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Primary Suspect/interacting Concomitant/Not
EU Local (Es\éteway Primary (S:gﬂ:lctfy Patient Zzte;eg:oup Patient Parent ?Ssglt?gnl_f t()'Ell—come -D;ﬁglgstfo(r? I’Pl'jrg-Char Administered Drug List (Drug
Number Receipt Report Type |Source for Literature Reference Age (as per Sex Child |} Seriousness Action taken - Char - Indication PT - Action
D Qualification Group P Report | =~ ~ . taken - [Duration - Dose -
ate Regulatory reporter) Criteria) [Duration - Dose - Route])
Purposes Route])
EU-EC- 15/02/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Dizziness (15min - | COMIRNATY Not reported I
10011611763 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Economic =) COVID-19
Area immunisation - Not
Syncope (15min - applicable - [1d - n/a
Recovered/Resolved |- Intramuscular])
- Other Medically
Important Condition)
EU-EC- 15/02/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No COVID-19 (n/a - COMIRNATY Not reported I
10011611765 Professional |European Years |Specified Unknown - Other [TOZINAMERAN] (S -
Economic Medically Important |COVID-19
Area Condition), immunisation - Not
applicable - [1d - n/a
Vaccination failure - Intramuscular])
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 15/02/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Carditis (n/a - TOZINAMERAN Not reported I
10011611785 Professional |European Years |Specified Unknown - Other [TOZINAMERAN] (S -
Economic Medically Important |COVID-19
Area Condition), immunisation - Not
applicable - [n/a -
Chest discomfort n/a - n/al)
(n/a-
Recovered/Resolved
-
Chest pain (n/a -
Recovered/Resolved
=
Chills (n/a -
Recovered/Resolved
Dyspnoea (n/a -
Recovered/Resolved
=
Palpitations (n/a -
Recovered/Resolved
=
Pyrexia (n/a -
Recovered/Resolved
-)
EU-EC- 15/02/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Chest discomfort COMIRNATY Not reported I
10011611802 Professional |European Years |Specified (n/a - Not [TOZINAMERAN] (S -
Economic Recovered/Not COVID-19
Area Resolved - ), immunisation - Not
applicable - [1d - n/a
Chest pain (n/a - Not |- n/a])
Recovered/Not
Resolved - ),
Dizziness (n/a - Not
Recovered/Not
Resolved - ),
Musculoskeletal
chest pain (n/a - Not
Recovered/Not
Resolved - ),
Pericarditis (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 15/02/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Drug ineffective (n/a |COMIRNATY Not reported I
10011611821 Professional |European Years |Specified - [TOZINAMERAN] (S -
Economic Recovered/Resolved |COVID-19
Area With Sequelae - immunisation - Not
Other Medically applicable - [n/a -
Important n/a - n/al)
Condition),
Suspected COVID-19
(n/a-
Recovered/Resolved
With Sequelae -
Other Medically
Important
Condition),
Wrong product
administered (n/a -
Recovered/Resolved
With Sequelae - )
EU-EC- 15/02/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest discomfort COMIRNATY Not reported I
10011611832 Professional |European Years |Specified (n/a - Not [TOZINAMERAN] (S -
Economic Recovered/Not COvID-19
Area Resolved - ), immunisation - Not
applicable - [1d - n/a
Dyspnoea (n/a - Not |- n/a])
Recovered/Not
Resolved - ),
Pericarditis (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 15/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Epilepsy (n/a - Not  |COMIRNATY Not reported I
10011611926 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19
immunisation - Not
Muscle spasms (n/a -
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Recovering/Resolving |applicable - [n/a -
- 1{DF} - n/a])
EU-EC- 15/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Chest pain (n/a - Not |COMIRNATY Not reported I
10011612131 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), nfa-n/a-[n/a-n/a
- n/a)
Heart rate abnormal
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 15/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported I
10011612522 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a-n/a-[n/a-n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 15/02/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Dizziness (n/a - Not |COMIRNATY Not reported I
10011612600 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19
immunisation - Not
Headache (n/a - Not |applicable - [n/a -
Recovered/Not n/a - n/al)
Resolved - ),
Hypotonia (n/a - Not
Recovered/Not
Resolved - ),
Nausea (n/a - Not
Recovered/Not
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 15/02/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Amenorrhoea (n/a - |COMIRNATY Not reported I
10011612682 Professional |Economic Years |Specified Not Recovered/Not  |[TOZINAMERAN] (S -
Area Resolved - ), COVID-19
immunisation - Not
Chills (1d - applicable - [n/a -
Recovered/Resolved |1{DF} - n/a])
Injection site
erythema (3d -
Recovered/Resolved
=
Injection site
inflammation (3d -
Recovered/Resolved
=)
Injection site pain
(3d-
Recovered/Resolved
=
Injection site
swelling (3d -
Recovered/Resolved
=)
Injection site warmth
(3d-
Recovered/Resolved
=
Malaise (3d -
Recovered/Resolved
-)
EU-EC- 15/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Myocarditis (n/a - COMIRNATY Not reported I
10011612976 Healthcare |Economic Years Unknown - [TOZINAMERAN] (S -
Professional |Area Caused/Prolonged Immunisation - n/a -
Hospitalisation) [n/a - 3{DF} - n/a])
EU-EC- 15/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Myocarditis (n/a - COMIRNATY Not reported I
10011613021 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area - Caused/Prolonged |Immunisation - n/a -
Hospitalisation) [n/a - 1{DF} - n/a])
EU-EC- 15/02/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No Chest pain (n/a - Not | COMIRNATY Not reported I
10011613213 Professional |Economic Years Recovered/Not [TOZINAMERAN] (S -
Area Resolved - ), COVID-19
immunisation - Not
Immunisation applicable - [1d -
reaction (n/a - Not  |1{DF} -
Recovered/Not Intramuscular])
Resolved - )
EU-EC- 15/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Amenorrhoea (nfa - |COMIRNATY Not reported I
10011613572 Healthcare |Economic Years Not Recovered/Not  |[TOZINAMERAN] (S -
Professional |Area Resolved - ), COovID-19
immunisation - Not
Dyspnoea (n/a - Not |applicable - [n/a -
Recovered/Not 1{DF} -
Resolved - ) Intramuscular])
EU-EC- 15/02/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Multiple sclerosis COMIRNATY Not reported I
10011613718 Professional |Economic Years (n/a - Not [TOZINAMERAN] (S -
Area Recovered/Not COVID-19
Resolved - immunisation - Not
Caused/Prolonged  |applicable - [1d -
Hospitalisation) .3mL -
Intramuscular])
EU-EC- 15/02/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Pericarditis (n/a - COMIRNATY Not reported I
10011613734 Professional | Economic Years Not Recovered/Not  |[TOZINAMERAN] (S -
Area Resolved - Other COVID-19
Medically Important  |immunisation - Not
Condition) applicable - [1d -
.3mL -
Intramuscular])
EU-EC- 15/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent | Male No Myocardial oedema |COMIRNATY Not reported I
10011613745 Professional | Economic Years (3d- [TOZINAMERAN] (S -
Area Recovering/Resolving |COVID-19
- Caused/Prolonged |immunisation - Not
Hospitalisation), applicable - [1d -
3mL -
Myocarditis (3d - Intramuscular])
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'

Dysmenorrhoea (n/a
- Not Recovered/Not
Resolved - ),

Epistaxis (n/a -
Unknown - ),

Fatigue (3d -
Recovered/Resolved

-

Headache (5d -
Recovered/Resolved

r

Heavy menstrual
bleeding (n/a - Not
Recovered/Not
Resolved - ),

Injection site
haematoma (9d -
Recovered/Resolved

4

Injection site
inflammation (9d -
Recovered/Resolved
=)

Injection site pain
(9d -
Recovered/Resolved

4

- Caused/Prolonged
Hospitalisation)
EU-EC- 15/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent Male No Anxiety (n/a - COMIRNATY AERIUS 5 MG FILM-COATED |I
10011613748 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S - | TABLET [DESLORATADINE]
Professional |Area - Caused/Prolonged |COVID-19 (C-nfa-n/a-[nfa-n/a-
Hospitalisation), immunisation - Not  |n/a])
applicable - [1d -
Chest pain (n/a - 1{DF} -
Recovering/Resolving | Intramuscular])
- Caused/Prolonged
Hospitalisation),
Dyspnoea (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 15/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Testicular pain (n/a - | COMIRNATY Not reported I
10011613756 Healthcare |Economic Years Not Recovered/Not  |[TOZINAMERAN] (S -
Professional |Area Resolved - Other COVID-19
Medically Important |immunisation - Not
Condition) applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 15/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Dysmenorrhoea (2wk | COMIRNATY [ETHINYLESTRADIOL, I
10011613757 Healthcare  |Economic Years - [TOZINAMERAN] (S - |LEVONORGESTREL,
Professional |Area Recovered/Resolved |COVID-19 LACTOSE ANHYDROUS] (C -
=) immunisation - Not  |Menstruation irregular - n/a -
applicable - [1d - [n/a - 1{DF} - Oral])
Heavy menstrual 1{DF} -
bleeding (2wk - Intramuscular])
Recovered/Resolved
- Other Medically
Important
Condition),
Menstrual disorder
(2wk -
Recovered/Resolved
EU-EC- 15/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Asthmatic crisis (n/fa |COMIRNATY Not reported I
10011613790 Healthcare |Economic Years - [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving |COVID-19
- Other Medically immunisation - Not
Important applicable - [1d -
Condition), 1{DF} -
Intramuscular])
Disease recurrence
(n/a-
Recovering/Resolving
- Other Medically
Important
Condition),
Fatigue (n/a -
Recovered/Resolved
=)
Headache (n/a -
Recovered/Resolved
=
Nausea (n/a -
Recovered/Resolved
EU-EC- 15/02/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Amenorrhoea (n/a - |COMIRNATY Not reported I
10011613895 Healthcare |Economic Years |Specified Not Recovered/Not |[TOZINAMERAN] (S -
Professional |Area Resolved - ) COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 15/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Arthralgia (4d - COMIRNATY Not reported I
10011613918 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) COVID-19
immunisation - Not
Body temperature applicable - [n/a -
increased (9d - 1{DF} - n/a])
Recovered/Resolved
=)
Chills (5d -
Recovered/Resolved
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Injection site
swelling (9d -
Recovered/Resolved
=)

Malaise (2wk -
Recovered/Resolved

=)

Myalgia (3d -
Recovered/Resolved

4

Nausea (3d -
Recovered/Resolved

=)

EU-EC-
10011614106

15/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Chest pain (n/a -
Recovered/Resolved
=)

Dyspnoea (n/a -
Recovered/Resolved
=)

Malaise (n/a -
Recovered/Resolved

=)

Tinnitus (n/a -
Recovered/Resolved
-)

COMIRNATY
[TOZINAMERAN] (S -
COovID-19
immunisation - Not
applicable - [n/a -
n/a - n/a])

[CHONDROITIN SULFATE, I
CHONDROITIN SULFATE
SODIUM] (C-n/a-n/a-
[n/a - n/a - n/a]),

[SERTRALINE, SERTRALINE
HYDROCHLORIDE] (C - n/a -
n/a - [n/a-n/a-n/al])

EU-EC-
10011614109

15/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Inappropriate
schedule of product
administration (n/a -
Unknown - ),

Pyrexia (n/a -
Recovering/Resolving

COMIRNATY
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [1d - n/a
- Intramuscular])

Not reported I

EU-EC-
10011614568

15/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Blood creatine
phosphokinase MB
increased (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Chest pain (11d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Myocarditis (11d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Pyrexia (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Troponin I increased
(n/a-
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Troponin T increased
(8d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Troponin increased
(8d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)

COMIRNATY
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [n/a -
n/a - Intramuscular])

[FLUTICASONE FUROATE] (C
-n/a-n/a-[n/a-n/a-
Nasal])

EU-EC-
10011614589

15/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Cough (n/a -
Unknown - Life
Threatening,
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Epistaxis (n/a -
Unknown - Life
Threatening,
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Gingival bleeding
(n/a - Unknown -
Life Threatening,
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Pyrexia (n/a -
Unknown - Life
Threatening,
Caused/Prolonged
Hospitalisation,
Other Medically
Important Condition)

COMIRNATY
[TOZINAMERAN] (S -
CoviD-19
immunisation - Not
applicable - [1d - n/a
- n/al)

Not reported I

EU-EC-
10011614729

15/02/2022

https://dap.ema.europa.eu/analytics/saw.dll?Go

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Menstruation delayed
(n/a - Not
Recovered/Not
Resolved - )

COMIRNATY
[TOZINAMERAN] (S -
CovID-19
immunisation - Not

Not reported I
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applicable - [n/a -
1{DF} - n/a])
EU-EC- 15/02/2022 |Spontaneous |Healthcare |European |Steinmetz, M.. Raten Sie nach 12-17 |Not Female |No Chest pain (n/a - COMIRNATY Not reported I
10011615199 Professional |Economic |einer Myokarditis zum Booster, Years |Specified Unknown - ), [TOZINAMERAN] (S -
Area Herr Steinmetz?. Cardio News. COVID-19
2022;25(1/2):10-11 Pain in extremity immunisation - Not
(n/a - Unknown -) |applicable - [n/a -
n/a - n/a])
EU-EC- 15/02/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No COVID-19 (n/a - COMIRNATY Not reported I
10011615390 Healthcare |Economic Years |Specified Unknown - Other [TOZINAMERAN] (S -
Professional |Area Medically Important |COVID-19
Condition), immunisation - Not
applicable - [n/a -
Drug ineffective (n/a |n/a - n/a])
- Unknown - Other
Medically Important
Condition)
EU-EC- 15/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported I
10011615450 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a -n/a-[n/a-n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 15/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent | Male No COVID-19 (n/a - COMIRNATY Not reported I
10011615652 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 15/02/2022 |Spontaneous | Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported I
10011615748 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a-n/a-[n/a-n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 15/02/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No COVID-19 (n/a - COMIRNATY Not reported I
10011615822 Professional |European Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Economic - Other Medically COVID-19
Area Important immunisation - Not
Condition), applicable - [1d - n/a
- n/a])
Drug ineffective (n/a
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 15/02/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported I
10011616263 Professional | Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 15/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |Yes Retinal vein occlusion | COMIRNATY Not reported I
10011616442 Professional |Economic Years (n/a - Not [TOZINAMERAN] (S -
Area Recovered/Not COVID-19
Resolved - Other immunisation - Not
Medically Important |applicable - [n/a -
Condition) .3mL -
Intramuscular])
EU-EC- 15/02/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No Pyrexia (n/a - COMIRNATY Not reported I
10011616754 Professional |Economic Years Unknown - ), [TOZINAMERAN] (S -
Area CoviD-19
Vaccination site immunisation - Not
lymphadenopathy applicable - [1d - 1Ci
(n/a - Unknown -) |- Unknown - More in
ICSR])
EU-EC- 14/02/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Muscle contracture  |COMIRNATY Not reported I
10011592493 Healthcare |Economic Years |Specified (n/a- [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving |n/a - n/a - [n/a - n/a
=) - n/a)
Pain (n/a -
Recovering/Resolving
=)
Syncope (n/a -
Recovering/Resolving
EU-EC- 14/02/2022 |Spontaneous |Non Non Not available 12-17 |Not Female |No Ataxia (n/a - Not COMIRNATY [AMITRIPTYLINE I
10011593642 Healthcare |European Years |Specified Recovered/Not [TOZINAMERAN] (S - |HYDROCHLORIDE] (C -
Professional | Economic Resolved - Other COVID-19 Neuralgia - n/a - [314d - n/a
Area Medically Important |immunisation - Not |- n/a])
Condition), applicable - [1d - n/a
- n/a])
Balance disorder (n/a
- Not Recovered/Not
Resolved - Other
Medically Important
Condition),
Condition aggravated
(n/a - Unknown -
Other Medically
Important
Condition),
Fatigue (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Inappropriate
schedule of product
administration (n/a -
Unknown - ),
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Pain (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)

EU-EC-
10011593683

14/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

COVID-19 (n/a -
Unknown - Other
Medically Important
Condition),

Drug ineffective (n/a
- Unknown - Other
Medically Important
Condition)

COMIRNATY
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [1d - n/a
- n/a - More in
ICSR])

Not reported

EU-EC-
10011593758

14/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Dyspnoea (n/a -
Recovered/Resolved

=)

Syncope (n/a -
Recovered/Resolved
- Other Medically
Important Condition)

COMIRNATY
[TOZINAMERAN] (S -
COovID-19
immunisation - Not
applicable - [n/a -
n/a - Intramuscular])

Not reported

EU-EC-
10011593978

14/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

COVID-19 (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),

Drug ineffective (n/a
Recovered/Resolved

- Other Medically
Important Condition)

COMIRNATY
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [n/a -
n/a - n/a])

Not reported

EU-EC-
10011594297

14/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Ecchymosis (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),

Henoch-Schonlein
purpura (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),

Nasopharyngitis (n/a

Recovered/Resolved

4

Petechiae (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),

Proteinuria (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),

Pyrexia (n/a -
Recovered/Resolved

=)

Renal impairment
(n/a - Unknown -
Caused/Prolonged
Hospitalisation)

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -
[n/a-n/a-
Intramuscular])

Not reported

EU-EC-
10011594307

14/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Chills (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),

Cytomegalovirus
infection reactivation
(n/a - Unknown -
Caused/Prolonged
Hospitalisation),

Epstein-Barr virus
infection reactivation
(n/a - Unknown -
Caused/Prolonged
Hospitalisation),

Pain (n/a - Unknown
- Caused/Prolonged
Hospitalisation),

Pyrexia (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),

Tonsillitis bacterial
(n/a - Unknown -
Caused/Prolonged
Hospitalisation)

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -
[n/a-n/a-
Intramuscular])

Not reported

EU-EC-
10011594779

14/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Chest discomfort (2d

Recovered/Resolved

I

Dizziness (2d -
Recovered/Resolved

4

Pyrexia (0d -
Recovered/Resolved

r

Vaccination site pain
(1d -
Recovered/Resolved

)

Vomiting (2d -
Recovered/Resolved
-)

COMIRNATY 30
MICROGRAMS/DOSE
DISPERSION FOR
INJECTION COVID-
19 MRNA VACCINE
(NUCLEOSIDE
MODIFIED)
[TOZINAMERAN] (S -
Immunisation - Not
applicable - [n/a -
3mL -
Intramuscular])

Not reported

https://dap.ema.europa.eu/analytics/saw.dll?Go
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EU-EC- 14/02/2022

10011594858

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Run Line Listing Report

Not
Specified

Male

No

Axillary pain (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition),

Decreased appetite
Recovered/Resolved
- Other Medically
Important
Condition),

Myalgia (n/a -
Unknown - Other
Medically Important
Condition),

Neuralgia (n/a -
Unknown - Other
Medically Important
Condition),

Pain in extremity
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

Peripheral swelling
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

Pyrexia (1d -
Recovered/Resolved
- Other Medically
Important
Condition),

Sensitive skin (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition)

COMIRNATY
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [n/a -
n/a - n/a])

Not reported

EU-EC-
10011594865

14/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Vomiting (n/a -
Recovering/Resolving
- Other Medically
Important Condition)

COMIRNATY
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [n/a -
n/a - n/al])

Not reported

EU-EC-
10011594866

14/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Chills (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

Fatigue (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

Pyrexia (1d -
Recovered/Resolved
- Other Medically
Important Condition)

COMIRNATY
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [1d - n/a
- n/al)

Not reported

EU-EC-
10011594881

14/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Decreased appetite
(n/a - Unknown -
Other Medically
Important
Condition),

Headache (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

Nausea (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),

Pain in extremity
(n/a - Unknown -
Other Medically
Important Condition)

COMIRNATY
[TOZINAMERAN] (S -
COovID-19
immunisation - Not
applicable - [n/a -
n/a - n/al)

Not reported

EU-EC-
10011594907

14/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Chest discomfort
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

Cough (n/a -
Recovering/Resolving
- Other Medically
Important Condition)

COMIRNATY
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [n/a -
n/a - n/a])

[INFLUENZA VIRUS] (C -

Immunisation - n/a - [n/a -

n/a - n/al)

EU-EC-
10011595317

14/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

COVID-19 (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),

Drug ineffective (n/a
Recovering/Resolving

- Other Medically
Important Condition)

COMIRNATY
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [1d - n/a
- Intramuscular])

Not reported

EU-EC-
10011595325

14/02/2022

https://dap.ema.europa.eu/analytics/saw.dll?Go

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Cough (n/a - Not
Recovered/Not
Resolved - ),

Inappropriate

COMIRNATY
[TOZINAMERAN] (S -
COovID-19
immunisation - Not

Not reported
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schedule of product
administration (n/a -
Unknown - ),

Pyrexia (n/a - Not
Recovered/Not
Resolved - )

applicable - [n/a -
n/a - n/a])

EU-EC-
10011595341

14/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Cold sweat (n/a -
Recovered/Resolved

4

Pallor (n/a -
Recovered/Resolved

4

Syncope (n/a -
Recovered/Resolved
- Other Medically
Important Condition)

COMIRNATY
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [n/a -
n/a - n/a])

Not reported

EU-EC-
10011595389

14/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Dizziness (n/a -
Unknown - ),

Pallor (n/a -
Unknown - ),

Syncope (n/a -
Unknown - Other
Medically Important
Condition)

COMIRNATY
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [n/a -
n/a - n/a])

Not reported

EU-EC-
10011595551

14/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Hypotonic-
hyporesponsive
episode (n/a -
Unknown - ),

Loss of
consciousness (n/a -
Unknown - ),

Pyrexia (n/a -
Unknown - )

COMIRNATY
[TOZINAMERAN] (S -
n/a-n/fa-[n/a-n/a
- Intramuscular])

Not reported

EU-EC-
10011595648

14/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Facial paralysis (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -
[n/a - n/a - n/a])

Not reported

EU-EC-
10011595858

14/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Condition aggravated
(n/a - Unknown -
Other Medically
Important
Condition),

Petit mal epilepsy
(n/a - Unknown -
Other Medically
Important Condition)

COMIRNATY
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [n/a -
n/a - n/a])

Not reported

EU-EC-
10011595901

14/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Headache (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

Limb discomfort (n/a
- Not Recovered/Not
Resolved - Other
Medically Important
Condition),

Lymphadenopathy
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

Pain in extremity
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)

COMIRNATY
[TOZINAMERAN] (S -
CoviD-19
immunisation - Not
applicable - [1d -
.3mL - Parenteral])

Not reported

EU-EC-
10011595916

14/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Dyspnoea (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

Exercise tolerance
decreased (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

Lividity (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

Nasal obstruction
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

Peripheral coldness
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

Tachycardia (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition)

COMIRNATY
[TOZINAMERAN] (S -
n/a-nfa-[n/a-n/a
- Intramuscular])

Not reported

https://dap.ema.europa.eu/analytics/saw.dll?Go
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Condition),

Chest discomfort
(n/a - Unknown -
Other Medically
Important
Condition),

Chest pain (n/a -
Unknown - Other
Medically Important
Condition),

Dyspnoea (n/a -
Unknown - Other
Medically Important
Condition),

Malaise (n/a -
Unknown - Other
Medically Important
Condition),

Myocarditis (n/a -
Unknown - Other
Medically Important
Condition),

Pain in extremity
(n/a - Unknown -
Other Medically
Important
Condition),

Palpitations (n/a -
Unknown - Other
Medically Important
Condition),

Supraventricular
tachycardia (n/a -
Unknown - Other
Medically Important
Condition),

Vaccination site
reaction (n/a -
Unknown - Other
Medically Important
Condition)

- Intramuscular])

EU-EC- 14/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Malaise (n/a - COMIRNATY Not reported I
10011596112 Professional |Economic Years |Specified Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Oropharyngeal pain
(n/a - Unknown -
Other Medically
Important
Condition),
Pyrexia (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 14/02/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported I
10011596255 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 14/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Herpes simplex (n/a |COMIRNATY Not reported I
10011597191 Healthcare |Economic Years - Not Recovered/Not |[TOZINAMERAN] (S -
Professional |Area Resolved - Other Immunisation - n/a -
Medically Important |[n/a - 1{DF} - n/a])
Condition)
EU-EC- 14/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Limb discomfort (6d |COMIRNATY Not reported I
10011597234 Healthcare |Economic Years - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |Immunisation - n/a -
- [n/a - n/a - n/a])
EU-EC- 14/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Fatigue (n/a - Not COMIRNATY Not reported I
10011597271 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), Immunisation - n/a -
[n/a - n/a - n/a])
Headache (n/a - Not
Recovered/Not
Resolved - ),
Malaise (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 14/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Dizziness (n/a - Not  |COMIRNATY Not reported I
10011597632 Healthcare |Economic Years Recovered/Not CONCENTRATE FOR
Professional |Area Resolved - ), DISPERSION FOR
INJECTION COVID-
Malaise (n/a - Not 19 MRNA VACCINE
Recovered/Not (NUCLEOSIDE
Resolved - ), MODIFIED)
[TOZINAMERAN] (S -
Menstrual disorder ~ |COVID-19
(n/a - Not immunisation - Not
Recovered/Not applicable - [n/a -
Resolved - ), n/a - n/al)
Nausea (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 14/02/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Myelopathy (n/a - COMIRNATY Not reported I
10011597815 Professional |Economic Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Area - Caused/Prolonged |n/a-n/a-[n/a-n/a
Hospitalisation, - n/al)
Disabling)
EU-EC- 14/02/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Asthenia (n/a - COMIRNATY Not reported I
10011597903 Professional |Economic Years |Specified Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a-n/a-[n/a-n/a

https://dap.ema.europa.eu/analytics/saw.dll?Go
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EU-EC- 14/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Facial paresis (5d - | COMIRNATY Not reported I
10011598070 Professional | Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Area -) Immunisation - n/a -
[n/a-n/a-
Intramuscular])
EU-EC- 14/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Chills (1d - COMIRNATY Not reported I
10011598131 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a -
[n/a - n/a - n/a])
Headache (1d -
Recovered/Resolved
=
Injection site pain
(1d -
Recovered/Resolved
=)
Injection site
swelling (1d -
Recovered/Resolved
=)
Pyrexia (1d -
Recovering/Resolving
EU-EC- 14/02/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Rash (0d - COMIRNATY Not reported I
10011598878 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area - Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 14/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Cardiac discomfort | COMIRNATY Not reported I
10011598888 Healthcare |Economic Years (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not Immunisation - n/a -
Resolved - [n/a - n/a - n/a])
Caused/Prolonged
Hospitalisation),
Dizziness (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Fatigue (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Headache (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Malaise (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Myalgia (14d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)
EU-EC- 14/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Dysmenorrhoea COMIRNATY Not reported I
10011599081 Healthcare |Economic Years (2mo - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not COVID-19
Resolved - ), immunisation - Not
applicable - [n/a -
Menstruation 1{DF} -
irregular (2mo - Not | Intramuscular])
Recovered/Not
Resolved - )
EU-EC- 14/02/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Alopecia (n/a - Not |COMIRNATY Not reported I
10011599120 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19
immunisation - Not
Menstrual disorder  |applicable - [n/a -
(n/a - Not 1{DF} - n/a])
Recovered/Not
Resolved - )
EU-EC- 14/02/2022 |Spontaneous |Non Non Not available 12-17 |Not Female |No COVID-19 (n/a - TOZINAMERAN Not reported I
10011599227 Healthcare |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Economic - Other Medically COVID-19
Area Important immunisation - Not
Condition), applicable - [1d - n/a
- n/a])
Drug ineffective (n/a
Recovered/Resolved
- Other Medically
Important
Condition),
Heavy menstrual
bleeding (n/a -
Recovered/Resolved
-)
EU-EC- 14/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Dysphagia (n/a - COMIRNATY Not reported I
10011599291 Professional |Economic Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Area =) COVID-19
immunisation - n/a -
Headache (n/a - [n/a - 1{DF} - n/a])
Recovering/Resolving
=
Lymph node pain
(n/a-
Recovering/Resolving
=)
Lymphadenopathy
(n/a-
Recovering/Resolving
Photophobia (n/a -
Recovering/Resolving
,
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Pyrexia (n/a -
Recovering/Resolving
EU-EC- 14/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported I
10011599354 Professional | Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 14/02/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported I
10011599366 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a-n/a-[n/a-n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 14/02/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No COVID-19 (n/a - COMIRNATY Not reported I
10011599501 Professional |European Years |Specified Unknown - Other [TOZINAMERAN] (S -
Economic Medically Important |COVID-19
Area Condition), immunisation - Not
applicable - [1d - n/a
Vaccination failure - n/al)
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 14/02/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Hyperhidrosis (n/a - |COMIRNATY Not reported I
10011599548 Professional |European Years |Specified Unknown - ), [TOZINAMERAN] (S -
Economic COVID-19
Area Pallor (n/a - immunisation - Not
Unknown - ), applicable - [n/a -
n/a - n/a])
Syncope (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 14/02/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Syncope (n/a - COMIRNATY Not reported I
10011599549 Professional |European Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Economic - Other Medically COVID-19
Area Important Condition) \immunisation - Not
applicable - [1d - n/a
- n/a])
EU-EC- 14/02/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chills (n/a - Not COMIRNATY Not reported I
10011599553 Professional |European Years |Specified Recovered/Not [TOZINAMERAN] (S -
Economic Resolved - ), COvID-19
Area immunisation - Not
Syncope (n/a - Not |applicable - [1d - n/a
Recovered/Not - n/a])
Resolved - Other
Medically Important
Condition),
Vomiting (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 14/02/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported I
10011599932 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 14/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No Contusion (n/a - COMIRNATY [SERTRALINE, SERTRALINE |
10011600093 Professional |Economic Years Unknown - ), [TOZINAMERAN] (S - |HYDROCHLORIDE] (C -
Area COVID-19 Anxiety disorder - Drug
Immune immunisation - Not  |withdrawn - )
thrombocytopenia applicable - [n/a -
(n/a - Not 1{DF} -
Recovered/Not Intramuscular])
Resolved -
Disabling),
Thrombocytopenia
(n/a - Not
Recovered/Not
Resolved - Disabling)
EU-EC- 14/02/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported I
10011600475 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 14/02/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported I
10011600478 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a-n/a-[n/a-n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 14/02/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Cough (n/a - COMIRNATY Not reported I
10011600583 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Economic - Other Medically COVID-19
Area Important immunisation - Not
Condition), applicable - [1d - n/a
- Unknown])
Dysphonia (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),
Nasopharyngitis (n/a
Recovered/Resolved
- Other Medically
Important

11/60



30.11.2022 16.52

Run Line Listing Report

https://dap.ema.europa.eu/analytics/saw.dll?Go

Condition),
Oropharyngeal pain
(n/a-
Recovered/Resolved
- Other Medically
Important
Condition),
Productive cough
(n/a -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 14/02/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Syncope (n/a - COMIRNATY Not reported I
10011600594 Professional |European Years |Specified Unknown - Other [TOZINAMERAN] (S -
Economic Medically Important |COVID-19
Area Condition) immunisation - Not
applicable - [n/a -
n/a - n/al])
EU-EC- 14/02/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Syncope (n/a - COMIRNATY Not reported I
10011600643 Professional |European Years |Specified Unknown - Other [TOZINAMERAN] (S -
Economic Medically Important |COVID-19
Area Condition) immunisation - Not
applicable - [n/a -
n/a - n/al)
EU-EC- 14/02/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Chills (n/a - COMIRNATY Not reported I
10011600666 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Economic =) COVID-19
Area immunisation - Not
Dyspnoea (n/a - applicable - [n/a -
Recovered/Resolved |n/a - n/a])
=)
Headache (n/a -
Recovered/Resolved
-
Lethargy (n/a -
Recovered/Resolved
=)
Myalgia (n/a -
Recovered/Resolved
=)
Syncope (n/a -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 14/02/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Aphthous ulcer (n/a - | COMIRNATY Not reported I
10011600788 Healthcare |Economic Years |Specified Unknown - ) [TOZINAMERAN] (S -
Professional |Area COVID-19
immunisation - Not
applicable - [n/a -
n/a - n/al])
EU-EC- 14/02/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Amenorrhoea (n/a - |COMIRNATY Not reported I
10011600827 Healthcare |Economic Years |Specified Not Recovered/Not  |[TOZINAMERAN] (S -
Professional |Area Resolved - ), COvID-19
immunisation - Not
Inappropriate applicable - [n/a -
schedule of product |n/a - n/al)
administration (n/a -
Unknown - )
EU-EC- 14/02/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Hyperthermia (1d -  |COMIRNATY Not reported I
10011601268 Professional |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Area - Other Medically COVID-19
Important immunisation - Not
Condition), applicable - [1d -
3mlL -
Vomiting (1d - Intramuscular])
Recovered/Resolved
-)
EU-EC- 14/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported I
10011601534 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 14/02/2022 | Spontaneous |Non Non Not available 12-17 |Not Female |No Hyperaesthesia (n/a |COMIRNATY Not reported I
10011601662 Healthcare |European Years |Specified - Unknown - Other  |[TOZINAMERAN] (S -
Professional | Economic Medically Important |COVID-19
Area Condition), immunisation - Not
applicable - [1d - n/a
Pain of skin (n/a - - n/a])
Unknown - Other
Medically Important
Condition),
Pruritus (n/a -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 14/02/2022 |Spontaneous |Non Non Not available 12-17 |Not Female |No Anaphylactic reaction |COMIRNATY [COLCHICINE] (C - I
10011601694 Healthcare |European Years |Specified - [TOZINAMERAN] (S - |Autoinflammatory disease -
Professional |Economic Recovered/Resolved |COVID-19 n/a - [n/a - n/a - n/al),
Area - Life Threatening, immunisation - Not
Caused/Prolonged applicable - [1d - n/a |[LORATADINE] (C -
Hospitalisation, - n/a]) Autoinflammatory disease -
Other Medically n/a - [n/a - n/a - n/al),
Important
Condition), [PREDNISOLONE] (C -
Autoinflammatory disease -
Autoinflammatory n/a - [n/a - n/a-n/al)
disease (n/a -
Unknown - Life
Threatening,
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),
Condition aggravated
(n/a - Unknown -
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Life Threatening,
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Dyspnoea (n/a -
Unknown - Life
Threatening,
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Obstructive airways
disorder (n/a -
Unknown - Life
Threatening,
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Rash (n/a - Not
Recovered/Not
Resolved - Life
Threatening,
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Tachycardia (n/a -
Unknown - Life
Threatening,
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Urticaria (n/a -
Unknown - Life
Threatening,
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Vaccination site
swelling (n/a -
Unknown - Life
Threatening,
Caused/Prolonged
Hospitalisation,
Other Medically
Important Condition)

EU-EC-
10011601701

14/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Body tinea (n/a -
Unknown - Other
Medically Important
Condition),

Immunisation (n/a -
Unknown - Other
Medically Important
Condition),

Off label use (n/a -
Unknown - Other
Medically Important
Condition),

Rash (n/a - Unknown
- Other Medically
Important
Condition),

Rash pruritic (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition)

COMIRNATY
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [n/a -
n/a - n/al)

Not reported

EU-EC-
10011601703

14/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Cyanosis (1d -
Recovered/Resolved

'

Headache (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),

Limb injury (n/a -
Unknown - ),

Pain in extremity
(n/a - Unknown - ),

Peripheral swelling
Recovered/Resolved
- Other Medically
Important
Condition),

Swelling (n/a -
Recovering/Resolving
- Other Medically
Important Condition)

COMIRNATY
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [n/a -
n/a - n/al)

Not reported

EU-EC-
10011601714

14/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

https://dap.ema.europa.eu/analytics/saw.dll?Go

Not available

12-17
Years

Not
Specified

Male

No

Inappropriate
schedule of product
administration (n/a -
Unknown - ),

COMIRNATY
[TOZINAMERAN] (S -
COVID-19
immunisation - Not

Not reported
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Lymphadenopathy  |applicable - [1d - n/a
(n/a - Not - n/a])
Recovered/Not
Resolved - Other
Medically Important
Condition),
Lymphangitis (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition),
Pyrexia (1d -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 14/02/2022 | Spontaneous |Non Non Not available 12-17 |Not Male No COVID-19 (3d - COMIRNATY Not reported I
10011601716 Healthcare |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Professional | Economic - Other Medically COVID-19
Area Important Condition) |immunisation - Not
applicable - [1d - n/a
- n/a])
EU-EC- 14/02/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Angioedema (n/a - |COMIRNATY Not reported I
10011602023 Professional |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Area - COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 14/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Immunisation COMIRNATY Not reported I
10011602188 Healthcare |Economic Years reaction (n/a - [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving |COVID-19
- immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 14/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Influenza like illness |COMIRNATY Not reported I
10011602192 Healthcare |Economic Years (24h - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |COVID-19
=), immunisation - n/a -
[1d - .3mL -
Malaise (3h - Intramuscular])
Recovered/Resolved
Menometrorrhagia
(20h -
Recovered/Resolved
Tremor (3h -
Recovered/Resolved
EU-EC- 14/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Tremor (n/a - Not COMIRNATY Not reported I
10011602205 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ) COVID-19
immunisation - n/a -
[1d - .3mL -
Intramuscular])
EU-EC- 14/02/2022 | Spontaneous |Non Non Not available 12-17 |Not Male No Abdominal pain (n/a |COMIRNATY Not reported I
10011602233 Healthcare |European Years |Specified - Not Recovered/Not |[TOZINAMERAN] (S -
Professional | Economic Resolved - Other COVID-19
Area Medically Important |immunisation - Not
Condition), applicable - [n/a -
n/a - n/al)
Decreased appetite
(n/a - Unknown -
Other Medically
Important
Condition),
Nausea (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Vomiting (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 14/02/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Peripheral swelling ~ |COMIRNATY Not reported I
10011602255 Professional |European Years |Specified (n/a - Unknown - [TOZINAMERAN] (S -
Economic Other Medically COVID-19
Area Important Condition) |immunisation - Not
applicable - [1d - n/a
- n/a])
EU-EC- 14/02/2022 |Spontaneous |Non Non Not available 12-17 |Not Male No Abdominal pain COMIRNATY Not reported I
10011602257 Healthcare |European Years |Specified upper (n/a - Not [TOZINAMERAN] (S -
Professional |Economic Recovered/Not COVID-19
Area Resolved - Other immunisation - Not
Medically Important |applicable - [n/a -
Condition), n/a - n/a])
Chest discomfort
(n/a - Unknown -
Other Medically
Important
Condition),
Chest pain (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Costochondritis (n/a
- Not Recovered/Not
Resolved - Other
Medically Important
Condition),
Dyspnoea (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
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Condition),
Dyspnoea exertional
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 14/02/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Feeling hot (n/a - COMIRNATY Not reported I
10011602266 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Economic =) COVID-19
Area immunisation - Not
Syncope (n/a - applicable - [1d - n/a
Recovered/Resolved |- n/a])
- Other Medically
Important Condition)
EU-EC- 14/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Amenorrhoea (n/a - |COMIRNATY Not reported I
10011602347 Professional |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Area - COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 14/02/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Hypotension (n/a - |COMIRNATY Not reported I
10011602374 Professional |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Area =) COVID-19
immunisation - Not
Immunisation applicable - [1d -
reaction (n/a - 1{DF} -
Recovered/Resolved |Intramuscular])
-)
EU-EC- 14/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Influenza like illness |COMIRNATY Not reported I
10011602882 Healthcare |Economic Years (éd - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |COVID-19
=), immunisation - Not
applicable - [n/a -
Pyrexia (6d - AmL -
Recovered/Resolved |Intramuscular])
- Other Medically
Important Condition)
EU-EC- 14/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported I
10011602956 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a-n/a-[n/a-n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 14/02/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported I
10011602957 Professional | Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 14/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported I
10011602962 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a-n/a-[n/a-n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 14/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No COVID-19 (3d - COMIRNATY Not reported I
10011603095 Professional |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Area - Other Medically COVID-19
Important immunisation - Not
Condition), applicable - [1d - n/a
- Intramuscular])
Drug ineffective (3d -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 14/02/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported I
10011603297 Professional | Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 14/02/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported I
10011603482 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 14/02/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported I
10011603623 Professional | Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 14/02/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Myocarditis (n/a-  |COMIRNATY Not reported I
10011603647 Professional |Economic Years |Specified Unknown - [TOZINAMERAN] (S -
Area Caused/Prolonged Immunisation - n/a -
Hospitalisation) [n/a - 3{DF} - n/a])
EU-EC- 14/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Arthralgia (2d - COMIRNATY Not reported I
10011603917 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a -
[n/a - n/a - n/a])
Influenza (2d -
Recovering/Resolving
Vaccination site pain
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(2d -
Recovering/Resolving
EU-EC- 14/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported I
10011603919 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 14/02/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported I
10011603920 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a-n/a-[n/a-n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 14/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported I
10011603926 Professional | Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 14/02/2022 |Spontaneous |Healthcare |Non Park, J.. Self-limited myocarditis |12-17 |Not Male No Headache (n/a - TOZINAMERAN Not reported I
10011604153 Professional |European |presenting with chest pain and Years |Specified Unknown - ), [TOZINAMERAN] (S -
Economic |ST segment elevation in COVID-19
Area adolescents after vaccination with Myocarditis (n/a - immunisation - Not
the BNT162b2 mRNA vaccine. Recovered/Resolved |applicable - [n/a -
Cardiology in the Young. - Caused/Prolonged |n/a - n/al)
2021;32(1):146-149. Hospitalisation,
doi:10.1017/51047951121002547 Other Medically
Park, J.. Self-limited myocarditis Important
presenting with chest pain and Condition),
ST segment elevation in
adolescents after vaccination with Pyrexia (n/a -
the BNT162b2 mRNA vaccine. Unknown - ),
Cardiology in the Young.
2022;32(1):146-149. Vaccination site pain
doi:10.1017/51047951121002547 (n/a - Unknown - )
EU-EC- 14/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Myocarditis (n/a - COMIRNATY Not reported I
10011604261 Professional |Economic Years |Specified Unknown - [TOZINAMERAN] (S -
Area Caused/Prolonged Immunisation - n/a -
Hospitalisation) [n/a - 3{DF} - n/a])
EU-EC- 14/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Lymphadenitis (n/a - |COMIRNATY Not reported I
10011604837 Professional |Economic Years Not Recovered/Not |[TOZINAMERAN] (S -
Area Resolved - Disabling) |COVID-19
immunisation - Not
applicable - [1d - n/a
- n/a])
EU-EC- 14/02/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Abdominal [TOZINAMERAN] (S - | COMIRNATY I
10011604931 Healthcare |Economic Years |Specified discomfort (n/a - n/a - Unknown - [n/a |[TOZINAMERAN] (C -
Professional |Area Recovering/Resolving |- n/a - n/a]) COVID-19 immunisation -
=) n/a - [n/a - n/a - n/a])
Insomnia (n/a -
Recovering/Resolving
=
Peripheral swelling
(n/a - Not
Recovered/Not
Resolved - ),
Pyrexia (n/a -
Recovering/Resolving
EU-EC- 14/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Headache (n/a - Not |COMIRNATY Not reported I
10011605014 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), Immunisation - n/a -
[n/a - n/a - n/a])
Myalgia (n/a - Not
Recovered/Not
Resolved - ),
Vaccination site pain
(n/a-
Recovered/Resolved
EU-EC- 14/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Rash (3d - COMIRNATY Not reported I
10011605151 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a -
[n/a - n/a - n/a])
Vomiting (3d -
Recovering/Resolving
EU-EC- 14/02/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Seizure (n/a - COMIRNATY Not reported I
10011605414 Professional |European Years | Specified Recovered/Resolved |[TOZINAMERAN] (S -
Economic - Other Medically COVID-19
Area Important Condition) \immunisation - Not
applicable - [n/a -
n/a - n/al)
EU-EC- 13/02/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported I
10011590967 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a -n/a-[n/a-n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 13/02/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Headache (0d - COMIRNATY Not reported I
10011591097 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) n/a-nfa-[n/a-n/a
- n/al)
Nausea (0d -
Recovered/Resolved
Pyrexia (n/a -
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Recovering/Resolving
EU-EC- 13/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported I
10011591139 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 13/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Application site pain | COMIRNATY Not reported I
10011591184 Healthcare |Economic Years (n/a- [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |n/a - n/a - [n/a - n/a
=) - n/a])
Chills (n/a -
Recovered/Resolved
=)
Fatigue (n/a -
Recovered/Resolved
=)
Headache (n/a -
Recovered/Resolved
EU-EC- 13/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Dizziness (n/a - COMIRNATY Not reported I
10011591221 Healthcare |Economic Years Unknown - ), [TOZINAMERAN] (S -
Professional |Area n/a-n/a-[n/a-n/a
Heavy menstrual - n/a])
bleeding (n/a -
Unknown - ),
Nausea (n/a -
Unknown - ),
Pyrexia (n/a -
Unknown - )
EU-EC- 13/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported I
10011591240 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 13/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Arthralgia (n/a - Not |COMIRNATY Not reported I
10011591243 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), n/a-nfa-[n/a-n/a
- n/a])
Headache (n/a - Not
Recovered/Not
Resolved - ),
Nausea (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 13/02/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported I
10011591260 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a-n/a-[n/a-n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 13/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent | Male No Headache (n/a - COMIRNATY Not reported I
10011591289 Professional |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Area =) n/a-n/a-[n/a-n/a
- n/a])
Nausea (n/a -
Recovered/Resolved
EU-EC- 13/02/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported I
10011591297 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 13/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Headache (n/a - Not |COMIRNATY Not reported I
10011591379 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ) n/a-n/a-[n/a-n/a
- n/al)
EU-EC- 13/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent Male No COVID-19 (n/a - COMIRNATY Not reported I
10011591391 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 13/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent | Male No COVID-19 (n/a - COMIRNATY Not reported I
10011591471 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 13/02/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported I
10011591502 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 13/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported I
10011591537 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
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Medically Important
Condition),

Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)

nfa-nfa-[n/a-n/a
- Intramuscular])

EU-EC-
10011591653

13/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

COVID-19 (n/a -
Unknown - Other
Medically Important
Condition),

Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)

COMIRNATY
[TOZINAMERAN] (S -
n/a-nfa-[n/a-n/a
- Intramuscular])

Not reported

EU-EC-
10011591705

13/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

COVID-19 (n/a -
Unknown - Other
Medically Important
Condition),

Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)

COMIRNATY
[TOZINAMERAN] (S -
n/a-n/a-[n/a-n/a
- Intramuscular])

Not reported

EU-EC-
10011591724

13/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Dizziness (3d -
Recovering/Resolving
=

Loss of
consciousness (3d -
Recovering/Resolving
- Other Medically
Important
Condition),

Migraine (3d -
Recovering/Resolving

)

Nausea (3d -
Recovering/Resolving

g

Paraesthesia (3d -
Recovering/Resolving

'

Seizure (3d -
Recovering/Resolving

4

Syncope (3d -
Recovering/Resolving
- Other Medically
Important Condition)

COMIRNATY
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])

Not reported

EU-EC-
10011591878

13/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

COVID-19 (n/a -
Unknown - Other
Medically Important
Condition),

Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)

COMIRNATY
[TOZINAMERAN] (S -
n/a-n/fa-[n/a-n/a
- Intramuscular])

Not reported

EU-EC-
10011591893

13/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Arthralgia (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

Chills (1d -
Recovering/Resolving
- Other Medically
Important
Condition),

Fatigue (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

Lymphadenopathy
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

Nausea (1d -
Recovered/Resolved
- Other Medically
Important
Condition),

Night sweats (1d -
Recovering/Resolving
- Other Medically
Important
Condition),

Presyncope (1d -
Recovered/Resolved
- Other Medically
Important Condition)

[TOZINAMERAN] (S -
n/a - Unknown - [n/a

- n/a - n/a])

Not reported

EU-EC-
10011592204

13/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Tachycardia (33d -
Recovered/Resolved

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -

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

Not reported

EU-EC-
10011592234

13/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Influenza like illness

Recovering/Resolving

)

Pyrexia (6d -
Recovering/Resolving

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -
[n/a - n/a - n/a])

Not reported

https://dap.ema.europa.eu/analytics/saw.dll?Go
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EU-EC- 13/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Menstrual disorder | COMIRNATY Not reported I
10011592237 Healthcare |Economic Years (36d - [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving | Immunisation - n/a -
- [n/a - n/a - n/a])
EU-EC- 13/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Amenorrhoea (134d | COMIRNATY Not reported I
10011592238 Healthcare |Economic Years - [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving |Immunisation - n/a -
- [n/a - n/a - n/a])
EU-EC- 13/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Genital herpes (n/a - |COMIRNATY Not reported I
10011592246 Healthcare |Economic Years Not Recovered/Not |[TOZINAMERAN] (S -
Professional |Area Resolved - ) Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 13/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent | Male No Arthralgia (1d - COMIRNATY Not reported I
10011592256 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area -) Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 13/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Lymphadenopathy | COMIRNATY Not reported I
10011592261 Healthcare |Economic Years (1d - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not Immunisation - n/a -
Resolved - ) [n/a - n/a - n/a])
EU-EC- 13/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Arrhythmia (73d - COMIRNATY Not reported I
10011592264 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area - Other Medically Immunisation - n/a -
Important [n/a - n/a - n/a])
Condition),
Dyspnoea (78d -
Recovering/Resolving
EU-EC- 13/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Abdominal pain (16d |COMIRNATY Not reported I
10011592401 Healthcare |Economic Years - [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving |Immunisation - n/a -
- Caused/Prolonged |[n/a - n/a - n/a])
Hospitalisation)
EU-EC- 12/02/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Fatigue (n/a - COMIRNATY Not reported I
10011587967 Healthcare |Economic Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area =) COVID-19
immunisation - Not
Pain in extremity applicable - [n/a -
(n/a- 1{DF} -
Recovering/Resolving |Intramuscular])
=)
Pyrexia (n/a -
Recovering/Resolving
-)
EU-EC- 12/02/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Headache (n/a - Not |COMIRNATY Not reported I
10011587996 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19
immunisation - Not
Peripheral coldness |applicable - [n/a -
(n/a - Not 1{DF} -
Recovered/Not Intramuscular])
Resolved - ),
Vertigo (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 12/02/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Chest pain (n/a - Not | COMIRNATY Not reported I
10011588009 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - Disabling) |COVID-19
immunisation -
Unknown - [n/a - n/a
- Intramuscular])
EU-EC- 12/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Bone pain (2d - COMIRNATY Not reported I
10011588288 Professional | Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Area =) COvID-19
immunisation - n/a -
Headache (2d - [n/a - 1{DF} -
Recovered/Resolved |Intramuscular])
=
Pyrexia (2d -
Recovered/Resolved
EU-EC- 12/02/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Dizziness (n/a - Not |COMIRNATY Not reported I
10011588296 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - COVID-19
Caused/Prolonged immunisation - n/a -
Hospitalisation) [n/a-n/a-
Intramuscular])
EU-EC- 12/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Abdominal pain COMIRNATY Not reported I
10011588300 Professional |Economic Years |Specified upper (3d - [TOZINAMERAN] (S -
Area Recovered/Resolved |COVID-19
=) immunisation - n/a -
[n/a - 1{DF} -
Body temperature Intramuscular])
decreased (3d -
Recovered/Resolved
Diarrhoea (3d -
Recovered/Resolved
=k
Headache (3d -
Recovered/Resolved
=)
Nausea (3d -
Recovered/Resolved
=)
Pain in extremity (3d
Recovered/Resolved
EU-EC- 12/02/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Fatigue (n/a - COMIRNATY Not reported I
10011588392 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) COVID-19
immunisation - n/a -
Headache (n/a - [n/a - 1{DF} - n/a])
Recovered/Resolved
=
Pain in extremity
(n/a-
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Recovered/Resolved
EU-EC- 12/02/2022 |Spontaneous |Non European |Not available 12-17 |Child Female |No Lymphadenopathy | COMIRNATY Not reported I
10011589518 Healthcare |Economic Years - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |COVID-19
=) immunisation - Not
applicable - [n/a -
Pain in extremity (3d |1{DF} -
- Intramuscular])
Recovered/Resolved
=
Pyrexia (3d -
Recovered/Resolved
EU-EC- 12/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported I
10011589606 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 12/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Lymphadenopathy ~ |COMIRNATY Not reported I
10011589692 Healthcare |Economic Years (7d - [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving | Immunisation - n/a -
=) [n/a - n/a - n/a])
Oropharyngeal pain
(7d -
Recovering/Resolving
EU-EC- 12/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Heavy menstrual COMIRNATY Not reported I
10011589695 Healthcare |Economic Years bleeding (20d - Not |[TOZINAMERAN] (S -
Professional |Area Recovered/Not Immunisation - n/a -
Resolved - ), [n/a - n/a - n/a])
Menstruation
irregular (20d - Not
Recovered/Not
Resolved - )
EU-EC- 12/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Oligomenorrhoea COMIRNATY Not reported I
10011589696 Healthcare |Economic Years (82d - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not Immunisation - n/a -
Resolved - ) [n/a - n/a - n/a])
EU-EC- 12/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent Male No Chills (1d - COMIRNATY Not reported I
10011589697 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a -
[n/a - n/a - n/a])
Diarrhoea (1d -
Recovered/Resolved
=)
Lymphadenopathy
(6d -
Recovering/Resolving
Vomiting (1d -
Recovered/Resolved
-)
EU-EC- 12/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Headache (25d - Not |COMIRNATY Not reported I
10011589699 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ) Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 12/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Heavy menstrual COMIRNATY Not reported I
10011589700 Healthcare |Economic Years bleeding (20d - Not |[TOZINAMERAN] (S -
Professional |Area Recovered/Not Immunisation - n/a -
Resolved - ), [n/a - n/a - n/a])
Menstruation
irregular (20d - Not
Recovered/Not
Resolved - )
EU-EC- 12/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Headache (7d - COMIRNATY Not reported I
10011589701 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a -
[n/a - n/a - n/a])
Lymphadenopathy
(7d -
Recovered/Resolved
Vaccination site
oedema (7d -
Recovered/Resolved
-)
EU-EC- 12/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Arthralgia (19d - Not |COMIRNATY Not reported I
10011589702 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), Immunisation - n/a -
[n/a - n/a - n/a])
Joint swelling (19d -
Not Recovered/Not
Resolved - ),
Skin discolouration
(19d - Not
Recovered/Not
Resolved - )
EU-EC- 12/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported I
10011589759 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 12/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported I
10011589866 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
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Other Medically
Important Condition)

EU-EC-
10011589907

12/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Dermatitis (196d -
Recovered/Resolved

=)

Menstrual disorder
(174d -
Recovered/Resolved

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -

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

Not reported

EU-EC-
10011589908

12/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Angina pectoris (27d

Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Arrhythmia (27d -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Dizziness (27d -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Dyspnoea (27d -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Fatigue (27d -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Headache (27d -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Nausea (27d -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Pruritus (27d -
Recovered/Resolved
With Sequelae -
Caused/Prolonged
Hospitalisation),

Pruritus (27d -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Syncope (27d -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Visual impairment
(27d -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Vomiting (27d -
Recovered/Resolved
With Sequelae -
Caused/Prolonged
Hospitalisation)

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -
[n/a - n/a - n/a])

Not reported

EU-EC-
10011589911

12/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Menstrual disorder
(n/a -
Recovered/Resolved

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -

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

Not reported

EU-EC-
10011589912

12/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Syncope (0d -
Recovered/Resolved
- Other Medically
Important Condition)

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -
[n/a - n/a - n/a])

Not reported

EU-EC-
10011589914

12/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

Haematuria (n/a -
Recovered/Resolved
With Sequelae -
Caused/Prolonged
Hospitalisation),

Microscopic
polyangiitis (n/a -
Recovered/Resolved
With Sequelae -
Caused/Prolonged
Hospitalisation),

Proteinuria (n/a -
Recovered/Resolved
With Sequelae -
Caused/Prolonged
Hospitalisation)

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -

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

Not reported

EU-EC-
10011589915

12/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

Injection site
swelling (n/a -
Unknown - ),

Lymphadenopathy
(n/a - Unknown - )

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -
[n/a - n/a - n/a])

Not reported

EU-EC-
10011589916

12/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

Poor peripheral
circulation (0d -
Recovered/Resolved
=)

Skin discolouration
(od -
Recovered/Resolved

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -
[n/a-n/a-
Intramuscular])

Not reported

EU-EC-
10011589917

12/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

Fatigue (10d -
Recovered/Resolved

-)

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -

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

Not reported

https://dap.ema.europa.eu/analytics/saw.dll?Go
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EU-EC- 12/02/2022

10011589919

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Run Line Listing Report

Adolescent

Female

No

Angina pectoris (11d
- Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Cardiovascular
disorder (11d - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Dizziness (11d - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Dyspnoea (11d - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Influenza like illness
(11d - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Pyrexia (11d - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -
[n/a-n/a-
Intramuscular])

Not reported

EU-EC-
10011589921

12/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Arrhythmia (7d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Dizziness (7d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Fatigue (7d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Hypotension (7d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Injection site
erythema (7d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Myalgia (7d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Nausea (7d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Presyncope (7d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Rash (7d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Vaccination site
oedema (7d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Vomiting (7d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -

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

Not reported

EU-EC-
10011589928

12/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Anxiety (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Disturbance in
attention (30d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Fatigue (30d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Headache (30d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Memory impairment
(30d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -
[n/a - n/a - n/a])

Not reported

https://dap.ema.europa.eu/analytics/saw.dll?Go
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EU-EC- 12/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Influenza like illness |COMIRNATY Not reported I
10011589932 Healthcare |Economic Years (3d- [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving | Immunisation - n/a -
=) [n/a - n/a - n/a])
Nausea (3d -
Recovering/Resolving
EU-EC- 12/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Injection site pain COMIRNATY Not reported I
10011589933 Healthcare |Economic Years - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved | Immunisation - n/a -
=) [n/a - n/a - n/a])
Paraesthesia (24d -
Recovering/Resolving
EU-EC- 12/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Formication (14d - |COMIRNATY Not reported I
10011589935 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area - Caused/Prolonged | Immunisation - n/a -
Hospitalisation), [n/a - n/a - n/a])
Muscular weakness
(14d -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Myalgia (14d -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Tremor (14d -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 12/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Influenza like illness |COMIRNATY Not reported I
10011589937 Healthcare |Economic Years (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not Immunisation - n/a -
Resolved - ), [n/a - n/a - n/a])
Tachycardia (n/a -
Not Recovered/Not
Resolved - )
EU-EC- 12/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Somnambulism (3d - |COMIRNATY Not reported I
10011589944 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area -) Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 12/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Menstrual disorder | COMIRNATY Not reported I
10011589947 Healthcare |Economic Years (29d - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |Immunisation - n/a -
- [n/a - n/a - n/a])
EU-EC- 12/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Asthenia (3d - COMIRNATY Not reported I
10011589948 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =), Immunisation - n/a -
[n/a-n/a-
Body temperature Subcutaneous])
increased (3d -
Recovered/Resolved
=)
Feeling cold (3d -
Recovered/Resolved
=)
Headache (3d -
Recovered/Resolved
EU-EC- 12/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Rash (0d - COMIRNATY Not reported I
10011589957 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area - Immunisation - n/a -
[n/a-n/a-
Intramuscular])
EU-EC- 12/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Rash (27d - COMIRNATY Not reported I
10011589958 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area - Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 12/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Arrhythmia (n/a - COMIRNATY Not reported I
10011589961 Healthcare |Economic Years Not Recovered/Not  |[TOZINAMERAN] (S -
Professional |Area Resolved - Immunisation - n/a -
Caused/Prolonged [n/a - n/a - n/a])
Hospitalisation),
Chest pain (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Dizziness (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 12/02/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Dizziness (2d - COMIRNATY Not reported I
10011589962 Healthcare |Economic Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a -
[n/a - n/a - n/a])
Feeling hot (2d -
Recovering/Resolving
Vomiting (2d -
Recovering/Resolving
EU-EC- 12/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Lymphadenopathy | COMIRNATY Not reported I
10011589963 Healthcare |Economic Years (2d - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |Immunisation - n/a -
- [n/a - n/a - n/a])
EU-EC- 12/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Infectious COMIRNATY Not reported I
10011589966 Healthcare |Economic Years mononucleosis (18d |[TOZINAMERAN] (S -
Professional |Area - Immunisation - n/a -
Recovering/Resolving |[n/a - n/a - n/a])
=
Lymphadenopathy
(18d -
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Recovering/Resolving
EU-EC- 12/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Headache (3d - COMIRNATY Not reported I
10011589967 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a -
[n/a - n/a - n/a])
Injection site pain
(4d - Unknown - ),
Limb discomfort (3d
- Unknown - ),
Pyrexia (1d -
Recovered/Resolved
EU-EC- 12/02/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Fatigue (5d - COMIRNATY Not reported I
10011590098 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) COVID-19
immunisation - Not
Headache (2d - applicable - [n/a -
Recovered/Resolved |1{DF} - n/a])
=)
Injection site pain
Recovered/Resolved
=
Malaise (5d -
Recovered/Resolved
Myalgia (2d -
Recovered/Resolved
=)
Nausea (4d -
Recovered/Resolved
-
Pyrexia (1d -
Recovered/Resolved
EU-EC- 12/02/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Chills (n/a - Not COMIRNATY Not reported I
10011590195 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), n/a-nfa-[n/a-n/a
- n/a])
Headache (n/a - Not
Recovered/Not
Resolved - ),
Nausea (n/a - Not
Recovered/Not
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 12/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported I
10011590244 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 12/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported I
10011590252 Professional | Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 12/02/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported I
10011590438 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 12/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Ageusia (1d - COMIRNATY 30 Not reported I
10011590460 Healthcare |Economic Years Recovered/Resolved |MICROGRAMS/DOSE
Professional |Area =) DISPERSION FOR
INJECTION COVID-
Dizziness (1d - 19 MRNA VACCINE
Recovered/Resolved |(NUCLEOSIDE
- MODIFIED)
[TOZINAMERAN] (S -
Immunisation - Not
applicable - [n/a -
.3mlL -
Intramuscular])
EU-EC- 12/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported I
10011590562 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 12/02/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported I
10011590717 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 11/02/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Alopecia (n/a - Not  |COMIRNATY Not reported I
10011572293 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COvID-19
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Headache (n/a - Not
Recovered/Not
Resolved - ),

Intermenstrual
bleeding (n/a - Not
Recovered/Not
Resolved - ),

Menstruation
irregular (n/a - Not
Recovered/Not
Resolved - )

immunisation - n/a -
[n/a-.3mL -
Intramuscular])

EU-EC-
10011572346

11/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Aphthous ulcer (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Diarrhoea (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Lymphadenopathy
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)

COMIRNATY
[TOZINAMERAN] (S -
Immunisation -
Unknown - [n/a -
30ug -
Intramuscular])

Not reported

EU-EC-
10011572520

11/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Abdominal pain
upper (n/a -
Recovering/Resolving
=)

Asthenia (n/a -
Recovering/Resolving
=)

Fatigue (n/a -
Recovering/Resolving

'

Pain in extremity
(n/a -
Recovering/Resolving

4

Pyrexia (n/a -
Recovering/Resolving

4

Vomiting (n/a -
Recovering/Resolving
-)

COMIRNATY
[TOZINAMERAN] (S -
COVID-19
immunisation - n/a -
[n/a-.3mL -
Intramuscular])

Not reported

EU-EC-
10011572617

11/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Acute disseminated
encephalomyelitis
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Acute vestibular
syndrome (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Myelin
oligodendrocyte
glycoprotein
antibody-associated
disease (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Pyramidal tract
syndrome (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Urinary retention
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)

COMIRNATY
[TOZINAMERAN] (S -
COVID-19
immunisation -
Unknown - [n/a - n/a
- Intramuscular])

Not reported

EU-EC-
10011572634

11/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Orthostatic
hypotension (0d -
Recovered/Resolved
- Other Medically
Important
Condition),

Syncope (0d -
Recovered/Resolved
- Other Medically
Important Condition)

COMIRNATY
[TOZINAMERAN] (S -
CovID-19
immunisation - n/a -
[n/a-.3mL-
Intramuscular])

Not reported

EU-EC-
10011572833

11/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Pericardial effusion
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

Pericarditis (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition)

COMIRNATY
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])

[LEVOTHYROXINE SODIUM] |I¢
(C - Thyroiditis - n/a - [n/a -

n/a - n/al)

EU-EC- 11/02/2022

https://dap.ema.europa.eu/analytics/saw.dll?Go

Spontaneous

Non

Non

Not available

12-17

Female

Agitation (6d -

COMIRNATY

Not reported
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10011573141

Healthcare
Professional

European
Economic
Area

Years

Run Line Listing Report

Specified

Recovered/Resolved
- Other Medically
Important
Condition),

Anxiety (6d -
Recovered/Resolved
- Other Medically
Important
Condition),

Depressed mood (6d

Recovered/Resolved
- Other Medically
Important
Condition),

Inappropriate
schedule of product
administration (n/a -
Unknown - ),

Insomnia (6d -
Recovered/Resolved
- Other Medically
Important
Condition),

Menstrual disorder
(6d -
Recovered/Resolved
- Other Medically
Important
Condition),

Menstruation
irregular (6d -
Recovered/Resolved
- Other Medically
Important
Condition),

Nightmare (6d -
Recovered/Resolved
- Other Medically
Important Condition)

[TOZINAMERAN] (S -
COvID-19
immunisation - Not
applicable - [1d - n/a
- n/a)

EU-EC-
10011573653

11/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Loss of
consciousness (90s -
Recovered/Resolved

4

Presyncope (0d -
Recovered/Resolved

-)

COMIRNATY
[TOZINAMERAN] (S -
n/a - Not applicable -
[n/a - n/a - n/a])

Not reported

EU-EC-
10011573687

11/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Dizziness (n/a -
Unknown - ),

Fall (n/a - Unknown -

)

Loss of
consciousness (30s -
Recovered/Resolved

COMIRNATY
[TOZINAMERAN] (S -
n/a - Not applicable -
[n/a - n/a - n/a])

Not reported

EU-EC-
10011574210

11/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Pyrexia (1%h -
Recovered/Resolved
- Disabling),

Seizure (1h -
Recovered/Resolved
- Disabling),

Vaccination site
abscess (6d -
Recovered/Resolved
- Disabling)

TOZINAMERAN
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [1d - n/a
- Intramuscular])

Not reported

EU-EC-
10011574223

11/02/2022

https://dap.ema.europa.eu/analytics/saw.dll?Go

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Chest pain (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Disabling),

Chills (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Disabling),

Delirium (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Disabling, Other
Medically Important
Condition),

Dyspnoea (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Disabling),

Myocarditis (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Disabling, Other
Medically Important
Condition),

Neuralgia (n/a - Not
Recovered/Not
Resolved -

TOZINAMERAN
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [1d - n/a
- n/al)

Not reported
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Caused/Prolonged
Hospitalisation,
Disabling),
Pain (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Disabling),
Pyrexia (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Disabling)
EU-EC- 11/02/2022 |Spontaneous |Non Non Not available 12-17 |Not Female |No Abdominal pain COMIRNATY FLUENZ TETRA I
10011574239 Healthcare |European Years |Specified upper (n/a - [TOZINAMERAN] (S - |[A/GUANGDONG-
Professional |Economic Recovered/Resolved |COVID-19 MAONAN/SWL1536/2019
Area - Other Medically immunisation - Not  |(H1N1)PDMQ9 - LIKE
Important applicable - [n/a - STRAIN (A/HAWATII/66/2019,
Condition), n/a - n/a]) MEDI 326775), A/HONG
KONG/2671/2019 (H3N2) -
Fatigue (n/a - LIKE STRAIN (A/HONG
Recovered/Resolved KONG/2671/2019, MEDI
- Other Medically 325078),
Important B/PHUKET/3073/2013 - LIKE
Condition), STRAIN
(B/PHUKET/3073/2013,
Heavy menstrual MEDI 306444),
bleeding (n/a - Not B/WASHINGTON/02/2019 -
Recovered/Not LIKE STRAIN
Resolved - Other (B/WASHINGTON/02/2019,
Medically Important MEDI 323797),
Condition), A/TEXAS/50/2012 (H3N2)-
LIKE STRAIN
Vomiting (1d - (A/TEXAS/50/2012, MEDI
Recovered/Resolved 237514),
- Other Medically B/BRISBANE/60/2008
Important Condition) (VICTORIA LINEAGE)-LIKE
STRAIN
(B/BRISBANE/60/2008, MEDI
228030),
B/MASSACHUSETTS/2/2012
(YAMAGATA LINEAGE)-LIKE
STRAIN
(B/MASSACHUSETTS/2/2012,
MEDI 237751),
A/CALIFORNIA/7/2009
(H1N1)PDMO9-LIKE STRAIN
(A/CALIFORNIA/7/2009,
MEDI 228029),
B/BRISBANE/60/2008
(VICTORIA LINEAGE)-LIKE
STRAIN
(B/BRISBANE/60/2008, MEDI
228030),
A/CALIFORNIA/7/2009
(H1N1)PDMO9-LIKE STRAIN
(A/BOLIVIA/559/2013, MEDI
255962),
B/PHUKET/3073/2013
(YAMAGATA LINEAGE)-LIKE
STRAIN
(B/PHUKET/3073/2013,
MEDI 254977), A/HONG
KONG/4801/2014 (H3N2)-
LIKE STRAIN (A/NEW
CALEDONIA/71/2014, MEDI
263122),
B/PHUKET/3073/2013
(YAMAGATA LINEAGE)-LIKE
STRAIN
(B/PHUKET/3073/2013,
MEDI 254977),
A/MICHIGAN/45/2015
(HIN1)PDMO9 - LIKE
STRAIN
(A/SLOVENIA/2903/2015,
MEDI 279432),
A/SINGAPORE/INFIMH-16-
0019/2016 (H3N2)-LIKE
STRAIN
(A/SINGAPORE/INFIMH-16-
0019/2016, MEDI 291690),
B/COLORADO/06/2017-LIKE
STRAIN
(B/COLORADO/06/2017,
MEDI 293454)] (C -
Immunisation - n/a - [n/a -
n/a - n/al)
EU-EC- 11/02/2022 | Spontaneous |Non Non Not available 12-17 |Not Female |No Arthralgia (n/a - Not |COMIRNATY LEVETIRACETAM I
10011574462 Healthcare |European Years |Specified Recovered/Not [TOZINAMERAN] (S - |[LEVETIRACETAM] (C -
Professional | Economic Resolved - Other COVID-19 Epilepsy - n/a - [n/a - n/a -
Area Medically Important |immunisation - Not  |n/al),
Condition), applicable - [1d - n/a
- n/al]) NOVORAPID [INSULIN
Inappropriate ASPART] (C - n/a - n/a - [n/a
schedule of product -n/a-n/a]),
administration (n/a -
Unknown - ), [CLOBAZAM] (C - n/a-n/a -
[n/a - n/a - n/a])
Myalgia (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 11/02/2022 |Spontaneous |Non European |Not available 12-17 |Not Not No Drug ineffective (n/a |COMIRNATY Not reported I
10011574470 Healthcare |Economic Years |Specified |Specified - Unknown - Other  |[TOZINAMERAN] (S -
Professional |Area Medically Important |COVID-19
Condition), immunisation - Not
applicable - [1d - n/a
Suspected COVID-19 |- n/a - More in
(n/a - Unknown - ICSR])
Other Medically
Important Condition)
EU-EC- 11/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Child Female |No Asthenia (3d - COMIRNATY Not reported I
10011574632 Professional |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
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Area =) CoviD-19
immunisation - n/a -
Pyrexia (3d - [n/a-.3mL-
Recovering/Resolving | Intramuscular])
EU-EC- 11/02/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Bedridden (24h - COMIRNATY Not reported I
10011574768 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) COVID-19
immunisation - Not
Cold sweat (n/a - applicable - [1d - n/a
Recovering/Resolving |- n/a])
=
Dizziness (n/a -
Recovering/Resolving
=)
Fatigue (n/a -
Recovering/Resolving
=)
Hyperhidrosis (n/a -
Recovering/Resolving
=
Nausea (n/a -
Recovering/Resolving
Pain (n/a -
Recovering/Resolving
=
Vaccination site
swelling (1wk -
Recovered/Resolved
-)
EU-EC- 11/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Myopericarditis (n/a - | COMIRNATY Not reported I
10011575249 Professional | Economic Years |Specified Not Recovered/Not  |[TOZINAMERAN] (S -
Area Resolved - Immunisation - n/a -
Caused/Prolonged [n/a - n/a - n/a])
Hospitalisation)
EU-EC- 11/02/2022 |Spontaneous |Non Non Not available 12-17 |Not Female |No Nausea (n/a - COMIRNATY Not reported I
10011575345 Healthcare |European Years |Specified Unknown - Other [TOZINAMERAN] (S -
Professional |Economic Medically Important |COVID-19
Area Condition), immunisation - Not
applicable - [n/a -
Somnolence (n/a- |n/a - n/al)
Unknown - Other
Medically Important
Condition),
Vomiting (1d -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 11/02/2022 |Spontaneous |Non Non Not available 12-17 |Not Male No Asthenia (n/a - Not |COMIRNATY Not reported I
10011575361 Healthcare |European Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional | Economic Resolved - Other COVID-19
Area Medically Important |immunisation - Not
Condition), applicable - [1d - n/a
- n/a])
Fatigue (n/a -
Unknown - Other
Medically Important
Condition),
Headache (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),
Inappropriate
schedule of product
administration (n/a -
Unknown - ),
Lymphadenopathy
(n/a-
Recovered/Resolved
- Other Medically
Important
Condition),
Myalgia (n/a -
Unknown - Other
Medically Important
Condition),
Pyrexia (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 11/02/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Dysmenorrhoea (n/a |COMIRNATY Not reported I
10011575607 Healthcare |Economic Years |Specified - Not Recovered/Not |[TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19
immunisation - Not
Menstruation delayed |applicable - [n/a -
(3mo - 1{DF} - n/a])
Recovered/Resolved
EU-EC- 11/02/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Dysmenorrhoea (n/fa |COMIRNATY ANTICONCEPTIEPIL [NOT I
10011575623 Healthcare |Economic Years |Specified - Not Recovered/Not |[TOZINAMERAN] (S - |AVAILABLE] (C-n/a-n/a -
Professional |Area Resolved - ), COvID-19 [n/a - n/a - n/a])
immunisation - Not
Menstruation applicable - [n/a -
irregular (n/a - Not  |1{DF} - n/a])
Recovered/Not
Resolved - )
EU-EC- 11/02/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Menstruation delayed | COMIRNATY Not reported I
10011575640 Healthcare |Economic Years |Specified (2mo - Unknown - ) |[TOZINAMERAN] (S -
Professional |Area COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 11/02/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Chest pain (10h - COMIRNATY Not reported I
10011575666 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
https://dap.ema.europa.eu/analytics/saw.dlI?Go 28/60
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Professional |Area - Caused/Prolonged |COVID-19
Hospitalisation) immunisation - Not
applicable - [n/a -
n/a - n/a])
EU-EC- 11/02/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Intermenstrual COMIRNATY Not reported I
10011576166 Healthcare |Economic Years |Specified bleeding (n/a - [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving |COVID-19
- immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 11/02/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Fatigue (n/a - COMIRNATY [ETHINYLESTRADIOL, I
10011576182 Healthcare |Economic Years | Specified Recovering/Resolving |[TOZINAMERAN] (S - |LEVONORGESTREL] (C - n/a
Professional |Area =) COvID-19 -n/a-[n/a-n/a-n/a])
immunisation - Not
Headache (1d - applicable - [n/a -
Recovered/Resolved |1{DF} - n/a])
=)
Intermenstrual
bleeding (n/a - Not
Recovered/Not
Resolved - ),
Malaise (3d -
Recovered/Resolved
Nausea (1d -
Recovered/Resolved
EU-EC- 11/02/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Dysmenorrhoea (n/a |COMIRNATY Not reported I
10011576193 Healthcare |Economic Years |Specified - Not Recovered/Not |[TOZINAMERAN] (S -
Professional |Area Resolved - ), COvID-19
immunisation - Not
Heavy menstrual applicable - [n/a -
bleeding (n/a - Not |1{DF} - n/a])
Recovered/Not
Resolved - ),
Polymenorrhoea (n/a
- Not Recovered/Not
Resolved - )
EU-EC- 11/02/2022 |Spontaneous |Non European |Not available 12-17 |Child Male No Abdominal pain COMIRNATY 10 Not reported I
10011576353 Healthcare |Economic Years upper (n/a - MICROGRAMS/DOSE
Professional |Area Recovered/Resolved |[TOZINAMERAN] (S -
=) COVID-19
immunisation -
Erythema (n/a - Unknown - [n/a - n/a
Recovered/Resolved |- n/a])
=
Hypersensitivity (n/a
Recovered/Resolved
=)
Hypoaesthesia (1min
Recovered/Resolved
=
Nausea (n/a -
Recovered/Resolved
=)
Swelling face (n/a -
Recovered/Resolved
=)
Throat tightness (n/a
Recovered/Resolved
EU-EC- 11/02/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Menarche (n/a - COMIRNATY Not reported I
10011576797 Healthcare |Economic Years |Specified Unknown -) [TOZINAMERAN] (S -
Professional |Area COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 11/02/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Amenorrhoea (nfa - |COMIRNATY Not reported I
10011576870 Healthcare |Economic Years |Specified Not Recovered/Not  |[TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19
immunisation - Not
Chills (n/a - applicable - [n/a -
Unknown - ), n/a - n/a])
Fatigue (n/a -
Unknown - ),
Headache (n/a -
Unknown - ),
Myalgia (n/a -
Unknown - )
EU-EC- 11/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Urticaria (n/a - COMIRNATY Not reported I
10011577475 Professional |Economic Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Area - Caused/Prolonged |n/a-n/a-[n/a-n/a
Hospitalisation, - n/al)
Other Medically
Important Condition)
EU-EC- 11/02/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Dizziness (n/a - Not |COMIRNATY Not reported I
10011577995 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19
immunisation - Not
Dysmenorrhoea (n/a |applicable - [n/a -
- Not Recovered/Not |1{DF} - n/a])
Resolved - ),
Injection site
swelling (5d -
Recovered/Resolved
-
Menstrual disorder
(n/a - Not
Recovered/Not
Resolved - ),
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Nausea (n/a - Not
Recovered/Not
Resolved - ),
Syncope (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 11/02/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Heavy menstrual COMIRNATY Not reported I
10011578026 Healthcare |Economic Years |Specified bleeding (n/a - Not |[TOZINAMERAN] (S -
Professional |Area Recovered/Not COVID-19
Resolved - ) immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 11/02/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Headache (n/a - Not |COMIRNATY Not reported I
10011578100 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), n/a-n/a-[n/a-n/a
- n/a])
Malaise (n/a - Not
Recovered/Not
Resolved - ),
Pyrexia (n/a -
Recovering/Resolving
=)
Vaccination site pain
(n/a-
Recovering/Resolving
Vaccination site
swelling (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 11/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Pericarditis (10d - COMIRNATY Not reported I
10011578315 Professional |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Area - Other Medically Immunisation - n/a -
Important Condition) |[n/a - 3{DF} - n/a])
EU-EC- 11/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent | Male No Rash (3d - Not COMIRNATY Not reported I
10011578332 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ) Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 11/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Pericarditis (n/a - COMIRNATY Not reported I
10011578349 Healthcare |Economic Years Not Recovered/Not  |[TOZINAMERAN] (S -
Professional |Area Resolved - Other Immunisation - n/a -
Medically Important |[n/a - 2{DF} - n/a])
Condition)
EU-EC- 11/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Dyspnoea (10min - | COMIRNATY Not reported I
10011578415 Professional |Economic Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Area - Caused/Prolonged |n/a-n/a-[n/a-n/a
Hospitalisation, - n/a])
Other Medically
Important
Condition),
Palpitations (1d -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation,
Other Medically
Important Condition)
EU-EC- 11/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Type 1 diabetes COMIRNATY Not reported I
10011578531 Healthcare |Economic Years mellitus (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not n/a - Not applicable -
Resolved - [n/a - n/a - n/a])
Caused/Prolonged
Hospitalisation)
EU-EC- 11/02/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Anaphylactic reaction | COMIRNATY [OLOPATADINE I
10011578930 Professional |European Years |Specified (n/a- [TOZINAMERAN] (S - |HYDROCHLORIDE] (C - n/a -
Economic Recovered/Resolved |COVID-19 n/a - [n/a - n/a - n/a])
Area - Other Medically immunisation - Not
Important applicable - [n/a -
Condition), n/a - n/a])
Dyspnoea (n/a -
Recovered/Resolved
=)
Hypersensitivity (n/a
Recovered/Resolved
Oropharyngeal
discomfort (n/a -
Recovered/Resolved
=)
Throat tightness (n/a
Recovered/Resolved
EU-EC- 11/02/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No COVID-19 (n/a - COMIRNATY Not reported I
10011578945 Professional |European Years |Specified Unknown - Other [TOZINAMERAN] (S -
Economic Medically Important |COVID-19
Area Condition), immunisation - Not
applicable - [n/a -
Drug ineffective (n/a |n/a - Unknown])
- Unknown - Other
Medically Important
Condition)
EU-EC- 11/02/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Cardiomyopathy (n/a | COMIRNATY Not reported I
10011578968 Professional |European Years |Specified - [TOZINAMERAN] (S -
Economic Recovering/Resolving |COVID-19
Area - Other Medically immunisation - Not
Important applicable - [n/a -
Condition), n/a - n/al)
Disease recurrence
(n/a-
Recovering/Resolving
Palpitations (n/a -
Recovering/Resolving
Pyrexia (n/a -
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Recovering/Resolving

)

Sinus tachycardia
(n/a-
Recovering/Resolving

'

Somatic symptom
disorder (n/a -
Recovering/Resolving

Tachyarrhythmia (n/a

Recovering/Resolving

-)

EU-EC-
10011578999

11/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Blood creatine
phosphokinase
increased (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Brain natriuretic
peptide increased
(n/a-
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Chest pain (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Electrocardiogram ST
segment depression
(n/a-
Recovering/Resolving
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Myocarditis (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Nausea (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Poor quality sleep
(n/a-
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Pyrexia (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Troponin T increased
(n/a-
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Viral myocarditis (n/a
- Unknown -
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Vomiting (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)

COMIRNATY
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [1d - n/a
- n/a])

ABILIFY [ARIPIPRAZOLE] (C
- Autism spectrum disorder -

n/a - [n/a - n/a - Oral])

I

EU-EC-
10011579004

11/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Not
Specified

Pruritus (n/a - Not
Recovered/Not
Resolved - ),

Rash (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

Urticaria (n/a - Not
Recovered/Not
Resolved - )

TOZINAMERAN
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [1d - n/a
- n/a])

Not reported

EU-EC-
10011579011

11/02/2022

https://dap.ema.europa.eu/analytics/saw.dll?Go

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Anaphylactic reaction
(62d -
Recovered/Resolved
- Other Medically
Important
Condition),

Asthma (62d -
Recovered/Resolved

4

Back pain (n/a -
Recovered/Resolved

=)

Chest pain (n/a -
Recovered/Resolved

=)

COMIRNATY
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [1d - n/a
- n/a])

Not reported
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Cough (62d -
Recovered/Resolved
- Other Medically
Important
Condition),

Dizziness (62d -
Recovered/Resolved
- Other Medically
Important
Condition),

Dyspnoea (62d -
Recovered/Resolved
- Other Medically
Important
Condition),

Headache (n/a -
Recovered/Resolved

)
Hypersensitivity (n/a

Recovered/Resolved

4

Hypoaesthesia (62d -
Recovered/Resolved
- Other Medically
Important
Condition),

Mite allergy (n/a -
Recovered/Resolved
=)

Nausea (62d -
Recovered/Resolved
- Other Medically
Important
Condition),

Physical
deconditioning (n/a -
Recovered/Resolved

=)

Pruritus (62d -
Recovered/Resolved
- Other Medically
Important
Condition),

Pyrexia (6d -
Recovered/Resolved

4

Tremor (n/a -
Recovered/Resolved

=)
Wheezing (48d -

https://dap.ema.europa.eu/analytics/saw.dll?Go

Medically Important
Condition),

Fatigue (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

Hypersomnia (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition),

Impaired quality of
life (n/a - Not
Recovered/Not

immunisation - Not
applicable - [n/a -
n/a - n/al)

Recovered/Resolved
EU-EC- 11/02/2022 |Spontaneous |Non Non Not available 12-17 |Not Female |No Menstruation delayed | COMIRNATY Not reported I
10011579981 Healthcare |European Years |Specified (n/a - Unknown - [TOZINAMERAN] (S -
Professional |Economic Other Medically COVID-19
Area Important immunisation - Not
Condition), applicable - [1d - n/a
- n/al)
Premenstrual
syndrome (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 11/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported I
10011580352 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 11/02/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Amenorrhoea (n/a - |COMIRNATY Not reported I
10011580500 Healthcare |Economic Years |Specified Not Recovered/Not  |[TOZINAMERAN] (S -
Professional |Area Resolved - ), COvID-19
immunisation - Not
Malaise (1d - applicable - [n/a -
Recovered/Resolved |1{DF} - n/a])
Menstrual disorder
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 11/02/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Asthenia (n/a - Not |COMIRNATY Not reported I
10011580700 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - Other COVID-19
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Resolved - Other
Medically Important
Condition),
Lethargy (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Sleep disorder (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 11/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported I
10011580709 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a - n/a-[n/a-n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 11/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Chest pain (n/a - Not |COMIRNATY Not reported I
10011580751 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - Other COVID-19
Medically Important |immunisation - Not
Condition), applicable - [n/a -
1{DF} -
Dyspnoea (n/a - Not |Intramuscular])
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 11/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Myocarditis (n/a - COMIRNATY Not reported I
10011580827 Professional | Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Area - Caused/Prolonged |COVID-19
Hospitalisation), immunisation - Drug
withdrawn - [1d -
Pericardial effusion |1{DF} -
(n/a- Intramuscular])
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 11/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Condition aggravated | COMIRNATY Not reported I
10011580926 Professional |Economic Years (n/a - Not [TOZINAMERAN] (S -
Area Recovered/Not COVID-19
Resolved - Other immunisation - n/a -
Medically Important |[1d - 1{DF} -
Condition) Intramuscular])
EU-EC- 11/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Heavy menstrual COMIRNATY Not reported I
10011580967 Professional |Economic Years |Specified bleeding (n/a - Not |[TOZINAMERAN] (S -
Area Recovered/Not COvID-19
Resolved - ) immunisation - Drug
withdrawn - [1d -
1{DF} -
Intramuscular])
EU-EC- 11/02/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Intermenstrual COMIRNATY Not reported I
10011580992 Healthcare |Economic Years |Specified bleeding (n/a - Not |[TOZINAMERAN] (S -
Professional |Area Recovered/Not COVID-19
Resolved - ), immunisation - Drug
withdrawn - [1d -
Pelvic pain (n/a - Not | 1{DF} -
Recovered/Not Intramuscular])
Resolved - )
EU-EC- 11/02/2022 | Spontaneous |Non Non Not available 12-17 |Not Male No Headache (n/a - Not |COMIRNATY Not reported I
10011581110 Healthcare |European Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional | Economic Resolved - Other COVID-19
Area Medically Important |immunisation - Not
Condition), applicable - [1d - n/a
- n/a])
Lymphadenopathy
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Pain in extremity
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Pyrexia (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Swelling (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 11/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Injection site COMIRNATY Not reported I
10011581189 Professional |Economic Years hypersensitivity (n/a |[TOZINAMERAN] (S -
Area - COVID-19
Recovering/Resolving |immunisation - Not
- applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 11/02/2022 | Spontaneous |Non Non Not available 12-17 |Not Female |No Abdominal pain COMIRNATY Not reported I
10011582325 Healthcare |European Years |Specified upper (n/a - [TOZINAMERAN] (S -
Professional |Economic Unknown - ), COvID-19
Area immunisation - Not
COVID-19 (n/a - applicable - [1d - n/a
Unknown - Other - n/a])
Medically Important
Condition),
Drug ineffective (n/a
- Unknown - Other
Medically Important
Condition),
Fatigue (n/a -
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Unknown - ),
Headache (n/a - Not
Recovered/Not
Resolved - ),
Pain in extremity
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 11/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Dizziness (n/a - COMIRNATY Not reported I
10011583311 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area - Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 11/02/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Acute kidney injury |COMIRNATY Not reported I
10011583568 Healthcare |Economic Years |Specified (n/a- [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving |COVID-19
- Caused/Prolonged  |immunisation - Not
Hospitalisation, applicable - [n/a -
Other Medically n/a - n/al),
Important
Condition), [IBUPROFEN] (S -
Back pain - n/a - [n/a
Back pain (n/a - - n/a - n/a])
Recovering/Resolving
Blood iron decreased
(n/a - Not
Recovered/Not
Resolved - ),
Glomerulonephritis
(n/a-
Recovering/Resolving
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),
Haematuria (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition),
Oropharyngeal pain
(n/a-
Recovered/Resolved
=
Vomiting (n/a -
Recovering/Resolving
=
Weight decreased
(n/a -
Recovering/Resolving
EU-EC- 11/02/2022 | Spontaneous |Non Non Not available 12-17 |Not Male No Erythema (n/a - COMIRNATY Not reported I
10011584070 Healthcare |European Years |Specified Unknown - Other [TOZINAMERAN] (S -
Professional |Economic Medically Important |COVID-19
Area Condition), immunisation - Not
applicable - [n/a -
Livedo reticularis n/a - n/al)
(n/a - Unknown -
Other Medically
Important
Condition),
Peripheral swelling
(n/a-
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 11/02/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Syncope (0d - COMIRNATY Not reported I
10011584436 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Economic - Other Medically n/a - Not applicable -
Area Important Condition) |[n/a - n/a -
Intramuscular]),
[INFLUENZA A VIRUS
A/BRISBANE/10/2010
(HIN1) ANTIGEN
(MDCK CELL
DERIVED,
PROPIOLACTONE
INACTIVATED)] (S -
n/a - Not applicable -
[n/a-n/a-
Intramuscular])
EU-EC- 11/02/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No Amenorrhoea (n/a - |COMIRNATY Not reported I
10011584587 Professional | Economic Years Unknown -) [TOZINAMERAN] (S -
Area COVID-19
immunisation - Not
applicable - [1d -
.3mL -
Intramuscular])
EU-EC- 11/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Myasthenia gravis COMIRNATY SPIKEVAX [COVID-19 MRNA |I(
10011584737 Healthcare |Economic Years (n/a - Unknown - [TOZINAMERAN] (S - |VACCINE MODERNA (CX-
Professional |Area Caused/Prolonged Immunisation - n/a - |024414)] (C - Immunisation
Hospitalisation) [n/a - 2{DF} - n/a]) |- n/a-[n/a - 1{DF} - n/a])
EU-EC- 11/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY COMIRNATY I
10011584742 Healthcare |Economic Years Unknown - Other [TOZINAMERAN] (S - |[TOZINAMERAN] (C -
Professional |Area Medically Important |Immunisation - n/a - |Immunisation - n/a - [n/a -
Condition), [n/a - 2{DF} - n/a]) |1{DF} - n/a])
Vaccination failure
(n/a - Unknown - )
EU-EC- 11/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Migraine (0d - COMIRNATY Not reported I
10011584751 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area - Caused/Prolonged  |Immunisation - n/a -
Hospitalisation) [n/a - 1{DF} - n/a])
EU-EC- 11/02/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Pyrexia (n/a - COMIRNATY Not reported I
10011585439 Healthcare |Economic Years |Specified Unknown -) [TOZINAMERAN] (S -
Professional |Area n/fa-n/a-[n/a-nfa
- n/a])
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EU-EC- 11/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Headache (n/a - COMIRNATY Not reported I
10011585768 Healthcare |Economic Years Unknown - ), [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
Pain in extremity [n/a - 1{DF} - n/a])
(n/a - Unknown - ),
Vaccination site
swelling (n/a -
Unknown - )
EU-EC- 11/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Tubulointerstitial COMIRNATY Not reported I
10011585842 Healthcare |Economic Years nephritis (n/a - [TOZINAMERAN] (S -
Professional |Area Unknown - Immunisation - n/a -
Caused/Prolonged [n/a - 2{DF} - n/a])
Hospitalisation)
EU-EC- 11/02/2022 |Spontaneous |Non European |Not available 12-17 |Child Female |No Headache (5d - COMIRNATY Not reported I
10011585848 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area - Immunisation - n/a -
[n/a - 2{DF} - n/a])
EU-EC- 11/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Myocarditis (1d - COMIRNATY Not reported I
10011585889 Healthcare |Economic Years Unknown - [TOZINAMERAN] (S -
Professional |Area Caused/Prolonged Immunisation - n/a -
Hospitalisation) [n/a - 2{DF} - n/a])
EU-EC- 11/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male Yes Heart rate increased |COMIRNATY Not reported I
10011586920 Healthcare |Economic Years (n/a - Unknown -)  |[TOZINAMERAN] (S -
Professional |Area COVID-19
immunisation - Not
applicable - [n/a -
.3mg - n/a])
EU-EC- 10/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Cough (1d - COMIRNATY Not reported I
10011557759 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a -
[n/a - n/a - n/a])
Dyspnoea (1d -
Recovered/Resolved
=)
Injection site pain
Recovered/Resolved
EU-EC- 10/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Facial pain (3d - COMIRNATY Not reported I
10011557767 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a -
[n/a - n/a - n/a])
Headache (3d -
Recovered/Resolved
=)
Oropharyngeal pain
( -
Recovered/Resolved
-
Pyrexia (3d -
Recovered/Resolved
EU-EC- 10/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent | Male No Cardiovascular COMIRNATY Not reported I
10011557768 Healthcare |Economic Years disorder (53d - [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving | Immunisation - n/a -
=) [n/a - n/a - n/a])
Dizziness (53d -
Recovering/Resolving
=
Loss of
consciousness (53d -
Recovering/Resolving
EU-EC- 10/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Cough (n/a - Not COMIRNATY Not reported I
10011557772 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), Immunisation - n/a -
[n/a - n/a - n/a])
Influenza (n/a - Not
Recovered/Not
Resolved - ),
Nasopharyngitis (n/a
- Not Recovered/Not
Resolved - ),
Oropharyngeal pain
(n/a - Not
Recovered/Not
Resolved - ),
Respiratory distress
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 10/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Haematoma (61d -  |COMIRNATY Not reported I
10011557773 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a -
[n/a - n/a - n/a])
Rash (61d -
Recovered/Resolved
EU-EC- 10/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Dizziness (1d - Not  |COMIRNATY Not reported I
10011557784 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), Immunisation - n/a -
[n/a - n/a - n/a])
Tachycardia (1d -
Not Recovered/Not
Resolved - ),
Vomiting (1d -
Recovering/Resolving
-)
EU-EC- 10/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Fatigue (45d - Not COMIRNATY Not reported I
10011557785 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), Immunisation - n/a -
[n/a - n/a - n/a])
Menstrual disorder
(45d - Not
Recovered/Not
Resolved - )
EU-EC- 10/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Headache (4d - COMIRNATY Not reported I
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10011557786

Healthcare
Professional

Economic
Area

Years

Run Line Listing Report

Recovering/Resolving

)

Influenza like illness

Recovering/Resolving

Lymphadenopathy
(4d -

Recovering/Resolving

4

Rash (4d -
Recovering/Resolving

4

Urticaria (4d -
Recovering/Resolving

-)

[TOZINAMERAN] (S -
Immunisation - n/a -
[n/a - n/a - n/a])

EU-EC-
10011557788

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Menstrual disorder
(10d - Not
Recovered/Not
Resolved - ),

Rash (10d - Not
Recovered/Not
Resolved - )

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -
[n/a - n/a - n/al)

Not reported

EU-EC-
10011557789

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Application site
swelling (84d - Not
Recovered/Not
Resolved - ),

Injection site
discolouration (84d -
Not Recovered/Not
Resolved - ),

Injection site
erythema (84d - Not
Recovered/Not
Resolved - ),

Injection site
swelling (84d - Not
Recovered/Not
Resolved - )

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -

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

Not reported

EU-EC-
10011557790

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Headache (n/a -
Recovering/Resolving

'

Muscle twitching
(n/a -
Recovering/Resolving

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -

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

Not reported

EU-EC-
10011557794

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Limb discomfort (3d

Recovered/Resolved

4

Myoclonus (3d -
Recovered/Resolved

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -
[n/a - n/a - n/a])

Not reported

EU-EC-
10011557795

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Skin depigmentation
(n/a - Not
Recovered/Not
Resolved - ),

Vaccination site
reaction (n/a - Not
Recovered/Not
Resolved - )

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -

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

Not reported

EU-EC-
10011557797

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Abdominal pain (4d -
Recovering/Resolving

'

Arthralgia (4d -
Recovering/Resolving

)

Dizziness (4d -
Recovering/Resolving

'

Fatigue (4d -
Recovering/Resolving

I

Headache (4d -
Recovering/Resolving
=)

Hot flush (4d -
Recovering/Resolving

)

Myalgia (4d -
Recovering/Resolving

'

Nausea (4d -
Recovering/Resolving

Pain in extremity (4d

Recovering/Resolving

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -
[n/a - n/a - n/a])

Not reported

EU-EC-
10011557799

https://dap.ema.europa.eu/analytics/saw.dll?Go

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Chills (6d -
Recovering/Resolving

)

Diarrhoea (6d -
Recovering/Resolving

4

Headache (6d -
Recovering/Resolving

'

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -
[n/a - n/a - n/a])

Not reported
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Run Line Listing Report

Influenza (6d -
Recovering/Resolving

Limb discomfort (6d

Recovering/Resolving

r

Malaise (6d -
Recovering/Resolving

EU-EC-
10011557801

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Arrhythmia (26d -
Not Recovered/Not
Resolved - ),

Chills (15d -
Recovered/Resolved
With Sequelae - ),

Headache (15d - Not
Recovered/Not
Resolved - ),

Lymphadenopathy
(15d -
Recovered/Resolved
With Sequelae - ),

Pyrexia (9d -
Recovering/Resolving

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -

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

Not reported

EU-EC-
10011557804

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Asthenia (n/a - Not
Recovered/Not
Resolved - ),

Chest discomfort
(n/a - Not
Recovered/Not
Resolved - ),

Chills (n/a - Not
Recovered/Not
Resolved - ),

Dizziness (n/a - Not
Recovered/Not
Resolved - ),

Headache (n/a - Not
Recovered/Not
Resolved - ),

Influenza like illness
(n/a - Not
Recovered/Not
Resolved - ),

Pyrexia (n/a - Not
Recovered/Not
Resolved - ),

Tachycardia (n/a -
Not Recovered/Not
Resolved - )

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -

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

Not reported

EU-EC-
10011557805

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Asthenia (2d -
Recovered/Resolved

'

Headache (2d -
Recovered/Resolved

=)

Injection site pain
(2d -
Recovered/Resolved

=)

Pyrexia (2d -
Recovered/Resolved

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -
[n/a - n/a - n/al])

Not reported

EU-EC-
10011557806

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Dizziness (20d - Not
Recovered/Not
Resolved - )

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -

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

Not reported

EU-EC-
10011557807

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Headache (n/a -
Recovering/Resolving

g

Influenza like illness
(n/a-
Recovering/Resolving

)

Limb discomfort (n/a

Recovering/Resolving

)

Oropharyngeal pain
(n/a-
Recovering/Resolving

'

Pyrexia (n/a -
Recovering/Resolving

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -
[n/a - n/a - n/a])

Not reported

EU-EC-
10011557808

10/02/2022

https://dap.ema.europa.eu/analytics/saw.dll?Go

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Neonate
(Preterm
and Term
newborns)

Male

Body temperature
increased (n/a -
Unknown - ),

Dizziness (n/a -
Unknown - ),

Influenza like illness
(n/a - Unknown - ),

Malaise (n/a -

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -
[n/a-n/a-
Intramuscular])

Not reported
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Run Line Listing Report

Unknown - ),

Myalgia (n/a -
Unknown - ),

Nausea (n/a -
Unknown - )

EU-EC-
10011557809

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Dizziness (32d - Not
Recovered/Not
Resolved - ),

Fatigue (32d - Not
Recovered/Not
Resolved - ),

Headache (32d - Not
Recovered/Not
Resolved - )

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -
[n/a - n/a - n/a])

Not reported

EU-EC-
10011557810

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Dizziness (8d -
Recovering/Resolving

r

Hot flush (8d -
Recovering/Resolving

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -
[n/a - n/a - n/a])

Not reported

EU-EC-
10011557811

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Rash (107d - Not
Recovered/Not
Resolved - )

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -
[n/a - n/a - n/a])

Not reported

EU-EC-
10011557812

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Cough (2d - Not
Recovered/Not
Resolved - ),

Nasopharyngitis (2d
- Not Recovered/Not
Resolved - ),

Oropharyngeal pain
(2d - Not
Recovered/Not
Resolved - ),

Pyrexia (2d - Not
Recovered/Not
Resolved - )

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -

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

Not reported

EU-EC-
10011557814

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Fatigue (n/a - Not
Recovered/Not
Resolved - ),

Menstrual disorder
(n/a - Not
Recovered/Not
Resolved - )

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -
[n/a - n/a - n/a])

Not reported

EU-EC-
10011557815

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Cough (n/a - Not
Recovered/Not
Resolved - ),

Diarrhoea (n/a - Not
Recovered/Not
Resolved - ),

Headache (n/a - Not
Recovered/Not
Resolved - ),

Influenza like illness
(n/a - Not
Recovered/Not
Resolved - ),

Nausea (n/a - Not
Recovered/Not
Resolved - ),

Vomiting (n/a - Not
Recovered/Not
Resolved - )

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -
[n/a - n/a - n/a])

Not reported

EU-EC-
10011557816

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Cough (30d - Not
Recovered/Not
Resolved - ),

Fatigue (30d - Not
Recovered/Not
Resolved - ),

Headache (30d - Not
Recovered/Not
Resolved - ),

Influenza like illness
(30d - Not
Recovered/Not
Resolved - ),

Nasopharyngitis (30d
- Not Recovered/Not
Resolved - )

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -
[n/a - n/a - n/a])

Not reported

EU-EC-
10011557817

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Fatigue (0d -
Recovered/Resolved

=)

Headache (0d -
Recovered/Resolved

4

Limb discomfort (0d

Recovered/Resolved

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -
[n/a - n/a - n/a])

Not reported

EU-EC-
10011557818

10/02/2022

https://dap.ema.europa.eu/analytics/saw.dll?Go

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Axillary pain (n/a -
Not Recovered/Not
Resolved - ),

Fatigue (n/a -
Unknown - ),

Headache (n/a - Not

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -
[n/a - n/a - n/a])

Not reported
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Recovered/Not
Resolved - )

EU-EC-
10011557819

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Headache (2d -
Recovered/Resolved

4

Injection site pain

Recovered/Resolved

Limb discomfort (2d

Recovered/Resolved

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -

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

Not reported

EU-EC-
10011557820

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Fatigue (n/a -
Recovering/Resolving

)

Rash (n/a -
Recovering/Resolving

4

Urticaria (n/a -
Recovering/Resolving

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -
[n/a - n/a - n/a])

Not reported

EU-EC-
10011557821

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Dizziness (3d -
Recovered/Resolved

4

Hypoaesthesia (3d -
Recovered/Resolved
=)

Nausea (1d -
Recovered/Resolved

=)

Syncope (3d -
Recovered/Resolved

r

Vomiting (3d -
Recovered/Resolved

-)

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -

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

Not reported

EU-EC-
10011557822

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Alopecia areata (68d
- Not Recovered/Not
Resolved - ),

Fatigue (68d - Not
Recovered/Not
Resolved - ),

Menstrual disorder
(68d - Not
Recovered/Not
Resolved - ),

Vaccination site
reaction (68d - Not
Recovered/Not
Resolved - )

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -

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

Not reported

EU-EC-
10011557823

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Erythema nodosum
(6d -
Recovered/Resolved

4

Rash (6d -
Recovered/Resolved

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -
[n/a - n/a - n/a])

Not reported

EU-EC-
10011557824

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Injection site pain
(3d-
Recovered/Resolved
=)

Menstrual disorder
(7d - Not
Recovered/Not
Resolved - ),

Nausea (7d - Not
Recovered/Not
Resolved - )

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -
[n/a - n/a - n/a])

Not reported

EU-EC-
10011557825

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Asthenia (1d -
Recovering/Resolving

4

Cardiovascular
disorder (2d -
Recovering/Resolving

=)

Dizziness (2d -
Recovering/Resolving

)

Feeling hot (1d -
Recovering/Resolving

4

Headache (2d -
Recovering/Resolving

'

Paraesthesia (1d -
Recovering/Resolving

4

Photophobia (2d -
Recovering/Resolving
=)

Sensory disturbance
(1d -
Recovering/Resolving

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -
[n/a - n/a - n/a])

Not reported

EU-EC-
10011557826

10/02/2022

https://dap.ema.europa.eu/analytics/saw.dll?Go

Spontaneous

Non
Healthcare

European
Economic

Not available

12-17
Years

Adolescent

Male

Headache (n/a -
Unknown - ),

COMIRNATY
[TOZINAMERAN] (S -

Not reported
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Professional

Area

Run Line Listing Report

Injection site pain
(n/a - Not
Recovered/Not
Resolved - ),

Malaise (n/a -
Unknown - ),

Vaccination site
paraesthesia (n/a -
Not Recovered/Not
Resolved - )

Immunisation - n/a -
[n/a - n/a - n/a])

EU-EC-
10011557827

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Dizziness (20d - Not
Recovered/Not
Resolved - )

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -
[n/a - n/a - n/a])

Not reported

EU-EC-
10011557828

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Chills (1d -
Recovering/Resolving

'

Fatigue (1d -
Recovering/Resolving

)

Headache (1d -
Recovering/Resolving

r

Lymphadenopathy
(1d - Unknown - ),

Malaise (1d -
Recovering/Resolving
=)

Pyrexia (1d -
Recovering/Resolving

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -
[n/a - n/a - n/a])

Not reported

EU-EC-
10011557829

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Dizziness (0d -
Recovered/Resolved

4

Fatigue (n/a - Not
Recovered/Not
Resolved - ),

Injection site pain
(n/a - Not
Recovered/Not
Resolved - ),

Loss of
consciousness (0d -
Recovered/Resolved
=)

Vomiting (0d -
Recovered/Resolved

-)

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -
[n/a - n/a - n/a])

Not reported

EU-EC-
10011557830

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Pyrexia (n/a -

Unknown - ),

Rash (2d - Not
Recovered/Not
Resolved - )

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -

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

Not reported

EU-EC-
10011557832

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Chills (4d - Not
Recovered/Not
Resolved - ),

Eye pain (4d - Not
Recovered/Not
Resolved - ),

Fatigue (4d - Not
Recovered/Not
Resolved - ),

Headache (4d - Not
Recovered/Not
Resolved - ),

Influenza (4d - Not
Recovered/Not
Resolved - ),

Influenza like illness
(4d - Not
Recovered/Not
Resolved - ),

Injection site pain
(4d - Not
Recovered/Not
Resolved - ),

Limb discomfort (4d
- Not Recovered/Not
Resolved - ),

Nausea (4d - Not
Recovered/Not
Resolved - ),

Vaccination site
oedema (4d - Not
Recovered/Not
Resolved - )

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -

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

Not reported

EU-EC-
10011557833

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

Injection site pain
(2d -
Recovered/Resolved
=)

Lymphadenopathy
(

Recovered/Resolved

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -
[n/a - n/a - n/a])

Not reported

EU-EC-
10011557834

10/02/2022

Spontaneous

Non
Healthcare

European
Economic

https://dap.ema.europa.eu/analytics/saw.dll?Go

Not available

12-17
Years

Adolescent

Female

Dizziness (75d - Not
Recovered/Not

COMIRNATY
[TOZINAMERAN] (S -

Not reported
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Resolved - ),

Headache (0d -
Unknown - ),

Headache (75d - Not
Recovered/Not
Resolved - ),

Hypoaesthesia (0d -
Unknown - ),

Syncope (0d -
Unknown - )

Immunisation - ﬁ[a -
[n/a - n/a - n/a])

EU-EC-
10011557835

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Rash (6d - Not
Recovered/Not
Resolved - )

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -

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

Not reported

EU-EC-
10011557836

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Chills (1d -
Recovered/Resolved

r

Injection site pain

Recovered/Resolved

Pain in extremity (4d

Recovered/Resolved

4

Pyrexia (1d -
Recovered/Resolved

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -
[n/a - n/a - n/a])

Not reported

EU-EC-
10011557837

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Circulatory collapse
(n/a-
Recovering/Resolving

)

Dizziness (n/a -
Recovering/Resolving

g

Feeling hot (n/a -
Recovering/Resolving

'

Injection site pain
(n/a-
Recovering/Resolving

4

Nausea (n/a -
Unknown - ),

Pyrexia (n/a -
Recovering/Resolving

I

Tachycardia (n/a -
Recovering/Resolving
=)

Tachycardia (n/a -
Unknown - )

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -

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

Not reported

EU-EC-
10011557838

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Dizziness (n/a -
Recovering/Resolving

4

Fatigue (n/a -
Recovering/Resolving
=)

Headache (n/a -
Recovering/Resolving
=)

Injection site pain
(n/a -
Recovering/Resolving

4

Malaise (n/a -
Recovering/Resolving

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -

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

Not reported

EU-EC-
10011557839

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Circulatory collapse
(0d - Unknown - ),

Vaccination site
reaction (0d -
Unknown - )

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -
[n/a - n/a - n/a])

Not reported

EU-EC-
10011557840

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Cardiovascular
insufficiency (16d -
Recovered/Resolved

=)

Fatigue (16d -
Recovered/Resolved

=)

Heavy menstrual
bleeding (13d -
Recovered/Resolved
=)

Malaise (13d -
Recovered/Resolved

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -

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

Not reported

EU-EC-
10011557841

10/02/2022

https://dap.ema.europa.eu/analytics/saw.dll?Go

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Dizziness (42d - Not
Recovered/Not
Resolved - ),

Fatigue (32d - Not
Recovered/Not
Resolved - ),

Myalgia (38d - Not
Recovered/Not

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -
[n/a - n/a - n/a])

Not reported
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https://dap.ema.europa.eu/analytics/saw.dll?Go

Resolved - ),
Myalgia (42d - Not
Recovered/Not
Resolved - ),
Myositis (38d - Not
Recovered/Not
Resolved - )
EU-EC- 10/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent | Male No Cough (4d - COMIRNATY Not reported I
10011557842 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a -
[n/a - n/a - n/a])
Influenza (4d -
Recovering/Resolving
EU-EC- 10/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Lymphadenopathy =~ |COMIRNATY Not reported I
10011557843 Healthcare |Economic Years (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not Immunisation - n/a -
Resolved - ) [n/a - n/a - n/a])
EU-EC- 10/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Influenza (1d - COMIRNATY Not reported I
10011557844 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a -
[n/a - n/a - n/al)
Oropharyngeal pain
(1d -
Recovering/Resolving
EU-EC- 10/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Abdominal pain (2d - | COMIRNATY Not reported I
10011557845 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a -
[n/a - n/a - n/a])
Abdominal pain
lower (2d -
Recovered/Resolved
=)
Decreased appetite
( -
Recovered/Resolved
=
Fatigue (2d - Not
Recovered/Not
Resolved - ),
Influenza (2d -
Recovered/Resolved
Injection site pain
(6d - Not
Recovered/Not
Resolved - ),
Limb discomfort (2d
Recovered/Resolved
Nausea (2d -
Recovered/Resolved
EU-EC- 10/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent | Male No Hypersensitivity (71d |COMIRNATY Not reported I
10011557846 Healthcare |Economic Years - [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving | Immunisation - n/a -
=) [n/a - n/a - n/a])
Ocular hyperaemia
(71d -
Recovering/Resolving
=)
Rash (71d -
Recovering/Resolving
EU-EC- 10/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Injection site pain COMIRNATY Not reported I
10011557847 Healthcare |Economic Years (53d - Unknown - ), |[TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
Pyrexia (0d - [n/a - n/a - n/a])
Recovered/Resolved
EU-EC- 10/02/2022 | Spontaneous |Non European |Not available 12-17 |Adult Female |No Asthenia (2d - Not ~ |COMIRNATY Not reported I
10011557848 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), Immunisation - n/a -
[n/a - n/a - n/a])
Chest discomfort (2d
- Not Recovered/Not
Resolved - ),
Dizziness (2d - Not
Recovered/Not
Resolved - ),
Headache (2d - Not
Recovered/Not
Resolved - ),
Palpitations (2d - Not
Recovered/Not
Resolved - )
EU-EC- 10/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Asthenia (1d - COMIRNATY Not reported I
10011557849 Healthcare |Economic Years Unknown - ), [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
Lymphadenopathy  |[n/a - n/a - n/a])
(1d - Unknown - ),
Malaise (1d -
Unknown - )
EU-EC- 10/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Fatigue (0d - COMIRNATY Not reported I
10011557851 Healthcare  |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =), Immunisation - n/a -
[n/a - n/a - n/a])
Headache (0d -
Recovered/Resolved
EU-EC- 10/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Dizziness (n/a - Not  |COMIRNATY Not reported I
10011557852 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
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Resolved - ),

Fatigue (n/a - Not
Recovered/Not
Resolved - ),

Injection site pain
(n/a - Not
Recovered/Not
Resolved - )

Immunisation - n/a -
[n/a - n/a - n/a])

EU-EC-
10011557853

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Injection site
movement
impairment (n/a -
Unknown - ),

Injection site pain
(n/a - Unknown - ),

Mobility decreased
(n/a - Unknown - ),

Pain in extremity
(n/a - Unknown - )

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -

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

Not reported

EU-EC-
10011557854

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Chest pain (10d -
Not Recovered/Not
Resolved - ),

Dyspnoea (10d - Not
Recovered/Not
Resolved - )

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -

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

Not reported

EU-EC-
10011557855

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Nausea (1d -
Recovered/Resolved
=)

Presyncope (1d -
Recovered/Resolved

=)

Pyrexia (1d -
Recovered/Resolved

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -
[n/a - n/a - n/a])

Not reported

EU-EC-
10011557856

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Erythema (n/a - Not
Recovered/Not
Resolved - ),

Lymphadenopathy
(n/a - Not
Recovered/Not
Resolved - ),

Pain in extremity
(n/a - Not
Recovered/Not
Resolved - )

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -
[n/a - n/a - n/al)

Not reported

EU-EC-
10011557857

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Circulatory collapse

Recovered/Resolved

=)
Dizziness (0d -
Recovered/Resolved

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -
[n/a-n/a - n/a])

Not reported

EU-EC-
10011557858

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Disturbance in
attention (27d - Not
Recovered/Not
Resolved - ),

Dizziness (27d - Not
Recovered/Not
Resolved - ),

Gait disturbance
(27d - Not
Recovered/Not
Resolved - ),

Headache (27d - Not
Recovered/Not
Resolved - ),

Language disorder
(27d - Not
Recovered/Not
Resolved - )

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -

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

Not reported

EU-EC-
10011557859

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Vomiting (4d -
Recovered/Resolved

-)

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -
[n/a - n/a - n/a])

Not reported

EU-EC-
10011557860

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Chills (3d - Unknown

)

Fatigue (3d -
Unknown - ),

Headache (3d -
Unknown - ),

Lymphadenopathy
(3d - Unknown -),

Pyrexia (3d -
Unknown - )

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -
[n/a - n/a - n/a])

Not reported

EU-EC-
10011557861

10/02/2022

https://dap.ema.europa.eu/analytics/saw.dll?Go

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

Arthralgia (4d - Not
Recovered/Not
Resolved - ),

Decreased appetite
(4d - Not
Recovered/Not
Resolved - ),

Headache (4d - Not
Recovered/Not
Resolved - ),

Insomnia (4d - Not
Recovered/Not
Resolved - ),

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -
[n/a - n/a - n/a])

Not reported
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Myalgia (4d - Not
Recovered/Not
Resolved - ),

Oropharyngeal pain
(4d - Not
Recovered/Not
Resolved - ),

Pyrexia (4d - Not
Recovered/Not
Resolved - )

EU-EC-
10011557862

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Heavy menstrual
bleeding (n/a -
Recovered/Resolved

=)

Malaise (n/a -
Recovered/Resolved
=)

Menstrual disorder
(n/a-
Recovered/Resolved

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -
[n/a - n/a - n/a])

Not reported

EU-EC-
10011557863

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

Diarrhoea (n/a -
Unknown - ),

Fatigue (n/a -
Unknown - ),

Oedema peripheral
(n/a - Unknown - ),

Pyrexia (n/a -
Unknown - ),

Vaccination site pain
(n/a - Unknown - )

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -
[n/a - n/a - n/a])

Not reported

EU-EC-
10011557864

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Diarrhoea (3d - Not
Recovered/Not
Resolved - ),

Fatigue (3d - Not
Recovered/Not
Resolved - ),

Headache (3d - Not
Recovered/Not
Resolved - ),

Hot flush (3d - Not
Recovered/Not
Resolved - ),

Limb discomfort (3d
- Not Recovered/Not
Resolved - ),

Malaise (3d - Not
Recovered/Not
Resolved - ),

Nausea (3d - Not
Recovered/Not
Resolved - ),

Paraesthesia (3d -
Not Recovered/Not
Resolved - ),

Sleep disorder (3d -
Not Recovered/Not
Resolved - )

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -
[n/a - n/a - n/a])

Not reported

EU-EC-
10011557865

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Arrhythmia (22d -
Recovered/Resolved

=)

Blood pressure
increased (22d -
Recovered/Resolved

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -
[n/a - n/a - n/a])

Not reported

EU-EC-
10011557866

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Arthralgia (7d -
Recovering/Resolving

'

Dizziness (7d -
Recovering/Resolving

=)

Injection site
erythema (3d -
Recovering/Resolving

-

Injection site pain
(7d -
Recovering/Resolving
=)

Injection site
swelling (3d -
Recovering/Resolving

'

Malaise (7d -
Recovering/Resolving

4

Nausea (7d -
Recovering/Resolving
=)

Rash (2d -
Recovering/Resolving

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -
[n/a - n/a - n/a])

Not reported

EU-EC-
10011557867

10/02/2022

https://dap.ema.europa.eu/analytics/saw.dll?Go

Spontaneous

Non
Healthcare

European
Economic

Not available

12-17
Years

Adolescent

Female

Fatigue (n/a - Not
Recovered/Not

COMIRNATY
[TOZINAMERAN] (S -

Not reported
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Resolved - ),

Headache (n/a - Not
Recovered/Not
Resolved - ),

Pain in extremity
(n/a - Not
Recovered/Not
Resolved - ),

Pyrexia (n/a - Not
Recovered/Not
Resolved - )

Immunisation - n/a -
[n/a - n/a - n/a])

EU-EC-
10011557868

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Not
Specified

No

Cardiovascular
insufficiency (0d -
Not Recovered/Not
Resolved - ),

Circulatory collapse
(0d - Not
Recovered/Not
Resolved - ),

Dizziness (0d - Not
Recovered/Not
Resolved - ),

Injection site pain
(0d - Not
Recovered/Not
Resolved - ),

Lymphadenopathy
(0d - Not
Recovered/Not
Resolved - )

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -

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

Not reported

EU-EC-
10011557869

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Chills (3d - Unknown

)

Fatigue (3d -
Unknown - ),

Headache (3d -
Unknown - ),

Lymphadenopathy
(3d - Unknown - ),

Pyrexia (3d -
Unknown - )

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -

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

Not reported

EU-EC-
10011557870

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Fatigue (9d -
Recovering/Resolving
=)

Influenza (1d -
Recovering/Resolving
=)

Injection site pain
(4d -
Recovering/Resolving

Lymphadenopathy
(6d -

Recovering/Resolving

4

Malaise (9d -
Recovering/Resolving

I

Nausea (0d -
Recovering/Resolving

=)

Vaccination site
reaction (4d -
Recovering/Resolving

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -
[n/a - n/a - n/a])

Not reported

EU-EC-
10011557871

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Fatigue (30d - Not
Recovered/Not
Resolved - ),

Headache (30d - Not
Recovered/Not
Resolved - ),

Herpes zoster (30d -
Not Recovered/Not
Resolved - ),

Limb discomfort (30d
- Not Recovered/Not
Resolved - ),

Myalgia (30d - Not
Recovered/Not
Resolved - )

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -

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

Not reported

EU-EC-
10011557873

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Chest pain (4d - Not
Recovered/Not
Resolved - ),

Pyrexia (4d - Not
Recovered/Not
Resolved - )

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -
[n/a - n/a - n/a])

Not reported

EU-EC-
10011557874

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Cardiovascular
disorder (2d -
Recovered/Resolved
=)

Dizziness (2d -
Recovered/Resolved

=)

Headache (2d -
Recovered/Resolved

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -
[n/a - n/a - n/a])

Not reported

https://dap.ema.europa.eu/analytics/saw.dll?Go
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EU-EC- 10/02/2022

10011557875

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Run Line Listing Report

Adolescent

Male

No

Injection site pain
(2d -
Recovered/Resolved

4

Injection site pain

Recovering/Resolving

Lymphadenopathy
(2d -

Recovering/Resolving

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -
[n/a - n/a - n/a])

Not reported

EU-EC-
10011557876

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Rash (1d -
Recovered/Resolved

-)

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -

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

Not reported

EU-EC-
10011557877

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Chills (3d -
Recovered/Resolved

r

Diarrhoea (3d -
Recovered/Resolved

)

Fatigue (3d -
Recovered/Resolved

'

Vomiting (3d -
Recovered/Resolved

=)

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -
[n/a - n/a - n/a])

Not reported

EU-EC-
10011557878

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Body temperature
increased (3d - Not
Recovered/Not
Resolved - ),

Headache (3d - Not
Recovered/Not
Resolved - )

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -

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

Not reported

EU-EC-
10011557880

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Flushing (6d -
Recovered/Resolved

=)

Rash (6d -
Recovered/Resolved

'

Swelling face (6d -
Recovered/Resolved
=)

Urticaria (6d -
Recovered/Resolved

-)

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -
[n/a - n/a - n/a])

Not reported

EU-EC-
10011557881

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Ageusia (3d - Not
Recovered/Not
Resolved - ),

Arthralgia (3d - Not
Recovered/Not
Resolved - ),

Cough (3d - Not
Recovered/Not
Resolved - ),

Nasopharyngitis (3d
- Not Recovered/Not
Resolved - ),

Nausea (3d - Not
Recovered/Not
Resolved - ),

Pyrexia (3d - Not
Recovered/Not
Resolved - )

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -

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

Not reported

EU-EC-
10011557882

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Chills (n/a - Not
Recovered/Not
Resolved - ),

Diarrhoea (n/a - Not
Recovered/Not
Resolved - ),

Fatigue (n/a -
Unknown - ),

Headache (n/a - Not
Recovered/Not
Resolved - ),

Injection site pain
(n/a - Not
Recovered/Not
Resolved - ),

Nausea (n/a - Not
Recovered/Not
Resolved - ),

Pyrexia (n/a - Not
Recovered/Not
Resolved - ),

Vomiting (n/a - Not
Recovered/Not
Resolved - )

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -

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

Not reported

EU-EC-
10011557884

10/02/2022

https://dap.ema.europa.eu/analytics/saw.dll?Go

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Hypertension (0d -
Recovered/Resolved

=)

Rash (0d -
Recovered/Resolved

'

Restlessness (0d -

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -
[n/a - n/a - n/a])

Not reported
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Recovered/Resolved
Tachycardia (0d -
Recovered/Resolved
EU-EC- 10/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Chills (1d - COMIRNATY Not reported I
10011557886 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a -
[n/a - n/a - n/al)
Injection site
swelling (n/a -
Recovering/Resolving
=
Lymphadenopathy
(n/a-
Recovering/Resolving
Menstrual disorder
(1d -
Recovering/Resolving
EU-EC- 10/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Fatigue (0d - COMIRNATY Not reported I
10011557887 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a -
[n/a - n/a - n/a])
Influenza (0d -
Recovered/Resolved
Nausea (0d -
Recovered/Resolved
=)
Rash (0d - Not
Recovered/Not
Resolved - )
EU-EC- 10/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent Male No Neurodermatitis (n/a |COMIRNATY Not reported I
10011557889 Healthcare |Economic Years - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |Immunisation - n/a -
=) [n/a - n/a - n/a])
Rash (n/a -
Recovered/Resolved
EU-EC- 10/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Diarrhoea (1d - COMIRNATY Not reported I
10011557890 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a -
[n/a - n/a - n/a])
Dizziness (1d -
Recovered/Resolved
EU-EC- 10/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Headache (79d - Not |COMIRNATY Not reported I
10011557892 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), Immunisation - n/a -
[n/a - n/a - n/a])
Muscle tightness
(79d - Not
Recovered/Not
Resolved - ),
Neck pain (79d - Not
Recovered/Not
Resolved - )
EU-EC- 10/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Angina pectoris (11d |COMIRNATY Not reported I
10011557893 Healthcare |Economic Years - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |Immunisation - n/a -
=) [n/a - n/a - n/a])
Dyspnoea (11d -
Recovered/Resolved
=)
Malaise (11d -
Recovered/Resolved
EU-EC- 10/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Nausea (25d - Not ~ |COMIRNATY Not reported I
10011557894 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), Immunisation - n/a -
[n/a - n/a - n/a])
Taste disorder (25d -
Not Recovered/Not
Resolved - )
EU-EC- 10/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Chills (n/a - COMIRNATY Not reported I
10011557895 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a -
[n/a - n/a - n/a])
Fatigue (n/a -
Recovered/Resolved
=)
Syncope (n/a -
Recovered/Resolved
EU-EC- 10/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Lymphadenopathy | COMIRNATY Not reported I
10011557897 Healthcare  |Economic Years (6d - [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving |Immunisation - n/a -
- [n/a - n/a - n/a])
EU-EC- 10/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Herpes zoster (42d - |COMIRNATY Not reported I
10011557899 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a -
[n/a - n/a - n/a))
Rash (42d -
Recovered/Resolved
EU-EC- 10/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Fatigue (6d - Not COMIRNATY Not reported I
10011557900 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), Immunisation - n/a -
[n/a - n/a - n/a))
Headache (6d - Not
Recovered/Not
Resolved - )
EU-EC- 10/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Rash (3d - COMIRNATY Not reported I
10011557901 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =)
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Immunisation - n/a -
Urticaria (3d - [n/a - n/a - n/a])
Recovered/Resolved
EU-EC- 10/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Pyrexia (0d - COMIRNATY Not reported I
10011557902 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a -
[n/a - n/a - n/a])
Syncope (0d -
Recovered/Resolved
EU-EC- 10/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Cardiac discomfort | COMIRNATY Not reported I
10011557903 Healthcare |Economic Years (1d - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |Immunisation - n/a -
=) [n/a - n/a - n/a])
Dizziness (1d -
Recovered/Resolved
=)
Dyspnoea (1d -
Recovered/Resolved
=)
Headache (1d -
Recovered/Resolved
Hyperventilation (1d
Recovered/Resolved
Nausea (1d -
Recovered/Resolved
=)
Pyrexia (1d -
Recovered/Resolved
=)
Tachycardia (1d -
Recovered/Resolved
EU-EC- 10/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Vomiting (0d - COMIRNATY Not reported I
10011557904 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area - Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 10/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Arrhythmia (2d - COMIRNATY Not reported I
10011557905 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a -
[n/a - n/a - n/a])
Chest pain (2d -
Recovered/Resolved
=)
Injection site pain
(1d -
Recovered/Resolved
=
Musculoskeletal
chest pain (2d -
Recovered/Resolved
=
Pain (2d -
Recovered/Resolved
EU-EC- 10/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Arrhythmia (3d - COMIRNATY Not reported I
10011557906 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a -
[n/a-n/a-
Cardiovascular Intramuscular])
insufficiency (3d -
Recovering/Resolving
=)
Dizziness (3d -
Recovering/Resolving
=)
Nausea (3d -
Recovering/Resolving
=
Respiratory distress
(3d-
Recovering/Resolving
-)
EU-EC- 10/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent | Male No Rash (22d - Not COMIRNATY Not reported I
10011557907 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ) Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 10/02/2022 | Spontaneous |Non European | Not available 12-17 |Not Female |No Headache (n/a - Not |COMIRNATY Not reported I
10011557909 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), Immunisation - n/a -
[n/a - n/a - n/a))
Menstrual disorder
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 10/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Fatigue (1d - COMIRNATY Not reported I
10011557910 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =), Immunisation - n/a -
[n/a - n/a - n/a])
Headache (1d -
Recovered/Resolved
EU-EC- 10/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Dizziness (3d - COMIRNATY Not reported I
10011557911 Healthcare  |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =), Immunisation - n/a -
[n/a - n/a - n/a])
Fatigue (0d -
Recovered/Resolved
=)
Influenza (0d -
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Recovered/Resolved
=)
Oropharyngeal pain
Recovered/Resolved
EU-EC- 10/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent Male No Injection site pain COMIRNATY Not reported I
10011557912 Healthcare |Economic Years - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |Immunisation - n/a -
=) [n/a - n/a - n/a])
Vaccination site
erythema (2d -
Recovered/Resolved
=
Vaccination site
reaction (2d -
Recovered/Resolved
=)
Vaccination site
warmth (2d -
Recovered/Resolved
EU-EC- 10/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Chest discomfort (0d |COMIRNATY Not reported I
10011557913 Healthcare  |Economic Years - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |Immunisation - n/a -
- [n/a - n/a - n/a])
Dyspnoea (n/a - Not
Recovered/Not
Resolved - ),
Rash (0d -
Recovered/Resolved
=)
Rash pruritic (0d -
Recovered/Resolved
=)
Tachycardia (0d -
Recovered/Resolved
-)
EU-EC- 10/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent | Male No Headache (1d - COMIRNATY Not reported I
10011557914 Healthcare |Economic Years Unknown - ), [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
Palpitations (1d - [n/a - n/a - n/a])
Unknown - ),
Pyrexia (1d -
Unknown - )
EU-EC- 10/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent | Male No Exercise tolerance COMIRNATY Not reported I
10011557915 Healthcare |Economic Years decreased (104d - [TOZINAMERAN] (S -
Professional |Area Not Recovered/Not | Immunisation - n/a -
Resolved - ), [n/a - n/a - n/a])
Fatigue (107d - Not
Recovered/Not
Resolved - ),
Limb discomfort (34d
- Not Recovered/Not
Resolved - ),
Malaise (34d - Not
Recovered/Not
Resolved - ),
Myalgia (104d - Not
Recovered/Not
Resolved - )
EU-EC- 10/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Epistaxis (1d - COMIRNATY Not reported I
10011557917 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a -
[n/a - n/a - n/a])
Headache (1d -
Recovering/Resolving
EU-EC- 10/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Rash (0d - COMIRNATY Not reported I
10011557918 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area - Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 10/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Lymphadenopathy | COMIRNATY Not reported I
10011557919 Healthcare |Economic Years (5d - [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving | Immunisation - n/a -
-) [n/a - n/a - n/a])
EU-EC- 10/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Influenza (1d - COMIRNATY Not reported I
10011557922 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a -
[n/a - n/a - n/a])
Photophobia (1d -
Recovered/Resolved
-)
EU-EC- 10/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Fatigue (6d - Not COMIRNATY Not reported I
10011557923 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), Immunisation - n/a -
[n/a-n/a-
Musculoskeletal pain |Intramuscular])
(6d - Not
Recovered/Not
Resolved - ),
Vaccination site pain
(6d - Not
Recovered/Not
Resolved - )
EU-EC- 10/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Dizziness (2d - Not  |COMIRNATY Not reported I
10011557924 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), Immunisation - n/a -
[n/a - n/a - n/a])
Headache (2d - Not
Recovered/Not
Resolved - ),
Myalgia (2d - Not
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Recovered/Not
Resolved - )

EU-EC-
10011557925

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

Administration site
erythema (n/a -
Recovering/Resolving

4

Injection site
erythema (n/a -
Recovering/Resolving
=

Vaccination site
oedema (n/a -
Recovering/Resolving

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -

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

Not reported

EU-EC-
10011557926

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Disturbance in
attention (2d -
Recovered/Resolved

4

Fatigue (2d -
Recovered/Resolved

-

Headache (2d -
Recovered/Resolved

r

Injection site pain
(2d -
Recovered/Resolved

=)

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -
[n/a - n/a - n/a])

Not reported

EU-EC-
10011557927

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Chills (0d -
Recovered/Resolved

=)

Dizziness (1d -
Recovered/Resolved

)

Feeling hot (1d -
Recovered/Resolved

<)

Headache (1d -
Recovered/Resolved

4

Influenza (1d -
Recovered/Resolved

4

Injection site pain

Recovered/Resolved

)

Limb discomfort (1d

Recovered/Resolved

»

Pyrexia (1d -
Recovered/Resolved

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -

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

Not reported

EU-EC-
10011557928

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Abdominal pain (19d
- Not Recovered/Not
Resolved - ),

Chills (19d - Not
Recovered/Not
Resolved - ),

Diarrhoea (19d - Not
Recovered/Not
Resolved - ),

Headache (19d - Not
Recovered/Not
Resolved - ),

Nausea (19d - Not
Recovered/Not
Resolved - ),

Pain in extremity
(19d - Not
Recovered/Not
Resolved - ),

Pyrexia (19d - Not
Recovered/Not
Resolved - )

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -

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

Not reported

EU-EC-
10011557929

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Petechiae (4d -
Recovered/Resolved

=)

Pyrexia (4d -
Recovered/Resolved

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -

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

Not reported

EU-EC-
10011557931

10/02/2022

https://dap.ema.europa.eu/analytics/saw.dll?Go

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

Chills (6d - Not
Recovered/Not
Resolved - ),

Dizziness (6d - Not
Recovered/Not
Resolved - ),

Fatigue (6d - Not
Recovered/Not
Resolved - ),

Feeling cold (6d -
Not Recovered/Not
Resolved - ),

Headache (6d - Not
Recovered/Not

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -
[n/a - n/a - n/al)

Not reported
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Resolved - ),

Influenza like illness
(6d - Not
Recovered/Not
Resolved - ),

Limb discomfort (6d
- Not Recovered/Not
Resolved - ),

Myalgia (6d - Not
Recovered/Not
Resolved - ),

Nausea (6d - Not
Recovered/Not
Resolved - ),

Pyrexia (6d - Not
Recovered/Not
Resolved - )

EU-EC-
10011557932

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Dysphagia (n/a - Not
Recovered/Not
Resolved - ),

Lymphadenopathy
(n/a - Not
Recovered/Not
Resolved - ),

Malaise (n/a - Not
Recovered/Not
Resolved - ),

Nasopharyngitis (n/a
- Not Recovered/Not
Resolved - )

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -

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

Not reported

EU-EC-
10011557933

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Heavy menstrual
bleeding (n/a - Not
Recovered/Not
Resolved - ),

Lymphadenopathy
(n/a - Not
Recovered/Not
Resolved - )

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -
[n/a - n/a - n/a])

Not reported

EU-EC-
10011557935

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Muscle spasms (2d -
Not Recovered/Not
Resolved - ),

Myalgia (2d - Not
Recovered/Not
Resolved - )

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -

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

Not reported

EU-EC-
10011557936

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Back pain (1d -
Recovered/Resolved

=)

Chills (1d -
Recovered/Resolved

Limb discomfort (1d

Recovered/Resolved

r

Nausea (1d -
Recovered/Resolved

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -

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

Not reported

EU-EC-
10011557937

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Chills (2d -
Recovered/Resolved

=)

Headache (2d -
Recovered/Resolved

)

Influenza like illness

Recovered/Resolved

)

Injection site pain
2

Recovered/Resolved

Limb discomfort (2d

Recovered/Resolved

I

Malaise (2d -
Recovered/Resolved

-

Nausea (2d -
Recovered/Resolved

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -
[n/a - n/a - n/a])

Not reported

EU-EC-
10011557938

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Blood pressure
decreased (7d -
Recovering/Resolving

4

Dizziness (7d -
Recovering/Resolving

Limb discomfort (7d

Recovering/Resolving

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -
[n/a - n/a - n/a])

Not reported

EU-EC-
10011557939

10/02/2022

https://dap.ema.europa.eu/analytics/saw.dll?Go

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Chills (2d -
Recovering/Resolving

4

Dizziness (2d -
Recovering/Resolving

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -
[n/a - n/a - n/a])

Not reported
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=)
Headache (2d -
Recovering/Resolving
=)
Influenza (2d -
Recovering/Resolving
EU-EC- 10/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent | Male No Pain in extremity COMIRNATY Not reported I
10011557940 Healthcare |Economic Years (22d - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved | Immunisation - n/a -
=) [n/a-n/a-
Intramuscular])
Vaccination site pain
(22d -
Recovered/Resolved
EU-EC- 10/02/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Limb discomfort (3d |COMIRNATY Not reported I
10011557941 Healthcare |Economic Years |Specified - [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving | Immunisation - n/a -
- [n/a - n/a - n/a])
EU-EC- 10/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Amenorrhoea (n/a - |COMIRNATY Not reported I
10011557942 Healthcare  |Economic Years Not Recovered/Not  |[TOZINAMERAN] (S -
Professional |Area Resolved - ), Immunisation - n/a -
[n/a-n/a-
Influenza (n/a - Not |Intramuscular])
Recovered/Not
Resolved - )
EU-EC- 10/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Injection site pain COMIRNATY Not reported I
10011557943 Healthcare |Economic Years (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not Immunisation - n/a -
Resolved - ), [n/a-n/a-
Intramuscular])
Menstrual disorder
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 10/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Chills (7d - COMIRNATY Not reported I
10011557945 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a -
[n/a - n/a - n/a])
Fatigue (7d -
Recovered/Resolved
=)
Headache (7d -
Recovered/Resolved
=)
Pain in extremity (7d
Recovered/Resolved
EU-EC- 10/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Chills (n/a - Not COMIRNATY Not reported I
10011557946 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), Immunisation - n/a -
[n/a-n/a-
Lymphadenopathy  |Intramuscular])
(n/a - Not
Recovered/Not
Resolved - ),
Nausea (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 10/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Fatigue (17d - Not | COMIRNATY Not reported I
10011557947 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), Immunisation - n/a -
[n/a - n/a - n/a])
Infectious
mononucleosis (17d
- Not Recovered/Not
Resolved - ),
Pyrexia (17d - Not
Recovered/Not
Resolved - )
EU-EC- 10/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Limb discomfort (n/a | COMIRNATY Not reported I
10011557948 Healthcare |Economic Years - Not Recovered/Not |[TOZINAMERAN] (S -
Professional |Area Resolved - ), Immunisation - n/a -
[n/a - n/a - n/a])
Muscular weakness
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 10/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Headache (26d - Not |COMIRNATY Not reported I
10011557949 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), Immunisation - n/a -
[n/a - n/a - n/a])
Nausea (26d - Not
Recovered/Not
Resolved - ),
Paraesthesia (26d -
Not Recovered/Not
Resolved - ),
Vomiting (26d - Not
Recovered/Not
Resolved - )
EU-EC- 10/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Muscle spasms (0d - |COMIRNATY Not reported I
10011557950 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a -
[n/a - n/a - n/a])
Myalgia (0d -
Recovered/Resolved
-)
EU-EC- 10/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Fatigue (3d - COMIRNATY Not reported I
10011557951 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a -
[n/a - n/a - n/a])
Headache (3d -
Recovered/Resolved
Pruritus (1d -
Recovered/Resolved
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=)
Rash (1d -
Recovered/Resolved
EU-EC- 10/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Chills (3d - COMIRNATY Not reported I
10011557952 Healthcare  |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a -
[n/a - n/a - n/a])
Fatigue (3d -
Recovered/Resolved
Headache (3d -
Recovered/Resolved
Influenza like illness
(3d-
Recovered/Resolved
=)
Photophobia (3d -
Recovered/Resolved
=)
Pyrexia (3d -
Recovered/Resolved
Vomiting (3d -
Recovered/Resolved
-)
EU-EC- 10/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent Male No Chills (21d - COMIRNATY Not reported I
10011557953 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a -
[n/a - n/a - n/al)
Pain in extremity
(21d -
Recovered/Resolved
=)
Pyrexia (21d -
Recovered/Resolved
-)
EU-EC- 10/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Dyspnoea (2d - COMIRNATY Not reported I
10011557954 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a -
[n/a - n/a - n/a])
Oxygen saturation
decreased (2d -
Recovered/Resolved
EU-EC- 10/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Abdominal pain (2d - | COMIRNATY Not reported I
10011557955 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a -
[n/a - n/a - n/a])
Nausea (2d -
Recovering/Resolving
Vomiting (2d -
Recovering/Resolving
EU-EC- 10/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Chills (4d - COMIRNATY Not reported I
10011557956 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a -
[n/a - n/a - n/a])
Fatigue (4d -
Recovered/Resolved
Influenza (4d -
Recovered/Resolved
=)
Myalgia (4d -
Recovered/Resolved
Pyrexia (4d -
Recovered/Resolved
=)
Vaccination site pain
(4d -
Recovered/Resolved
EU-EC- 10/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Rash (3d - Not COMIRNATY Not reported I
10011557957 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ) Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 10/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Feeling hot (38d - |COMIRNATY Not reported I
10011557958 Healthcare  |Economic Years Not Recovered/Not  |[TOZINAMERAN] (S -
Professional |Area Resolved - ), Immunisation - n/a -
[n/a - n/a - n/a])
Headache (38d - Not
Recovered/Not
Resolved - ),
Somnolence (38d -
Not Recovered/Not
Resolved - )
EU-EC- 10/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Infection COMIRNATY Not reported I
10011557959 Healthcare |Economic Years susceptibility [TOZINAMERAN] (S -
Professional |Area increased (32d - Not | Immunisation - n/a -
Recovered/Not [n/a - n/a - n/a])
Resolved - ),
Influenza (32d - Not
Recovered/Not
Resolved - )
EU-EC- 10/02/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Amenorrhoea (n/a - |COMIRNATY Not reported I
10011557960 Healthcare |Economic Years |Specified Not Recovered/Not  |[TOZINAMERAN] (S -
Professional |Area Resolved - ) Immunisation - n/a -
[n/a - n/a - n/al)
EU-EC- 10/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Rash (n/a - Not COMIRNATY Not reported I
10011557961 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
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Professional |Area Resolved - ), Immunisation - n/a -
[n/a - n/a - n/a])
Rash pruritic (n/a -
Not Recovered/Not
Resolved - )
EU-EC- 10/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Abdominal COMIRNATY Not reported I
10011557962 Healthcare |Economic Years discomfort (53d - [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving |Immunisation - n/a -
- [n/a - n/a - n/a])
Malaise (53d -
Recovering/Resolving
EU-EC- 10/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Epistaxis (1d - Not ~ |COMIRNATY Not reported I
10011557963 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), Immunisation - n/a -
[n/a - n/a - n/a])
Lymphadenopathy
(1d - Not
Recovered/Not
Resolved - )
EU-EC- 10/02/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Abdominal pain (2d - | COMIRNATY Not reported I
10011557964 Healthcare |Economic Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a -
[n/a - n/a - n/a])
Nausea (2d -
Recovering/Resolving
EU-EC- 10/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Amenorrhoea (17d - |COMIRNATY Not reported I
10011557965 Healthcare |Economic Years Unknown - ), [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
Menstrual disorder  |[n/a - n/a - n/a])
(17d - Unknown - ),
Myalgia (17d -
Unknown - )
EU-EC- 10/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent | Male No Dyspnoea (0d - COMIRNATY Not reported I
10011557966 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area - Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 10/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Asthenia (85d - COMIRNATY Not reported I
10011557967 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a -
[n/a - n/a - n/a])
Fatigue (85d -
Recovering/Resolving
=)
Myalgia (85d -
Recovering/Resolving
EU-EC- 10/02/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Influenza (5d - COMIRNATY Not reported I
10011557968 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area - Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 10/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Rash (4d - COMIRNATY Not reported I
10011557969 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a -
[n/a - n/a - n/a])
Urticaria (4d -
Recovering/Resolving
EU-EC- 10/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Fatigue (3d - COMIRNATY Not reported I
10011557970 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a -
[n/a - n/a - n/a])
Headache (3d -
Recovered/Resolved
-
Pruritus (1d -
Recovered/Resolved
=
Rash (1d -
Recovered/Resolved
EU-EC- 10/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Epistaxis (2d - COMIRNATY Not reported I
10011557971 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a -
[n/a - n/a - n/a])
Fatigue (2d -
Recovering/Resolving
=)
Headache (2d -
Recovering/Resolving
=)
Injection site
erythema (2d -
Recovering/Resolving
=)
Injection site pain
2d -
Recovering/Resolving
EU-EC- 10/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Oral herpes (n/a - COMIRNATY Not reported I
10011557972 Healthcare |Economic Years Not Recovered/Not  |[TOZINAMERAN] (S -
Professional |Area Resolved - ), Immunisation - n/a -
[n/a - n/a - n/a])
Rash (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 10/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Fatigue (1d - Not COMIRNATY Not reported I
10011557973 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), Immunisation - n/a -
[n/a - n/a - n/a])
Headache (1d - Not
Recovered/Not
Resolved - )
EU-EC- 10/02/2022 |Spontaneous |Non European | Not available 12-17 |Adolescent |Male No Chills (1d - COMIRNATY Not reported I
10011557974 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a -
[n/a - n/a - n/a])
Fatigue (6d -
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Recovered/Resolved

)

Headache (2d -
Recovered/Resolved

»

Influenza (2d -
Recovered/Resolved

'

Nausea (6d -
Recovered/Resolved

4

Night sweats (6d -
Recovered/Resolved
=)

Pyrexia (1d -
Recovered/Resolved

)

Vomiting (1d -
Recovered/Resolved
-)

EU-EC-
10011557976

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Dizziness (0d -
Recovered/Resolved

4

Injection site pain
(3d-
Recovered/Resolved

4

Syncope (0d -
Recovered/Resolved

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -

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

Not reported

EU-EC-
10011557977

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Fatigue (1d -
Recovered/Resolved

)

Injection site pain

Recovered/Resolved

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -
[n/a - n/a - n/a])

Not reported

EU-EC-
10011557979

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Blood pressure
decreased (0d -
Recovering/Resolving

'

Dizziness (0d -
Recovering/Resolving
=)

Feeling hot (0d -
Recovered/Resolved

<)

Feeling hot (0d -
Recovering/Resolving

W

Hot flush (0d -
Recovering/Resolving

4

Hypoaesthesia (0d -
Recovering/Resolving

4

Hypoaesthesia oral
(od -
Recovered/Resolved

=)

Hypotension (0d -
Recovering/Resolving

)

Malaise (0d -
Recovering/Resolving

r

Paraesthesia (0d -
Recovered/Resolved

=)

Rash (n/a - Not
Recovered/Not
Resolved - )

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -

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

Not reported

EU-EC-
10011557980

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Asthenia (5d - Not
Recovered/Not
Resolved - ),

Headache (5d - Not
Recovered/Not
Resolved - )

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -
[n/a-n/a-
Intramuscular])

Not reported

EU-EC-
10011557981

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Abdominal pain (10d

Recovering/Resolving

4

Dizziness (10d -
Recovering/Resolving

'

Nausea (10d -
Recovering/Resolving

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -
[n/a - n/a - n/a])

Not reported

EU-EC-
10011557982

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Petechiae (0d -
Unknown - ),

Rash (0d - Unknown

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -
[n/a - n/a - n/a])

Not reported

EU-EC-
10011557983

https://dap.ema.europa.eu/analytics/saw.dll?Go

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Abdominal pain (1d -
Recovering/Resolving

)

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -

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

Not reported
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Gastrointestinal pain
(1d -
Recovering/Resolving
Haematoma (1d -
Recovering/Resolving
Headache (1d -
Recovering/Resolving
=
Myalgia (1d -
Recovering/Resolving
=)
Skin discolouration
(1d -
Recovering/Resolving
EU-EC- 10/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Headache (1d - COMIRNATY Not reported I
10011557984 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a -
[n/a - n/a - n/a])
Injection site pain
Recovered/Resolved
Nausea (1d -
Recovered/Resolved
EU-EC- 10/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Chest pain (2d - COMIRNATY Not reported I
10011557987 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a -
[n/a - n/a - n/al)
Headache (2d -
Recovering/Resolving
EU-EC- 10/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Dizziness (n/a - COMIRNATY Not reported I
10011557989 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a -
[n/a - n/a - n/a])
Vertigo (n/a -
Recovered/Resolved
-)
EU-EC- 10/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Headache (n/a - Not |COMIRNATY Not reported I
10011557990 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), Immunisation - n/a -
[n/a - n/a - n/a])
Oropharyngeal pain
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 10/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Chills (14d - COMIRNATY Not reported I
10011557996 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a -
[n/a - n/a - n/a])
Headache (14d -
Recovering/Resolving
=l
Nausea (14d -
Recovering/Resolving
=)
Urinary tract
infection (14d -
Recovering/Resolving
EU-EC- 10/02/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Rash vesicular (16d - | COMIRNATY Not reported I
10011557997 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area -) Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 10/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Headache (n/a - Not |COMIRNATY Not reported I
10011557998 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), Immunisation - n/a -
[n/a - n/a - n/a])
Influenza (n/a - Not
Recovered/Not
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 10/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Body temperature COMIRNATY Not reported I
10011557999 Healthcare |Economic Years increased (2d - [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving | Immunisation - n/a -
=) [n/a - n/a - n/a])
Influenza (2d -
Recovering/Resolving
=k
Limb discomfort (2d
Recovering/Resolving
EU-EC- 10/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Diarrhoea (3d - Not |COMIRNATY Not reported I
10011558000 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), Immunisation - n/a -
[n/a - n/a - n/a])
Vomiting (3d - Not
Recovered/Not
Resolved - )
EU-EC- 10/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Fatigue (0d - COMIRNATY Not reported I
10011558004 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a -
[n/a - n/a - n/al)
Hyperacusis (0d -
Recovering/Resolving
=
Nausea (0d -
Recovering/Resolving
,
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Pain in extremity (0d
Recovering/Resolving
Pyrexia (0d -
Recovering/Resolving
Vomiting (0d -
Recovering/Resolving
EU-EC- 10/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Heavy menstrual COMIRNATY Not reported I
10011558005 Healthcare |Economic Years bleeding (n/a - [TOZINAMERAN] (S -
Professional |Area Unknown - ), Immunisation - n/a -
[n/a - n/a - n/a])
Injection site pain
(n/a - Unknown - ),
Menstrual disorder
(n/a - Unknown - )
EU-EC- 10/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Dizziness (3d - COMIRNATY Not reported I
10011558006 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a -
[n/a - n/a - n/a])
Influenza (3d -
Recovering/Resolving
Neck pain (3d -
Recovering/Resolving
Pain in extremity (3d
Recovering/Resolving
EU-EC- 10/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Acne (23d - Not COMIRNATY Not reported I
10011558007 Healthcare  |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), Immunisation - n/a -
[n/a - n/a - n/a])
Rash (23d - Not
Recovered/Not
Resolved - )
EU-EC- 10/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Dizziness (1d - COMIRNATY Not reported I
10011558008 Healthcare |Economic Years Unknown - ), [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
Pyrexia (1d - [n/a-n/a-
Unknown - ), Intramuscular])
Syncope (1d -
Unknown - )
EU-EC- 10/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Amenorrhoea (nfa - |COMIRNATY Not reported I
10011558009 Healthcare |Economic Years Not Recovered/Not  |[TOZINAMERAN] (S -
Professional |Area Resolved - ), Immunisation - n/a -
[n/a - n/a - n/a])
Influenza (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 10/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Burning sensation COMIRNATY Not reported I
10011558014 Healthcare |Economic Years (n/a- [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving | Immunisation - n/a -
=) [n/a - n/a - n/a])
Rash (n/a -
Recovering/Resolving
EU-EC- 10/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Ear pain (1d - Not COMIRNATY Not reported I
10011558017 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), Immunisation - n/a -
[n/a - n/a - n/a])
Limb discomfort (1d
- Not Recovered/Not
Resolved - ),
Malaise (1d - Not
Recovered/Not
Resolved - ),
Pyrexia (1d - Not
Recovered/Not
Resolved - )
EU-EC- 10/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Syncope (0d - COMIRNATY Not reported I
10011558019 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a -
[n/a - n/a - n/a])
Vomiting (0d -
Recovered/Resolved
-)
EU-EC- 10/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Fatigue (1d - COMIRNATY Not reported I
10011558020 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a -
[n/a - n/a - n/a])
Headache (1d -
Recovered/Resolved
=)
Hot flush (1d -
Recovered/Resolved
Influenza (1d -
Recovered/Resolved
=)
Vaccination site pain
(1d -
Recovered/Resolved
EU-EC- 10/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Chills (n/a - Not COMIRNATY Not reported I
10011558021 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), Immunisation - n/a -
[n/a - n/a - n/a])
Dizziness (n/a - Not
Recovered/Not
Resolved - ),
Nausea (n/a - Not
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Recovered/Not
Resolved - )
EU-EC- 10/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Headache (9d - COMIRNATY Not reported I
10011558029 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a -
[n/a - n/a - n/a])
Limb discomfort (9d
Recovering/Resolving
=
Malaise (9d -
Recovering/Resolving
=)
Vomiting (11d -
Recovering/Resolving
-)
EU-EC- 10/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Bradycardia (2d - COMIRNATY Not reported I
10011558032 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a -
[n/a - n/a - n/a])
Bundle branch block
right (2d -
Recovering/Resolving
Hypotension (2d -
Recovering/Resolving
=
Vomiting (2d -
Recovering/Resolving
-)
EU-EC- 10/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Headache (0d - COMIRNATY Not reported I
10011558034 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a -
[n/a - n/a - n/a])
Injection site pain
Recovered/Resolved
EU-EC- 10/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Chest pain (2d - Not |COMIRNATY Not reported I
10011558035 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), Immunisation - n/a -
[n/a - n/a - n/a])
Dyspnoea (2d - Not
Recovered/Not
Resolved - ),
Hypoaesthesia (2d -
Not Recovered/Not
Resolved - ),
Tachycardia (2d -
Not Recovered/Not
Resolved - )
EU-EC- 10/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Headache (13d - COMIRNATY Not reported I
10011558040 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a -
[n/a - n/a - n/a])
Hypomenorrhoea
(n/a-
Recovered/Resolved
With Sequelae - ),
Malaise (n/a -
Recovered/Resolved
With Sequelae - ),
Menstrual disorder
(n/a-
Recovered/Resolved
With Sequelae - )
EU-EC- 10/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Injection site COMIRNATY Not reported I
10011558041 Healthcare |Economic Years haematoma (12d -  |[TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |Immunisation - n/a -
=) [n/a - n/a - n/a])
Myalgia (12d -
Recovered/Resolved
-)
EU-EC- 10/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Feeling hot (n/a - COMIRNATY Not reported I
10011558042 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a -
[n/a - n/a - n/a])
Limb discomfort (n/a
Recovering/Resolving
=)
Pyrexia (n/a -
Recovered/Resolved
EU-EC- 10/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent | Male No Fatigue (54d - Not COMIRNATY Not reported I
10011558043 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), Immunisation - n/a -
[n/a - n/a - n/a])
Headache (54d - Not
Recovered/Not
Resolved - )
EU-EC- 10/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Fatigue (9d - COMIRNATY Not reported I
10011558044 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a -
[n/a - n/a - n/a])
Headache (2d -
Recovered/Resolved
=)
Hypoaesthesia (9d -
Recovering/Resolving
=)
Myalgia (9d -
Recovered/Resolved
=)
Pain in extremity (9d
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Recovering/Resolving
Paraesthesia (9d -
Recovered/Resolved
-)
EU-EC- 10/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Dyspnoea (131d - COMIRNATY Not reported I
10011558046 Healthcare |Economic Years Not Recovered/Not  |[TOZINAMERAN] (S -
Professional |Area Resolved - ), Immunisation - n/a -
[n/a - n/a - n/a])
Palpitations (131d -
Not Recovered/Not
Resolved - )
EU-EC- 10/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Rash (n/a - COMIRNATY Not reported I
10011558048 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a -
[n/a - n/a - n/a])
Rash pruritic (n/a -
Recovered/Resolved
-)
EU-EC- 10/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Chills (1d - COMIRNATY Not reported I
10011558049 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a -
[n/a - n/a - n/a])
Dizziness (n/a -
Recovering/Resolving
Fatigue (n/a -
Recovering/Resolving
=)
Headache (n/a -
Recovering/Resolving
=)
Influenza (3d -
Unknown - ),
Injection site pain
(n/a - Unknown - ),
Pyrexia (1d -
Recovering/Resolving
EU-EC- 10/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Headache (2d - Not |COMIRNATY Not reported I
10011558052 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), Immunisation - n/a -
[n/a - n/a - n/a])
Limb discomfort (2d
- Not Recovered/Not
Resolved - )
EU-EC- 10/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Not No Chills (19d - Not COMIRNATY Not reported I
10011558053 Healthcare |Economic Years Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), Immunisation - n/a -
[n/a - n/a - n/a])
Fatigue (19d - Not
Recovered/Not
Resolved - ),
Headache (19d - Not
Recovered/Not
Resolved - ),
Hypoaesthesia (19d -
Not Recovered/Not
Resolved - ),
Influenza like illness
(19d - Not
Recovered/Not
Resolved - ),
Malaise (19d - Not
Recovered/Not
Resolved - ),
Myalgia (19d - Not
Recovered/Not
Resolved - )
EU-EC- 10/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Muscle spasms (2d - |COMIRNATY Not reported I
10011558055 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a -
[n/a - n/a - n/a])
Myalgia (2d -
Recovered/Resolved
-)
EU-EC- 10/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent Male No Influenza (15d - Not |COMIRNATY Not reported I
10011558056 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ) Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 10/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent Male No Fatigue (2d - COMIRNATY Not reported I
10011558058 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a -
[n/a - n/a - n/a])
Headache (2d -
Recovered/Resolved
Injection site
swelling (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 10/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Body temperature COMIRNATY Not reported I
10011558061 Healthcare |Economic Years increased (0d - [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving | Immunisation - n/a -
=) [n/a - n/a - n/al)
Dizziness (0d -
Recovering/Resolving
=)
Syncope (0d -
Recovering/Resolving
Tachycardia (0d -
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Recovering/Resolving
EU-EC- 10/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Dyspnoea (5d - Not |COMIRNATY Not reported I
10011558065 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ) Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 10/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Fatigue (0d - Not COMIRNATY Not reported I
10011558066 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), Immunisation - n/a -
[n/a-n/a-
Headache (0d - Intramuscular])
Recovering/Resolving
Hypotonia (0d - Not
Recovered/Not
Resolved - ),
Pain in extremity (1d
- Not Recovered/Not
Resolved - )
EU-EC- 10/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Fatigue (4d - COMIRNATY Not reported I
10011558067 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a -
[n/a - n/a - n/a])
Headache (4d -
Recovering/Resolving
=
Oropharyngeal pain
(4d -
Recovering/Resolving
EU-EC- 10/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Pruritus (25d - Not | COMIRNATY Not reported I
10011558068 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), Immunisation - n/a -
[n/a - n/a - n/a])
Rash (25d - Not
Recovered/Not
Resolved - )
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