-19) [COVID-19 VACCINE ASTRAZENECA
‘£ 1694 EU-EC- ¥ (54 Healthcare Non EEA Vears Female [Anomaly, Other Medically Important Condition), Maternal exposure during pregnancy (n/a - Unknown - Caused/Prolonged (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
% 10008420020 L Professional Hospitalisation, Disabling, Congenital Anomaly, Other Medically Important Condition) na - n/al)
=)
e}
%_; click or scan | Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
> S (2021-04- 18-64 . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
T 1695 EU-EC- 3 24 ?:jgslsiirgal Non EEA Vears Female [Abortion spontaneous (n/a - Unknown - Other Medically Important Condition) (CHADOXI1 NCOV-19)] (S- n/a - Unknown - [/a -
g 10008419977 n/a - n/aJ)
B
% click or scan | ; Non
IS i (2021-04- 18-64 . . . e TOZINAMERAN [TOZINAMERAN] (S- COVID-19
s - - . S .
g 1696 EU-EC- 133 53 Erejgslscjifa] Non EEA Vears Female [Abortion spontaneous (n/a - Recovering/Resolving - Caused/Prolonged Hospitalisation) immunisation - Not applicable - [ 1d- n/a - n/a])
j=3 10008409462 ]
=
S . - Abortion spontaneous (n/a - overin, solving - er ortant Condition), val pain (n/a - oW -
D n/a - Recoveri lving - Other Medically Imp: Condition), Gingival pain (n/a - Unkng
= dlick or scan | = Non Other Medically Important Condition), Hypoaesthesia oral (n/a - Unknown - Other Medically Important Condition), Maternal ME ME
% 1697 EU-EC- " |Healthcare Non EEA Liﬁj Female |exposure during pregnancy (n/a - Unknown - Other Medically Important Condition), Mouth swelling (n/a - Not Recovered/Not msationRﬁogzozlgble i Fl?l]t”ng: %\fDl9
5 10008399021 Professional Resolved - Other Medically Important Condition), Oral mucosal erythema (n/a - Unknown - Other Medically Important PP
Condition)
lick or sean (2 Non COMIRNATY [TOZINAMERAN] (S- COVID-19
112021-04- Not Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Foetal growth restriction (n/a - Unknown - |. P .
1698 Healthcare EEA .. _|Female " . immunisation - Not applicable - [1d - n/a - n/a - More
EU-EC- | &A 3122 Professional Specified Other Medically Important Condition) in ICSR])
10008394991/ =X
cliskorscn | TERHE | o bealtheare s COMIRNATY [TOZINAMERAN] (S - COVID-19
1699 ;! . EA Female [Abortion spontaneous (1d- Recovered/Resolved With Sequelae - Other Medically Important Condition) immunisation - Not applicable - [1d - 1{DF} -
EU-EC- 21 Professional Years
10008388501 ' Intramuscular])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008426300&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008424749&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008423525&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008421110&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008421097&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008420020&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008419977&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008409462&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008399021&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008394991&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008388501&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
click or scan | ;
b 1700 pr 2021-04- |Healthcare Non EEA Not Female Abortion spontaneous (1d - Recovered/Resolved - Disabling, Other Medically Important Condition), Chills (n/a - Unknown - | TOZINAMERAN [TOZINAMERAN] (S - COVID-19
-EC- rofessional ecifi sabling), Maternal exposure g pregnancy (n/a - own - Disabling), Neck pain (n/a - own - Disabling] immunisation - Not applicable - [1d - n/a - n/a;
S EU-EC 21 Professional ified Disabling), Ma I durin, n/a - Unkne Disabling), Neck pain (n/a - Unkn Disabli i isation - N licable - [1d - n/a - n/;
:’ 10008382095
A 4
@ click or scan | COVID-19 VACCINE ASTRAZENECA (CHADOX1
© 4 2021-04- |Healthcare 18-64 . . P NCOV-19) [COVID-19 VACCINE ASTRAZENECA
S EuEc 20 Professional | FEA |yeqrs  |Female |Abortion spontaneous (n/a - Unknown - Other Medically Important Condition) (CHADOX] NCOV-19)] (S- [mmunisation - Not
) applicable - [n/a - n/a - Intram ar
3 10008374787 pplicable - [n/a - n/a - I uscul:
[2]
£
9& click or scan | ; COVID-19 VACCINE ASTRAZENECA (CHADOX1
= -04-|Healthcare - Abortion spontaneous (n/a - Recovered/Resolved - er Me y Important Condition), He e (n/a- -
-’é 1702 2021-04- |Healthe EEA 18-64 Female n/a - Rec d/Resolved - Other Medically I Condition), Headache (n/: NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: -EC- rotessional ears OVEr ved - er cally Important Condition - - Immunisation
EU-EC 20 Professional Y Recovered/Resolved - Other Medically I Conditi CHADOX1 NCOV-19)] (S- COVID-19 i isati
g 10008374031 - Not applicable - [n/a - n/a - n/a])
% click or scan | ; Non
= 2021-04- 18-64 . . . ] . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
D2(1703 Healthcare Non EEA Female [Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition) . e .
> 1 EU-EC- 19 Professional Years immunisation - Not applicable - [1d - n/a - n/a])
5 0008363249
>
m
4] click or scan |;
% 1704 3 2021-04- E(e):] thearc EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a- |COMIRNATY [TOZINAMERAN] (S- COVID-19
loa} EU-EC- 19 Professional Years Unknown - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
% 10008359227 ]
o
o click or scan | ; =
[} 2021-04- | Healthcare 18-64 . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
= . - - . . . .
£ 1705 EU-EC- : 19 Professional EEA Vears Female [Abortion spontaneous (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/al)
& 10008355934/
=)
;
@ .
T click or soan 5021-04.Non 1864 TOZINAMERAN [TOZINAMERAN] (S- COVID-19
g 1706) EU-EC- 19 Healthcare ~ [Non EEA  |years |Female |Abortion spontaneous (n/a - Unknown - Other Medically Important Condition) llmmmlsatlli)n - Not applicable - [1d- n/a -
B 10008354885 Professional ntramuscular])
Rl
g
féi. click or scan | = Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
E [ 2021-04- Not . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
= . R -
= 1707 EU-EC- 17 Eealthc_are Non EEA Specified Female [Abortion spontaneous (6d- Recovered/Resolved - Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
rofessional
3 10008349119, n/a - n/aJ)
B
O click or scan | ; Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
1708 | Healtheare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovering/Resolving - Congenital Anomaly, Other Medically Important Condition), Maternal [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- - . Years exposure during pregnancy (n/a - Unknown - Congenital Anomaly, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
: Professional
10008347804 n/a - n/aJ)
click or scan | Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
- Not . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
1709 EU-EC- E:(?;L};Sciir:a] Non EEA Specified Female [Abortion spontaneous (n/a - Unknown - ), Exposure during pregnancy (n/a - Unknown - ) (CHADOX1 NCOV-19)] (S- COVID- 19 immunisation
10008346618 - Not applicable - [1d - n/a - n/a])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008382095&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008374787&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008374031&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008363249&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008359227&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008355934&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008354885&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008349119&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008347804&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008346618&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber D:::lp Qualification l;)ergulatory Group ex Route])
Purposes
click or scan b Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Abortion spontaneous COVID-19 VACCINE ASTRAZENECA (CHADOXI
Sli710 2021-04-Healthcare |\ ppy  |1864 g 1 (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a - Unknown - Other NCOV-19) [COVID-19 VACCINE ASTRAZENECA
8 EU-EC- 17 Professional Years Medically Important Condition) § (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
< 10008345149 n/a - n/aJ)
ch
; click or scan | ; Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
g 1711 112021-04- Healthcare Non EEA 18-64 Female Abortion spontaneous (2d - Recovered/Resolved - Caused/Prolonged Hospitalisation), Maternal exposure during pregnancy ~ [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
- EU-EC- 17 Professional Years (n/a - Unknown - Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
§ 10008344926 ; n/a - n/a])
£
§- click or scan | Non Abortion spontaneous (n/a - Unknown - Congenital Anomaly, Other Medically Important Condition), Dysmenorrhoea (n/a - |(COVID-19 VACCINE ASTRAZENECA (CHADOX1
-‘é 1712 | Healthcare Non EEA 18-64 Female Recovering/Resolving - Congenital Anomaly, Other Medically Important Condition), Maternal exposure during pregnancy (n/a [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: EU-EC- Professional Years - Unknown - Congenital Anomaly, Other Medically Important Condition), Vaginal haemorrhage (n/a - Not Recovered/Not (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
g 10008344264 olessio Resolved - Congenital Anomaly, Other Medically Tmportant Condition) n/a - n/a])
% click or scan |; COVID-19 VACCINE ASTRAZENECA (CHADOX1
= F 2021-04- |Healthcare 18-64 . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
= . + - -
;ﬂ 1713 EUEC |4 17 Professional Non EEA Vears Female [Abortion spontaneous (n/a - Recovering/Resolving - ) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
g 10008343931/ & n/a - n/aJ)
>
m
(3 click or scan | Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
5 1714 2021-04- Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Not Recovered/Not Resolved - Congenital Anomaly, Other Medically Important Condition), |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
3 EU-EC- 17 Professional Years Maternal exposure during pregnancy (n/a - Unknown - Congenital Anomaly, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
% 10008343556, n/a - n/aJ)
o
o click or scan | y Non
o 1715 i (2021-04- Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a- |COMIRNATY [TOZINAMERAN] (S- COVID-19
% EU-EC- b x |17 Professional Years Unknown - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
10008340597
‘gn
%i dlick or sean | ® 202104 Healtheare 1864 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
= 1716 EU-EC- 16 Professional EEA Vears Female [Abortion spontaneous (9d - Recovered/Resolved With Sequelae - Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
g 10008332783 - Not applicable - [1d - 1{DF} - Intramuscular])
B
a click or scan | =z
2 % [2021-04- Healtheare 18-64 VAXZEVRIA [COVID-19 VACLINE ASTRAZENECA
= (1717 BU-EC- 16 Professional EEA Vears Female [Abortion spontaneous (1d- Recovered/Resolved With Sequelae - Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
E_ 10008332781 - Not applicable - [1d - 1{DF} - Intramuscular])
£
5 dlick or scan | ez N TOZINAMERAN [TOZINAMERAN] (S- COVID-19
B 2021-04- " 18-64 Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Cardiac arrest (n/a - Unknown - Other . i . i
e 1718 Healthcare Non EEA Female - " immunisation - Not applicable - [n/a - n/a -
EU-EC- 16 Professional Years Medically fmportant Condition) Intramuscular])
(¢} 10008331507
click or scan | ;r Non
1719 2021-04- Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved With Sequelae - Caused/Prolonged Hospitalisation, Congenital Anomaly, | TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- 15 Professional Years Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
10008313443
click or scan |
1720 1 2021-04-|Healthcare Non EEA 18-64 Female Abortion missed (3d - Recovered/Resolved With Sequelae - Other Medically Important Condition), Abertion spontaneous (3d TOZINAMERAN [TOZINAMERAN] (S - COVID-19
EU-EC- 14 Professional Years - Recovered/Resolved With Sequelae - Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
10008309131

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008345149&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008344926&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008344264&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008343931&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008343556&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008340597&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008332783&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008332781&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008331507&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008313443&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008309131&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp Qualification or Group ex Route])
Date Regulatory
Purposes
dlick or sean | . . . . . TOZINAMERAN [TOZINAMERAN] (S - COVMD-19
b 1721 2021-04- |Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition), Vaginal haemorrhage (n/a - immunisation - Not applicable - [1d- n/a -
S EU-EC- 14 Professional Years Recovering/Resolving - ) Tntramuscular])
- 10008301549| &
—
ch
— . g
@ click or scan | Non
© 2021-04- 18-64 . . . e TOZINAMERAN [TOZINAMERAN] (S- COVID-19
01722 EU-EC- ] |13 Healthc'are Non EEA Vears Female [Abortion spontaneous (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [1d - n/a - n/a])
8| |10008296999 Professional
£
S . .
R click or scan | - Non
-‘é 1723 2021-04- Healthcare EEA Not Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a- |COMIRNATY [TOZINAMERAN] (S- COMD-19
g EU-EC- : (13 Professional Specified Unknown - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
10008290923 i
3
s
5
> click or scan ¢
1‘; 1724 % [2021-04-|Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition), Maternal exposure before COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [22d
m EU-EC- 13 Professional Years pregnancy (n/a - Recovering/Resolving - Other Medically Important Condition) - n/a - Intramuscular])
9] 10008289562
(8]
5
3
<
o}
D . g
= lick or scan | TOZINAMERAN [TOZINAMERAN] (S - COVID-19
Healthcare 18-64
(1725 . Non EEA Female [Abortion spontaneous (n/a - Recovered/Resolved With Sequelae - Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a -
g EU-EC-  |% Professional Years Tntramuscular])
g 10008287911
g
%_; lick or scan |- _{Non 18-64 Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Exposure during pregnancy (n/a - Unknown [COMIRNATY [TOZINAMERAN] (S- COMD-19
% 1726 EU-EC- ] Healthcare EEA Vears Female |- Other Medically Important Condition), Intermenstrual bleeding (n/a - Recovered/Resolved - Other Medically Important immunisation - Not applicable - [1d - 1{DF} -
g 10008286192 Professional Condition) Intramuscular])
s
% click or scan | 3 COVID-19 VACCINE ASTRAZENECA (CHADOX1
il |2021-04- |Healthcare 18-64 . ] . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
£ - R
s 1727 EUEC |§ 12 Professional EEA Vears Female [Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
g 10008284579 - Not applicable - [1d - 1{DF} - Intramuscular])
£
2 click or scan | Non
- 18-64 Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a- |COMIRNATY [TOZINAMERAN] (S- COVID-19
B1728 Healthcare ~ |EEA Female ) o h
g EU-EC- : Professional Years Unknown - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
= 10008281492 il
O
Abortion spontaneous (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation, Disabling,
Other Medically Important Condition), Embolism (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged
click or scan |- Hospitalisation, Disabling, Other Medically Important Condition), Heavy menstrual bleeding (n/a - Not Recovered/Not COVID-19 VACCINE ASTRAZENECA (CHADOX1
1729 2021-04- |Healthcare Non EEA 18-64 Female Resolved - Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Maternal ~ |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- = 10 Professional Years exposure during pregnancy (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically ~ |(CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008269066 i Important Condition), Pain (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation, n/a - n/al)
Disabling, Other Medically Important Condition), Thrombosis (1d - Recovering/Resolving - Life Threatening,
Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition)

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008301549&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008296999&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008290923&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008289562&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008287911&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008286192&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008284579&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008281492&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008269066&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |FULocal ICSR Form | G31€WaY |5y e Country Age Patient |Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
Abdominal pain upper (4d - Recovered/Resolved - Congenital Anomaly, Other Medically Important Condition), Abortion
o click or scan | Non spontaneous (1/a - Unknown - Congenital Anomaly, Other Medically Important Condition), Back pain (4d - COVID-19 VACCINE ASTRAZENECA (CHADOX1
5] 1730 | Healthcare Non EEA Not Female Recovered/Resolved - Congenital Anomaly, Other Medically Important Condition), Headache (4d - Recovered/Resolved - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
“_7" EU-EC- ) Professional Specified Congenital Anomaly, Other Medically Important Condition), Nausea (4d - Recovered/Resolved - Congenital Anomaly, Other |(CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
b 10008267274 Medically Important Condition), Pyrexia (4d - Recovered/Resolved - Congenital Anomaly, Other Medically Important n/a - n/aJ)
3 Condition)
[0}
g click or scan | - Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
1731 | Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Congenital Anomaly), Maternal exposure during pregnancy (n/a - Unknown - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
3 EU-EC- ] . Years Congenital Anomaly), Ventricular septal defect (n/a - Unknown - Congenital Anomaly) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
7] JinX Professional
= 10008266055 n/a - n/a])
o :
'§ dlick or sean | Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition), Accidental exposure to product COVID-19 VACCINE ASTRAZENECA (CHADOX1
: Healthcare 18-64 . et . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
1732 : Non EEA Female |(n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a - Unknown - Other CHADO . S
BUEC 1% Professional Years Medically Tmportant Condition), Vaginal haemorrhage (n/a - Unknown - Other Medically Important Condition) ( X1 NCOV-19)] (S- COVID-19 immunisation
g 10008261194 ’ - Not applicable - [n/a - n/a - n/a])
= click or scan |- Non Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition), Dizziness (40d -
Sli733 | Healtheare Non EEA 18-64 Female Recovered/Resolved - Other Medically Important Condition), Illness (39d - Recovered/Resolved - Other Medically Important | TOZINAMERAN [TOZINAMERAN] (S - COVID-19
%’ EU-EC- o Professional Years Condition), Inner ear disorder (39d - Recovered/Resolved - Other Medically Important Condition), Maternal exposure before  |immunisation - Not applicable - [1d - n/a - n/a])
T 10008256837 pregnancy (n/a - Unknown - Other Medically Important Condition)
g "
5 click or scan | ag ME )
3 1734 Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Maternal exposure during mﬁgﬁgﬁ [T;Ir(gzamlicablw/f 32?]},{2/:2
< EU-EC- . Professional Years pregnancy (n/a - Recovered/Resolved - Other Medically Important Condition) . PP .
® More in ICSR])
[a} 10008250209
S ] —_
o click or scan | agTE Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
1S 1735 | Healtheare EEA 18-64 Female Abortion spontaneous (4d - Unknown - Life Threatening), Accidental exposure to product (n/a - Unknown - Life NCOV-19) [COVID-19 VACCINE ASTRAZENECA
g EU-EC- : Professional Years Threatening), Maternal exposure during pregnancy (n/a - Unknown - Life Threatening) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
<% 10008244650 - Not applicable - [1d - n/a - Parenteral])
%‘ lick or scan : Abortion spontaneous (1d- Recovered/Resolved - Other Medically Important Condition), Maternal exposure during
-04- - Abortion spontaneous ¢ it~ - > AMERAN AMERAN] (S-
Z 1736 2021-04 Healthgare Non EEA 18-64 Female |pregnancy (n/a - Unknown - Other Medically Important Condition), Vaginal haemorrhage (n/a - Unknown - Other Medically TOZIN . [TOZI.N (3- COVID-19
EU-EC- . 08 Professional Years - immunisation - Not applicable - [1d - n/a - n/a])
% : - Important Condition)
w 10008243569
o
ol P
IS click or scan | g
s 2021-04- | Healthcare 18-64 . ] . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
: - - . i .
féa_ 1737 EU-EC- ] 08 Professional Non EEA Vears Female [Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition) immunisation - Not applicable - [ 1d- n/a - n/a])
? 10008240520 ]
=y
B click or scan | 3
g 1738 2021-04- |Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a- |COMIRNATY [TOZINAMERAN] (S- COVID-19
O EU-EC- : 08 Professional Years Unknown - Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
10008236768 ]
click or scan 3 :.- Non
1739 i "|Healthcare Non EEA 18-64 Female [Abortion spontaneous (n/a - Unknown - Other Medically Important Condition) TOZINAMERAN [TOZWAMERAM (S- COVID-19
EU-EC- : Years immunisation - Not applicable - [1d - n/a - n/a])
10008227171 Professional

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008267274&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008266055&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008261194&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008256837&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008250209&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008244650&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008243569&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008240520&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008236768&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008227171&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# ENU Lll))cal ICSR Form gatevz:y Source Sountry Age ]S’atlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ecelp Qualification or Group ex Route])
Date Regulatory
Purposes
dlickor sean | Non Aborti n/a - Unknown - Other Medically mportant Condition), Maternal durin 1/
740 20210450 s 1864 | ﬁ"""‘aﬂ( a - Unknown - Other Medically Important Condition), Maternal exposire diring pregnancy (n/a - |\ IRNATY [TOZINAMERAN] (S- COVID-19
S EU-ECG- : 07 ; Years knovn - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
4| |10008224193(} Professional
A 4
@ click or scan : Non
g 1741 i [2021-04- Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition), Injection site pain (n/a - COMIRNATY [TOZINAMERAN] (S- COVID-19
e EU-ECG- |5 07 . Years Unknown - ), Maternal exposure during pregnancy (n/a - Unknown - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
3 10008222134/ 2 : Professional
[2]
£
§- click or scan | g Abdominal pain (n/a - Unknown - Congenital Anomaly, Other Medically Important Condition), Abortion spontaneous (n/a -
= Healthcare Not Recovering/Resolving - Congenital Anomaly, Other Medically Important Condition), Chills (n/a - Unknown - Congenital TOZINAMERAN [TOZINAME! S- COVID-19
RB(1742 Non EEA Female S & 4 Y mp &
: EU-EC- i Professional Specified Anomaly, Other Medically Important Condition), Nausea (n/a - Unknown - Congenital Anomaly, Other Medically Important |immunisation - Not applicable - [n/a - n/a - n/a])
% 10008220853 Condition)
% click or scan |- Non
= 2021-04- 18-64 Abortion spontaneous (7d - Recovered/Resolved - Other Medically Important Condition), Maternal exposure during COMIRNATY [TOZINAMERAN] (S - COVID-19
D(1743 Healthcare EEA Female . ol .
S EU-EC- : 07 . Years pregnancy (n/a - Unknown - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
S| |10008220755| 34 Professional
5
>
w Abortion spontaneous (n/a - Recovering/Resolving - Caused/Prolonged Hospitalisation, Other Medically Important
?<-_>) click or scan | -z Condition), Accidental exposure to product (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important ~ |COVID-19 VACCINE ASTRAZENECA (CHADOX1
§ 1744 2021-04- |Healthcare Non EEA Not Female Condition), Hypertension (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), NCOV-19) [COVID-19 VACCINE ASTRAZENECA
o EU-EC- : 107 Professional Specified Influenza like illness (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Maternal (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
g 10008219326 i exposure during pregnancy (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Pyrexia|- Not applicable - [1d - n/a - n/a])
g (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition)
g 1745 " } gg:lthcme Non EEA Not Female [Abortion spontaneous (n/a - Unknown - Other Medically Important Condition) TOZINAMERAN [TOZINAMERAN] (S- COVID-19
. - - . S .
5 EU-EC- Professional Specified Y imp immunisation - Not applicable - [1d - n/a - n/a])
<% 10008216467
e}
%3. click or scan | maeE
s diecorsan 2021-04- | Healthcare 18-64 TOZINAMERAN [TOZINAMERAN] (S- COVID-19
1746 EU-EC- ] 06 Professional Non EEA Vears Female [Abortion spontaneous (n/a - Recovered/Resolved With Sequelae - Congenital Anomaly) immunisation - Not applicable - [n/a - n/a -
é 10008213373 3% 3 Intramuscular])
[a]
ol ;
IS click or scan | g Non
= 1747 s 2021-04- Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Not Recovered/Not Resolved - Disabling, Other Medically Important Condition), Maternal TOZINAMERAN [TOZINAMERAN] (S- COVID-19
fé’. EU-EC- . 106 Professional Years exposure during pregnancy (n/a - Unknown - Disabling, Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
E 10008211376,
)
B click or scan | 3
g 1748 - 2021-04- |Healthcare Non EEA 18-64 Female Abortion spontaneous (4d - Recovered/Resolved - Other Medically Important Condition), Accidental exposure to product | TOZINAMERAN [TOZINAMERAN] (S- COVID-19
O EU-EC- L 06 Professional Years (n/a - Unknown - ) immunisation - Not applicable - [1d - n/a - n/a])
10008209603
click or scan | il
; Healthcare 18-64 : 3 3 : ”» TOZINAMERAN [TOZINAMERAN] (S- COVID-19
4 Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition . VAV '
1749 EU-EC- : Professional Non EEA Years Female ( v P ) immunisation - Not applicable - [n/a - n/a - n/a])
10008201985

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008224193&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008222134&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008220853&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008220755&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008219326&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008216467&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008213373&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008211376&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008209603&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008201985&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |FULocal ICSR Form | G31€WaY |5y e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
click or scan | ;=3
b 1750 2021-04- |Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition), Off label use (n/a - Unknown - ), TOZINAMERAN [TOZINAMERAN] (S - COVID-19
S EU-EC- 105 Professional Years Product use issue (n/a - Unknown - ) immunisation - Not applicable - [1d - n/a - n/a])
:' 10008198996
ch
i .
@ click or scan | ;
© Healthcare Not . . .. COMIRNATY [TOZINAMERAN] (S - COVID-19
2781 puEc. Professional | L0 Specified Female |Abortion spontaneous (n/a - Unknown - Other Medically Tmportant Condition) immunisation - Not applicable - [1d - .3mL - n/a])
3 10008197220
1("_‘)
Q .
R click or scan | ; Non
G 1752 “|Healthcare  [Non EEA  [\80%  |Female |Abortion spontaneous (14d - Recovered/Resolved - Other Medically Important Condition) TOZINAMERAN [TOZINAMERAN] (S - COVID-19
: EU-EC- Professional Years immunisation - Not applicable - [1d - n/a - n/a])
g 10008193682
% click or scan | ; Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
Sl1753 o 2021-04- Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Congenital Anomaly), Maternal exposure during pregnancy (n/a - Unknown - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
S EU-EC- 03 Professional Years Congenital Anomaly) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
g 10008186568 ] n/a - n/aJ)
>
m
@ click or scan | ; Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
= - 18-64 . ' NCOV-19) [COVID-19 VACCINE ASTRAZENECA
R ), - -
3 1754 EU-EC- I];I::;]vg;:iil:a] Non EEA Vears Female [Abortion spontaneous (n/a - Unknown - ), Menstrual disorder (n/a - Not Recovered/Not Resolved - ) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
% 10008180836 n/a - n/aJ)
o
g dlick or scan |3 Non 1864 COMIRNATY [TOZINAMERAN] (S - COVID-19
‘£ (1755 EU-EC- Healthcare EEA Vears Female [Abortion spontaneous (1d- Recovered/Resolved - Other Medically Important Condition) immunisation - Drug withdrawn - [n/a - 1{DF} -
g 10008176645 Professional Intramuscular])
=)
e}
%i dlickor scan | ® 1202104 Healtheare 1864 COMIRNATY [TOZINAMERAN] (S - COVID-19
B |1756 : EEA Female [Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition) immunisation - Unknown - [n/a - .3mL -
c EU-EC- 02 Professional Years Intramuscular])
§ 10008168754
s
o
Rl
g
% click or scan T Non
= 1757 7112021-04- Healthcare  |Non EEA Not Female Abortion spontaneous (n/a - Recovered/Resolved With Sequelae - Congenital Anomaly), Decreased embryo viability (n/a-  [TOZINAMERAN [TOZINAMERAN] (S- COVID-19
= EU-EC- 01 . Specified Recovered/Resolved - Congenital Anomaly), Haemorrhage in pregnancy (n/a - Recovered/Resolved - Congenital Anomaly) immunisation - Not applicable - [1d - n/a - n/a])
2 |10008166651 Professional
ko
5
O
click or scan | ; ME
i (2021-04- Non 18-64 Abortion spontaneous (0d - Recovering/Resolving - Caused/Prolonged Hospitalisation), Exposure during pregnancy (n/a - COMIRNATY (TOZIN . ] (S- COVID-19
1758 Healthcare EEA Female - . L . immunisation - Not applicable - [1d - 30ug -
EU-EC- | = 01 Professional Years Recovering/Resolving - ), Vaccination site pain (48h - Recovered/Resolved - ) Intramuscular])
10008158777
click or scan |} COVID-19 MRNA VACCINE MODERNA (CX-
1759 Healthcare Non EEA Not Female Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Pregnancy (n/a - 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- Professional Specified Recovered/Resolved - ), Product dose omission issue (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation -
10008156159 Unknown - [n/a - 1 {DF} - Intramuscular])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008198996&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008197220&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008193682&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008186568&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008180836&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008176645&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008168754&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008166651&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008158777&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008156159&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp Qualification or Group ex Route])
Date Regulatory
Purposes
click or scan | ;
= ' 2021-03-|Healtheare 18-64 , . " COMIRNATY [TOZINAMERAN] (S - COVID-19
(1760 . EEA Female [Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition) immunisation - Drug withdrawn - [n/a - 1{DF} -
S EU-EC- 31 Professional Years
a| 110008147034 Intramuscutar])
-
@ click or scan | ;
g 1761 2021-03- |Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Exposure during pregnancy (n/a - [COMIRNATY [TOZINAMERAN] (S - COVID-19
g EU-EC- 30 Professional Years Unknown - Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
10008138886,
7]
£
§ click or scan | ; COVID-19 VACCINE ASTRAZENECA (CHADOX1
= 2021-03- |Healthcare 18-64 . ] . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - - . S
B (1762 BU-EC- 30 Professional EEA Vears Female [Abortion spontaneous (8d- Unknown - Other Medically Important Condition) (CHADOXI NCOV-19)] (S- COVID- 19 immunisation
g 10008135356 - Not applicable - [n/a - n/a - n/a])
% click or scan | ;
= 2021-03- |Healthcare 18-64 . ] . COMIRNATY [TOZINAMERAN] (S - COVID-19
k= A - - . S
g 1763 EUEC | 30 Professional EEA Vears Female [Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition) irmmisation - 1/a - [/a - 1/a - Intramuscular])
S 10008133513 &
T
@ click or scan |; Non
2 1764 “|Healthcare  [Non EEA  [\80%  |Female |Abortion spontaneous (n/a - Unknown - Other Medically Important Condition) TOZINAMERAN [TOZINAMERAN] (S- COVID-19
3 EU-EC- Professional Years immunisation - Not applicable - [n/a - n/a - n/a])
< 10008131943
o}
o
— COVID-19 VACCINE ASTRAZENECA (CHADOX1
g dlick or scan || NCOV-19) [COVID-19 VACCINE ASTRAZENECA
= E—— 202103 |Healtheare 1864 (CHADOXI NCOV-19)] (S- COVID-19 immunisation
% 1765 BU-EC- 59 Professional EEA Vears Female [Abortion spontaneous (1d- Recovering/Resolving - Other Medically Important Condition) -n/a- [n/a- 1{DF} - Intramuscular]),
5 10008126757 [PARACETAMOL] (S- Vaccination site pain - n/a -
% [n/a- 1g- Oral])
>
s click or scan | ; Non
% 1766 Lo b , 3221_03_ Healthcare ~ |[EEA %;;6:: Female |Abortion spontaneous (5d- Recovered/Resolved - ), Maternal exposure during breast feeding (n/a - Unknown - ) ga(]))ZINAWRAI\]] (S-n/a - Unknown - [n/a - n/a -
8 Song p Professional
o 10008118050,
Rl
E Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Adnexa uteri pain (n/a - Unknown - Other
@ Medically Important Condition), Arthralgia (n/a - Recovered/Resolved With Sequelae - Other Medically Important Condition),
= click or scan Non Arthralgia (n/a - Unknown - Other Medically Important Condition), Dyspnoea (n/a - Not Recovered/Not Resolved - Other COVID-19 VACCINE ASTRAZENECA (CHADOX1
i 1767 | Healtheare Non EEA 18-64 Female Medically Important Condition), Fatigue (1d - Recovered/Resolved - Other Medically Important Condition), Fatigue (n/a - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
2 EU-EC- ; Professional Years Unknown - Other Medically Important Condition), Muscle atrophy (n/a - Unknown - Other Medically Important Condition), |(CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
B 10008099985 Noninfective oophoritis (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Pyrexia (1d - n/a - n/al)
g Recovered/Resolved - Other Medically Important Condition), Rash macular (n/a - Recovered/Resolved - Other Medically
(@) Important Condition)
click or scan | = o Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition), Dizziness (n/a - COVID-19 VACCINE ASTRAZENECA (CHADOX1
1768 s (2021-03-|Healthcare Non EEA Not Female Recovered/Resolved - Other Medically Important Condition), Headache (n/a - Recovered/Resolved - Other Medically Important| NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- et o (27 Professional Specified Condition), Nasopharyngitis (n/a - Recovered/Resolved - Other Medically Important Condition), Pain in extremity (n/a - (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008098075 Recovered/Resolved - Other Medically Important Condition) n/a - n/al)
dlick or sean 5021-03- | Healthcare 18-64 Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition), Fatigue (2d - TOZINAMERAN [TOZINAMERAN] (S- COVID-19
1769 BU-EC- %6 Professional Non EEA Vears Female [Recovered/Resolved - Other Medically Important Condition), Maternal exposure during pregnancy (n/a - Unknown - Other immunisation - Not applicable - [1d - n/a - n/a])
10008084893 Medically Important Condition), Pain (3d - Recovered/Resolved - Other Medically Important Condition) PP

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008147034&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008138886&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008135356&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008133513&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008131943&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008126757&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008118050&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008099985&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008098075&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008084893&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber D:::lp Qualification l:ergulatory Group ex Route])
Purposes
click or scan | Non
o 2021-03- 18-64 . ] . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
N B - - . . . .
S 1770 FUEC. | = o4 Eeaithqareal Non EEA Vears Female [Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
4| |10008057320 rofession
o
i .
T click or scan | ;5
® Healthcare 18-64 . . . . .. TOZINAMERAN [TOZINAMERAN] (S- COVID-19
% 1771 EU-EC- Professional Non EEA Vears Female [Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition) mmmisation - Not applicable - [/a - n/a - n/a)
{’__? 10008046622
g 4 =
£ dlick or scan | £ 103 Health i . o COMIRNATY [TOZINAMERAN] (S - COVID-19
Bli772 -03- care |ppa - Female [Abertion spontaneous (n/a - Recovered/Resolved - Caused/Prolonged Hospitalisation) immunisation - Drug withdrawn - [n/a - 1{DF} -
% EU-EG  |& 23 Professional Years Intramuscular])
10008044699
3
g ick or scan | COVID-19 VACCINE ASTRAZENECA (CHADOX1
< = (2021-03- [Healthcare 18-64 . . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - - o
@ 1773 EUEC. |k 53 Professional EEA Vears Female [Abortion spontaneous (n/a - Recovered/Resolved With Sequelae - Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- Immunisation - n/a - [n/a
E 10008041829 " - n/a - Intramuscular])
”
g click or scan |; e
3 1774 ¥ 12021-03- | Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Haemorrhage (n/a - TOZINAMERAN [TOZINAMERAN] (S- COVID-19
% EU-EC- w23 Professional Years Unknown - Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
a 10008036894
g click or scan | Non Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Chillblains (n/a - Unknown - ), Fatigue (2d
E 4 12021-03- . Abortion spontancous (n/a - - , - -, - MERAN] (5-
% 1775 E 3 [2021-03 Healthcare EEA 18-64 Female [Recovered/Resolved - ), Maternal exposure during pregnancy (n/a - Unknown - ), Oropharyngeal pain (2d - Recovered/Resolved COMIRNATY [TOZIN. . (8- COVID-19
U-EC- 22 Professional Years -), Pyrexia (2d - Recovered/Resolved - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
o) 10008026854 » YT
]
%;;‘ click or scan | ; i Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
© 1776 2021-03- Healthcare Non EEA Not Female Abortion spontaneous (n/a - Recovering/Resolving - ), Menstruation irregular (n/a - Recovering/Resolving - ), Vaginal NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- = 20 : Specified haemorrhage (n/a - Recovering/Resolving - ) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
; Professional
& 10008018265 n/a - n/aJ)
[a]
E click or scan
£ A |2021-03- Healthcare 18-64 Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Exposure during pregnancy (n/a - Unknown COMIRNATY [TOZIN: .d IERAN] (S- COVID-19
% 1777 EU-EC. d 19 P : EEA Female - o immunisation - Not applicable - [1mo - .3mL -
a -EC- | B rofessional Years - Other Medically Important Condition) Intramuscular])
E 10007997811 i
5
ko
S click or scan
O
E (2021-03- Non 18-64 COMIRNATY [TOZINAMERAN] (S- COVID-19
1778 EU-EC- 19 Healthcare EEA v, Female [Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition) immunisation - Not applicable - [n/a - 1{DF} -
10007990520 Professional cars Intramuscular])
click or scan | ==t Non
- Not . ) . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
. - - . S .
1779 EUEC | % Eﬁgslscizrgal Non EEA Specified Female [Abortion spontaneous (1n/a - Recovered/Resolved - Other Medically Important Condition) immunisation - Not applicable - [1d- n/a - n/a])
10007990277 =i

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf



https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008057320&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008046622&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008044699&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008041829&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008036894&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008026854&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008018265&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007997811&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007990520&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007990277&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |FULocal ICSR Form | G31€WaY |5y e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
click or scan Non
< =42 2021-03- 18-64 . . . . 3 . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
IN : - - 8 . S .
S 1780 EU-EC- : 18 Eﬂ;ﬁf& Non EEA Vears Female [Abortion spontaneous (n/a - Recovering/Resolving - Congenital Anomaly, Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
& 10007978119 :
ch
o click or scan
& 3 ey g Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition), Arthralgia (n/a - Unknown - MERAN ME }
0 (1781 2021-03 Healthc_are Non EEA 18-64 Female |Other Medically Important Condition), Maternal exposure during pregnancy (n/a - Recovering/Resolving - Other Medically TOZIN . [Tozm ) (8- COVID-19
e EU-EC- | 18 Professional Years . immunisation - Not applicable - [1d - n/a - n/a])
3 10007976494 Important Condition)
£
S . ;
R click or scan | ;7= Non
= 2021-03- 18-64 Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Off label use (n/a - Unknown - ), Product | TOZINAMERAN [TOZINAMERAN] (S- COVID-19
Q1782 Healthcare Non EEA Female - . L .
: EU-EC- : 17 Professional Years use issue (n/a - Unknown - ) immunisation - Not applicable - [1d - n/a - n/a])
g 10007969557| 23 ofessio
g click or scan
& ] 021.03. [Non 1864 COMIRNATY [TOZINAMERAN] (S - COVID-19
B|1783 EU-EC 17 Healthcare EEA Vears Female [Abortion spontaneous (37d - Recovered/Resolved With Sequelae - Caused/Prolonged Hospitalisation) immunisation - Not applicable - [n/a - 1{DF} -
2 I Professional Int ular])
< rofession: ntramuscular
5 10007967722
o
@ click or scan | COVID-19 VACCINE ASTRAZENECA (CHADOX1
5 1784 i Healthcare Non EEA 18-64 Female Abortion spontaneous (2d - Recovered/Resolved - ), Accidental exposure to product (n/a - Unknown - ), Maternal exposure |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
loa} EU-EC- : Professional Years during pregnancy (n/a - Unknown - ) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [1n/a)
% 10007965195 - n/a - n/al)
o
g click or scan C COVID-19 VACCINE ASTRAZENECA (CHADOX1
o 1785 2021-03- |Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Congenital Anomaly), Accidental exposure to product (n/a - Unknown - Congenital INCOV-19) [COVID-19 VACCINE ASTRAZENECA
£ EU-EC- | 17 Professional Years Anomaly), Maternal exposure during pregnancy (n/a - Unknown - Congenital Anomaly) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [1d
E 10007964159 - n/a - n/aJ)
=)
% Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition), Chills (3d - Recovered/Resolved
. [ - Other Medically Important Condition), Eye irritation (3d - Recovered/Resolved - Other Medically Important Condition), CCINE RAZENE CHADO
%‘ lick or scan Non Fatigue (n/a - Recovering/Resolving - Other Medically Important Condition), Headache (5d - Recovered/Resolved - Other COVID-19 VA AST CA( X1
c 2021-03- 18-64 ; - ) o NCOV-19) [COVID-19 VACCINE ASTRAZENECA
1786 Healthcare Non EEA Female |Medically Important Condition), Heart rate abnormal (n/a - Recovered/Resolved - Other Medically Important Condition),
EU-EC- 17 : Years - . - . (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
g 10007959696 Professional Maternal exposure during pregnancy (n/a - Unknown - Other Medically Important Condition), Myalgia (4d - na - n/a])
g Recovered/Resolved - Other Medically Important Condition), Pyrexia (2d - Recovered/Resolved - Other Medically Important
E Condition)
S click or scan C COVID-19 VACCINE ASTRAZENECA (CHADOX1
fé’. 1787 2021-03-|Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a- |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
? EU-EC- = 17 Professional Years Unknown - Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
2 10007959676 - Not applicable - [1d - n/a - n/a])
ko
5
° dlick or scm | N SPIKEVAX [COVID-19 MRNA VACCINE
on 18-64 . ) B . . . )
1788 EUEC Healthcare EEA Years |Female W (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a MODERNA (CX-024414)] (S- COVID-19
10007950426 Professional immunisation - Not applicable - [n/a - 1{DF} - n/a])
click or scan 1 Non
1789 2021-03- Healthcare EEA Not Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a- |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- = 16 Professional Specified Unknown - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
10007947838

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007978119&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007976494&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007969557&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007967722&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007965195&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007964159&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007959696&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007959676&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007950426&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007947838&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |FULocal ICSR Form | G31€WaY |5y e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
o lick or scan G 2021-03- Non 18-64 Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Anembryonic gestation (n/a - Unknown - COMIRNATY [TOZINAMERAN] (S- COVID-19
11790 Healthcare EEA Female |Other Medically Important Condition), Maternal exposure during pregnancy (n/a - Unknown - ), Myalgia (n/a - . P .
IS EU-EC- = 15 : Years immunisation - Not applicable - [n/a - 1{DF} - n/a])
) Professional Recovered/Resolved - )
< 10007934892
ch
i .
@ click or scan 1 Non
g 1791 s [2021-03- Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition), Chills (2d - Recovered/Resolved [COMIRNATY [TOZINAMERAN] (S - COVID-19
- EU-EC- > 15 . Years -), Headache (2d - Recovered/Resolved - ), Myalgia (2d - Recovered/Resolved - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
: Professional
3 10007929544
£
§- click or scan
-‘é 1792 =t |2021-03- |Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Accidental exposure to  |TOZINAMERAN [TOZINAMERAN] (S- COVID-19
: EU-EC- = 1(12 Professional Years product (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
g 10007900287
3
s
:;:” click or scan
© Non Abortion spontaneous (n/a - Recovered/Resolved With Sequelae - Other Medically Important Condition), Headache (n/a - ME ME
S |1793| EU-EC- %?21_03_ Healthcare Non EEA Li;?j Female |Recovered/Resolved - Other Medically Important Condition), Maternal exposure during pregnancy (n/a - Unknown - Other ggﬂsationw&zozl[iyable i} Wﬁ: Sz]\)/“}lg
w 10007889074 Professional Medically Important Condition), Pain in extremity (n/a - Recovered/Resolved - Other Medically Important Condition) PP
4]
(8]
5
)
<
8
a2 click or scan | 3 ME
ol 1794 Healthcare EEA 18-64 Female Abortion spontaneous (1d - Recovered/Resolved - Other Medically Important Condition), Exposure during pregnancy (1d - mﬂﬁgﬁ [Tilrcgzamlicabl{:/-xﬁ] d(-Sl- {%]):\},[_D'w
o EU-EC-  |¢ Professional Years Recovered/Resolved - Other Medically Important Condition) Unknown]) PP
% 10007885667 St
‘g» click or scan |; MERAN ME
%_; : Healthcare 18-64 Abortion spontaneous (0d - Recovered/Resolved - Other Medically Important Condition), Maternal exposure during TOZIN . [Tozm ) (8- COVID-19
1795 : Non EEA Female immunisation - Not applicable - [n/a - n/a -
% EU-EC- Professional Years pregnancy (n/a - Unknown - ) Tntramuscular])
g 10007874153
= click or scan |} Non
E 1796 "|Healthcare Non EEA 18-64 Female [Abortion spontaneous (n/a - Not Recovered/Not Resolved - Congenital Anomaly, Other Medically Important Condition) TOZIN . [Tozm ) (8- COVID-19
- EU-EC- | & . Years immunisation - Not applicable - [n/a - n/a - n/a])
= Professional
= 10007874147
g
= click or scan | 3 Abortion spontaneous (n/a - Recovered/Resolved - Caused/Prolonged Hospitalisation), Asthenia (n/a - Recovered/Resolved -
= 20210350 1864 | |CausedProlonged Hospitalistion). Myalgia (n/a - RecoveredResolved - Caused/Prolonged Hospitalisation), Pyrexia (nfa - |Oni ¥ [I\T&Zam‘ndcyamuf%fi%x?lg
B EU-EC- | 10 Professional Years Recovered/Resolved - Caused/Prolonged Hospitalisation), Somnolence (n/a - Recovered/Resolved - Caused/Prolonged Intramuscular]) PP
g 10007873327 i Hospitalisation)
O
lick or scan | 3 E 102103 Healtheare 1864 COMIRNATY [TOZINAMERAN] (S - COVID-19
1798 . EEA Female [Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition) immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- 09 Professional Years
10007864478 Intramuscular])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007934892&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007929544&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007900287&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007889074&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007885667&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007874153&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007874147&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007873327&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007864478&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
click or scan |
o Healthcare 18-64 . ] . COMIRNATY [TOZINAMERAN] (S- COVID-19
IN 8 - - . S
S 1799 EU-EC- ] Professional EEA Vears Female [Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition) immunisation - n/a - [n/a - 30ug - Intramuscular])
:' 10007857925
ch
o click or scan |;
L _— Non Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), COVID-19 (13d - Recovered/Resolved -
g . y ) AMERAN AMERAN] (S-
0O (1800 EU-EC- Healthcare Non EEA %{i a?: Female |Other Medically Important Condition), Drug ineffective (11d - Recovered/Resolved - Other Medically Important Condition), Erfr)rﬁl\i]sation ) Nogzozlgable -[d- ng— S/;]\)/[D_lg
g 10007846427 = Professional Maternal exposure during pregnancy (n/a - Unknown - Other Medically Important Condition) PP
{l:i
Q .
§ dlick or scan [ 2021-03- Non 18-64 Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Back pain (2d - Recovered/Resolved - Other TOZINAMERAN [TOZINAMERAN] (S- COVID-19
B [1801 BU-EC- 05 Healthcare Non EEA Vears Female |Medically Important Condition), Maternal exposure before pregnancy (n/a - Unknown - Other Medically Important immunisation - Not applicable - [1d- n/a - n/a])
% 10007808187 : Professional Condition), Pain in extremity (5d - Recovered/Resolved - Other Medically Important Condition) PP
% click or scan | = Non
Sl1802 L 12021-03- Healthcare Non EEA 18-64 Female Abortion spontaneous (11d- Recovered/Resolved - Other Medically Important Condition), Pain (1d - Recovered/Resolved - |TOZINAMERAN [TOZINAMERAN] (S - COVID-19
S EU-EC- 105 Professional Years Other Medically Important Condition), Paraesthesia (1d - Recovered/Resolved - Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
g 10007798360 ]
>
]
4] click or scan |-
g 1803 2021-03- Healthcare Non EEA 18-64 Femal Abo_rtion spontaneous (n/a - Recovered/Resolved - CaLsed/P;olopgefi Hospitalisation, Other Medically Important Condition),| TOZINAMERAN [TOZINAMERAN] (S- COVID-19
loa} EU-EC- 04 Professional | Years [ "¢ |Vaginal haemorrhage (n/a - Unknown - Caused/Prolonged Hospitalisation) immunisation - Not applicable - [1d - n/a - n/a])
% 10007788452, :
o
5 click or scan | Non Abdominal pain upper (1d - Recovered/Resolved - Other Medically Important Condition), Abortion spontaneous (n/a -
o 1804 2021-03- Healthcare Non EEA 18-64 Female Unknown - Other Medically Important Condition), Diarrhoea (1d - Recovered/Resolved - Other Medically Important TOZINAMERAN [TOZINAMERAN] (S- COVID-19
£ EU-EC- | 02 Professional Years Condition), Fatigue (3d - Recovered/Resolved - Other Medically Important Condition), Migraine (2d - Recovered/Resolved-  |immunisation - Not applicable - [1d - n/a - n/a])
5 10007768546 it Other Medically Important Condition), Vomiting (1d - Recovered/Resolved - Other Medically Important Condition)
=)
e}
%_; click or scan |-
> 2021-03- |Healthcare 18-64 . . . . .. TOZINAMERAN [TOZINAMERAN] (S- COVID-19
T 1805 EU-EC- 02 Professional Non EEA Vears Female [Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
E 10007767750
s
% click or scan | Non
£ 1806 2021-03- Healthcare Non EEA 18-64 Female Abortion spontaneous (6d - Recovered/Resolved - Other Medically Important Condition), Maternal exposure during TOZINAMERAN [TOZINAMERAN] (S- COVID-19
= EU-EC- 02 Professional Years pregnancy (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
<} 10007766394
=
2
ko )
ki click or scan
o ¥ |5021-02- | Healtheare 1864 COMIRNATY [TOZINAMERAN] (S - COVID-19
O 1807 LEC- . EEA Female [Abortion spontaneous (1d- Recovered/Resolved With Sequelae - Other Medically Important Condition) immunisation - Not applicable - [n/a - 1{DF} -
EU-EG 27 Professional Years
10007741321 Intramuscular])
click or scan |?
1808 et (2021-02- |Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Off label use (n/a - Unknown - ), |TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- 25 Professional Years Product use issue (n/a - Unknown - ) immunisation - Not applicable - [n/a - n/a - n/a])
10007723765 ]

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007857925&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007846427&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007808187&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007798360&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007788452&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007768546&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007767750&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007766394&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007741321&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007723765&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
dlick or scan Abortion spontaneous (6d - Recovered/Resolved - Other Medically Important Condition), COVID-19 (n/a -
e F Non Recovering/Resolving - Other Medically Important Condition), Cough (n/a - Unknown - Other Medically Important
§ 1809 pope %221-02- Healthcare ~ [Non EEA 5;?_2 Female |Condition), Diarrhoea (n/a - Unknown - Other Medically Important Condition), Drug ineffective (n/a - Recovering/Resolving - m‘;ﬁ%&gozlﬁﬁgwng: S/;]\)/[D'w
“_7‘1 10007715243 Professional Other Medically Important Condition), Off label use (n/a - Unknown - ), Product use issue (n/a - Unknown - ), Pyrexia (n/a - PP
b Unknown - Other Medically Important Condition)
oh
‘; click or scan |
® 2021-02- |Healthcare 18-64 . ) . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
% 1810 EU-EC- 3 Professional Non EEA Vears Female [Abortion spontaneous (n/a - Not Recovered/Not Resolved - Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
g 10007701116
Q .
R click or scan |
= 2021-02-|Healthcare 18-64 . . ", COMIRNATY [TOZINAMERAN] (S - Immunisation -
: Abortion spontaneous - -
81811 EU-EC- % 13 Professional EEA Vears Female [Abortion spontaneous (n/a - Unknown - Other Medically Important Condition) na - [n/a - n/a - Intramuscular])
g 10007698442| 53
% click or scan |;
Sl1812 2021-02- |Healthcare EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Maternal exposure during pregnancy (n/a- |COMIRNATY [TOZINAMERAN] (S- n/a- n/a - [n/a
S EU-EC- 22 Professional Years Unknown - Other Medically Important Condition) - .3mL - Intramuscular])
g 10007688219
>
m
@ click or scan | Non
5 2021-02- 18-64 . . . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
5 R -
3 1813 EU-EC- % 15 Efgg;;ffal EEA Vears Female [Abortion spontaneous (1d- Recovering/Resolving - Other Medically Important Condition) immunisation - Not applicable - [ 1d- n/a - n/a])
% 10007622842/ &%
o
o click or scan |+ )
B g4 53202102 [Healtheare |\ [18:64 | |Abortion spontancous (228h - Recovered/Resolved - Other Medically Important Condition), Offlabel use (w/a - Unknown - ;ﬁ‘m‘i‘féh_ N JOETaOZIIig‘b‘Ile‘E_ I[ o J_]rg/sa - COVID-19
£ EU-EC- |7 09 Professional Years ), Product use issue (n/a - Unknown - ) Tntramuscular]) PP
& 10007554924/ 32 ;
=)
e}
%_; click or scan |}
> 42021-02- | Healthcare 18-64 . . [TOZINAMERAN] (S- n/a - Not applicable - [n/a -
; - -), - -
T 1815 EU-EC- 09 Professional EEA Vears Female [Abortion spontaneous (1d- Recovered/Resolved - ), Maternal exposure during pregnancy (n/a - Unknown - ) na - n/a])
E 10007554747
B
% click or scan |+
£ 1816 2021-02- Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition), Off label use (n/a - Unknown - |TOZINAMERAN [TOZINAMERAN] (S- COVID-19
= EU-EC- 1 07 Professional Years Other Medically Important Condition), Product use issue (n/a - Unknown - Other Medically Important Condition immunisation - Not applicable - [n/a - n/a - n/a
Ly lmp y Imp pp
=1 10007540920 i
=
ey click or scan | g Non
B 1817 2021-02- Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Recovering/Resolving - Other Medically Important Condition), Off label use (n/a - Unknown - ), TOZINAMERAN [TOZINAMERAN] (S - COVID-19
g EU-EC- 05 Professional Years Product use issue (n/a - Unknown - ) immunisation - Not applicable - [n/a - n/a - n/a])
(¢} 10007527372
lick or scan |3 COVID-19 VACCINE ASTRAZENECA (CHADOXI
1818 2021-02- Healthcare Non EEA 18-64 Female Abortion spontaneous (2d - Recovered/Resolved With Sequelae - Other Medically Important Condition), Maternal exposure NCOV-19) (S - n/a - Unknown - [n/a - n/a -
EU-EC- |1 04 Professional Years during pregnancy (n/a - Unknown - Other Medically Important Condition) Intramuscular])
10007520007 =
click or scan |} Non
- 18-64 . . . ) . COMIRNATY [TOZINAMERAN] (S- COVID-19
- - . S
1819 EU-EC. |1 Eﬁgslscizrgal EEA Years Female [Abortion spontaneous (2d- Recovering/Resolving - Other Medically Important Condition) immunisation - n/a - [22d - n/a - Intramuscular])
10007516464

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007715243&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007701116&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007698442&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007688219&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007622842&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007554924&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007554747&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007540920&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007527372&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007520007&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007516464&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gateyvay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
click or scan | Abortion spontaneous (n/a - Unknown - Congenital Anomaly), Maternal exposure during pregnancy (n/a - Unknown - Other AMERAN AMERAN] (S-
2021-01-|Healthcare 18-64 Medically Important Condition), Off label use (n/a - Unknown - Other Medically Important Condition), Product use issue (n/a - TOZIN : [TOZI-N (8- COVID-19
1820 . Non EEA Female . " immunisation - Not applicable - [n/a - n/a -
EU-EC- : 29 Professional Years Unknown - Other Medically Important Condition) Intramuscular])
10007470768 ]
click or scan |; Non
1821 112021-01- Healthcare Non EEA 18-64 Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Off label use (n/a - Unknown - Other TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- ; 27 . Years Medically Important Condition), Product use issue (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
Professional
10007444990
. =
dlick or scan | F=ka TOZINAMERAN [TOZINAMERAN] (S - COVID-19
2021-01- Healthcare 18-64 Abortion spontaneous (n/a - Recovered/Resolved - Other Medically Important Condition), Off label use (n/a - Unknown - ), |. L .
1822 . Non EEA Female - immunisation - Not applicable - [n/a - n/a -
EU-EC- 18 Professional Years Product use issue (n/a - Unknown - ) Int Jlar])
10007369445 ntramuscular]
click or scan |z
1823 Healthcare Non EEA Not Female Abortion spontaneous (n/a - Unknown - Other Medically Important Condition), Off label use (n/a - Unknown - ), Product | TOZINAMERAN [TOZINAMERAN] (S - COVID-19
EU-EC- % Professional Specified use issue (n/a - Unknown - ) immunisation - Not applicable - [1d - n/a - n/a])
10007326525

Created by: https://t.me/DatenAnalyseProgrammieren | Data Source: EudraVigilance www.adrreports.eu | Date: 13-11-2021

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007470768&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007444990&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007369445&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007326525&_xpt=1&_xf=pdf

