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EU Local
Number

EV
Gateway
Receipt
Date

Report Type

Primary
Source
Qualification

Primary
Source
Country
for
Regulatory
Purposes

Literature Reference

Patient
Age
Group

Patient
Age Group
(as per
reporter)

Patient
Sex

Parent
Child
Report

Reaction List PT
(Duration — Outcome -
Seriousness Criteria)

Suspect/interacting
Drug List (Drug Char
- Indication PT -
Action taken -
[Duration - Dose -
Route])

Concomitant/Not
Administered Drug
List (Drug Char -
Indication PT - Action
taken - [Duration -
Dose - Route])

1Cs
Fori

EU-EC-
10013833487

25/10/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

Palpitations (11d -
Recovered/Resolved -
Other Medically
Important Condition),

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

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

Not reported

EU-EC-
10013833573

25/10/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Abdominal distension
(n/a-
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Chest discomfort (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Chest pain (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Myocardial necrosis
marker increased (n/a
- Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Myocarditis (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Troponin I increased
(nfa-
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10013833803

25/10/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Chest discomfort
(38955min -
Recovered/Resolved -
Other Medically
Important Condition),

Chest pain (38955min
- Recovered/Resolved -
Other Medically
Important Condition),

Pyrexia (38955min -
Recovered/Resolved -
Other Medically
Important Condition)

COMIRNATY
[TOZINAMERAN] (S
- COVID-19
immunisation - Not
applicable - [1d -
3mL -
Intramuscular use])

Not reported

EU-EC-
10013833980

25/10/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Fatigue (2d -
Recovered/Resolved -
Disabling),

Headache (2d -
Recovered/Resolved -
Disabling),

Injection site reaction
(2d -
Recovered/Resolved -
Disabling),

Malaise (2d -
Recovered/Resolved -
Disabling),

Myalgia (2d -
Recovered/Resolved -
Disabling),

Pyrexia (2d -
Recovered/Resolved -
Disabling),

Skin disorder (2d -
Recovered/Resolved -
Disabling)

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

Not reported

EU-EC-
10013834671

25/10/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

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

Not available

12-17
Years

Adolescent

Male

No

Autoimmune hepatitis
(n/a - Not
Recovered/Not
Resolved -

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

Not reported
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Caused/Prolonged applicable - [365d -
Hospitalisation, Other |1{DF} -
Medically Important  |Intramuscular use])
Condition),
Cholangitis sclerosing
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),
Inflammatory bowel
disease (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition)
EU-EC- 25/10/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Menstruation delayed |COMIRNATY [PARACETAMOL] (C - |ICS
10013834759 Healthcare |Economic Years (n/a - Not [TOZINAMERAN] (S |n/a-n/a-[n/a-n/a-
Professional |Area Recovered/Not - COVID-19 n/al)
Resolved - ), immunisation - Not
applicable - [1d -
Premenstrual 1{DF} -
syndrome (n/a - Not | Intramuscular use])
Recovered/Not
Resolved - )
EU-EC- 25/10/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Amenorrhoea (n/a - COMIRNATY Not reported ICS
10013834850 Healthcare |Economic Years Recovered/Resolved - ) [[TOZINAMERAN] (S
Professional |Area - COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular use])
EU-EC- 25/10/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female [No Amenorrhoea (n/a - COMIRNATY Not reported ICS
10013835005 Healthcare |Economic Years Recovering/Resolving - [[TOZINAMERAN] (S
Professional |Area ) - COVID-19
immunisation - n/a -
Dysmenorrhoea (n/a - |[1d - 1{DF} -
Recovering/Resolving - |Intramuscular use])
EU-EC- 25/10/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Dizziness (4d - COMIRNATY Not reported ICS
10013835345 Professional |European Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S
Economic Caused/Prolonged - COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d -
Pyrexia (4d - n/a - Intramuscular
Recovered/Resolved - |use])
Caused/Prolonged
Hospitalisation)
EU-EC- 25/10/2022 |Spontaneous |Non European |Not available 12-17 |Not Female [No Body temperature COMIRNATY Not reported Ics
10013835585 Healthcare |Economic Years |Specified increased (24h - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved - |- COVID-19
) immunisation - Not
applicable - [n/a -
Ear discomfort (24h - |1{DF} -
Recovered/Resolved - |Intramuscular use])
Headache (24h -
Recovered/Resolved -
Heart rate increased
(24h -
Recovered/Resolved -
Pain in extremity (24h
- Recovered/Resolved -
Tinnitus (24h -
Recovered/Resolved - )
EU-EC- 25/10/2022 |Spontaneous |Healthcare |Non Ahmed, T.. A report on short-term 12-17 |Not Not No Myocarditis (24h - TOZINAMERAN Not reported ICs
10013836999 Professional |European |follow-up cardiac imaging and clinical |Years |Specified |Specified Recovered/Resolved - |[TOZINAMERAN] (S
Economic |outcomes of myocarditis after Other Medically - COVID-19
Area coronavirus disease 2019 vaccination. Important Condition) |immunisation - Not
Journal of Cardiovascular Medicine. applicable - [n/a -
2022;23(10):691-693. n/a - n/a])
doi:10.2459/JCM.0000000000001341
EU-EC- 25/10/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female [No Abdominal pain upper |COMIRNATY Not reported ICS
10013837040 Professional |Economic Years |Specified (n/a - Unknown - ), [TOZINAMERAN] (S
Area - COVID-19
Asthenia (n/a - immunisation - Not
Unknown - ), applicable - [1d -
n/a - n/al)
Blindness unilateral
(n/a - Unknown -
Caused/Prolonged
Hospitalisation,
Disabling),
Cough (n/a - Unknown
Diplopia (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Dysphagia (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation,
Disabling),
Dyspnoea (n/a -
Unknown -
Caused/Prolonged
Hospitalisation,
Disabling),
Dysstasia (n/a - Not
Recovered/Not
https://dap.ema.europa.eu/analytics/saw.dlI?Go 2/62
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Resolved - Disabling),

Eyelid ptosis (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation,
Disabling),

Fatigue (n/a -
Unknown - ),

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

Joint range of motion
decreased (n/a -
Unknown -
Caused/Prolonged
Hospitalisation,
Disabling),

Muscular weakness
(n/a - Unknown -
Caused/Prolonged
Hospitalisation,
Disabling),

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

Visual field defect (n/a
- Unknown -
Caused/Prolonged
Hospitalisation,
Disabling),

Visual impairment (n/a
- Unknown -
Caused/Prolonged
Hospitalisation,
Disabling),

Walking disability (n/a
- Not Recovered/Not
Resolved - Disabling)

EU-EC- 25/10/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Lymphadenopathy (n/a [COMIRNATY Not reported ICS
10013838627 Healthcare |Economic Years |Specified - Not Recovered/Not  |[TOZINAMERAN] (S
Professional |Area Resolved - ), - COVID-19
immunisation - Not
Vaccination site applicable - [n/a -
lymphadenopathy (n/a |1{DF} - n/al)
- Not Recovered/Not
Resolved - )
EU-EC- 24/10/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No COVID-19 (n/a - COMIRNATY Not reported ICS
10013822989 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 - n/a])
Unknown - Other
Medically Important
Condition)
EU-EC- 24/10/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest pain (9d - COMIRNATY Not reported ICS
10013823274 Professional |European Years |Specified Recovered/Resolved - [[TOZINAMERAN] (S
Economic Caused/Prolonged - COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d -
Myocarditis (1mo - .3mL -
Recovered/Resolved - |Intramuscular use])
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition)
EU-EC- 24/10/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female [No Dizziness (n/a - Not COMIRNATY Not reported ICS
10013825195 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), - Immunisation - n/a
- [n/a - 2{DF} -
Dyspnoea (n/a - Not  |n/a])
Recovered/Not
Resolved - ),
Fatigue (n/a - Not
Recovered/Not
Resolved - ),
Headache (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Myocarditis (n/a - Not
Recovered/Not
Resolved - Life
Threatening, Other
Medically Important
Condition),
Nausea (n/a - Not
Recovered/Not
Resolved - ),
Pain (n/a - Not
Recovered/Not
Resolved - ),
Restlessness (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 24/10/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Cough (105d - COMIRNATY Not reported ICS
10013825230 Professional |European Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S
Other Medically - COVID-19
https://dap.ema.europa.eu/analytics/saw.dlI?Go 3/62



30.11.2022 13.28

Run Line Listing Report

Economic Important Condition), |immunisation - Not
Area applicable - [n/a -
Drug ineffective (105d |n/a - n/a])
- Recovered/Resolved -
Other Medically
Important Condition),
Suspected COVID-19
(105d -
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 24/10/2022 | Spontaneous |Non Non Not available 12-17 |Not Female |No Haemorrhage (n/a - COMIRNATY Not reported ICS
10013825231 Healthcare |European Years |Specified Recovered/Resolved - [[TOZINAMERAN] (S
Professional | Economic Caused/Prolonged - COVID-19
Area Hospitalisation, Other |immunisation - Not
Medically Important applicable - [1d -
Condition) n/a - Intramuscular
use])
EU-EC- 24/10/2022 |Spontaneous |Non Non Not available 12-17 |Not Male No Myocardial infarction ~ |COMIRNATY Not reported ICS
10013825344 Healthcare |European Years |Specified (n/a - Fatal - Results in |[TOZINAMERAN] (S
Professional |Economic Death, Other Medically |- COVID-19
Area Important Condition) |immunisation - Not
applicable - [n/a -
n/a - n/a))
EU-EC- 24/10/2022 |Spontaneous |Non Non Not available 12-17 |Not Female |No Toxic nodular goitre COMIRNATY Not reported ICS
10013825447 Healthcare |European Years |Specified (n/a- [TOZINAMERAN] (S
Professional |Economic Recovering/Resolving - |- COVID-19
Area Other Medically immunisation - Not
Important Condition) |applicable - [n/a -
n/a - Intramuscular
use])
EU-EC- 24/10/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Decreased appetite COMIRNATY Not reported ICs
10013825632 Professional |European Years |Specified - [TOZINAMERAN] (S
Economic Recovered/Resolved - |- COVID-19
Area Caused/Prolonged immunisation - Not
Hospitalisation), applicable - [1d -
n/a - Intramuscular
Dizziness (6d - use])
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Electrocardiogram ST
segment elevation (5d
- Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Fatigue (21d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Headache (21d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Hypoxia (5d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Muscular weakness
(6d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Ventricular septal
defect acquired (5d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 24/10/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Heavy menstrual COMIRNATY Not reported ICS
10013826098 Healthcare |Economic Years bleeding (n/a - [TOZINAMERAN] (S
Professional |Area Recovering/Resolving - |- COVID-19
) immunisation - Not
applicable - [1d -
Menstruation irregular |1{DF} -
(n/a- Intramuscular use])
Recovering/Resolving -
EU-EC- 24/10/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest discomfort (19d |COMIRNATY Not reported IcS
10013826414 Professional |European Years |Specified - Recovered/Resolved - |[TOZINAMERAN] (S
Economic Other Medically - COVID-19
Area Important Condition), |immunisation - Not
applicable - [n/a -
Chest pain (19d - n/a - Intramuscular
Recovered/Resolved - |use])
Other Medically
Important Condition),
Nausea (19d -
Recovered/Resolved -
Other Medically
Important Condition),
Palpitations (19d -
Recovered/Resolved -
Other Medically
Important Condition),
Pyrexia (19d -
Recovered/Resolved -
Other Medically
Important Condition),
Rhinorrhoea (n/a -
Recovered/Resolved - )
EU-EC- 24/10/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Not No Dysphagia (n/a - COMIRNATY Not reported ICS
10013826430 Healthcare |Economic Years Specified Recovered/Resolved - |[TOZINAMERAN] (S
Professional |Area Caused/Prolonged - COVID-19
Hospitalisation), immunisation - n/a -
[n/a - n/a - n/a])
Gait disturbance (n/a -
Recovered/Resolved -
Caused/Prolonged
https://dap.ema.europa.eu/analytics/saw.dlI?Go 4/62
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Hospitalisation),
Tremor (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 24/10/2022 | Spontaneous |Healthcare  |Non Not available 12-17 |Not Male No Inappropriate schedule | COMIRNATY Not reported ICS
10013827882 Professional |European Years |Specified of product [TOZINAMERAN] (S
Economic administration (n/a - |- COVID-19
Area Recovered/Resolved -  [immunisation - Not
Caused/Prolonged applicable - [1d -
Hospitalisation), n/a - nfa])
Myocarditis (8d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Pericarditis (8d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 24/10/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Hallucination, auditory |COMIRNATY Not reported ICS
10013828149 Healthcare |Economic Years |Specified (n/a - Unknown - [TOZINAMERAN] (S
Professional |Area Other Medically -n/a-nfa-[n/a-
Important Condition), |n/a - n/a])
Pyrexia (1d -
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 24/10/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent | Male No Pericarditis (27d - COMIRNATY [ATENOLOL, ICS
10013828978 Healthcare |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S |ATENOLOL BP] (C -
Professional |Area Other Medically - COVID-19 Long QT syndrome -
Important Condition) |immunisation - Not |n/a - [n/a - 50mg -
applicable - [n/a -  |Oral use])
1{DF} - n/a])
EU-EC- 23/10/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Toothache (n/a - [TOZINAMERAN] (S |Not reported ICS
10013814719 Healthcare |Economic Years |Specified Recovering/Resolving - |- n/a - Unknown -
Professional |Area [n/a - n/a - n/a])
EU-EC- 23/10/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Axillary pain (n/a - Not |[TOZINAMERAN] (S |Not reported Ics
10013818964 Healthcare |Economic Years |Specified Recovered/Not - n/a - Unknown -
Professional |Area Resolved - Other [n/a - n/a-n/a])
Medically Important
Condition),
Chills (1d -
Recovered/Resolved -
Other Medically
Important Condition),
Nausea (n/a -
Recovering/Resolving -
Other Medically
Important Condition),
Vomiting (1d -
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 21/10/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Heavy menstrual COMIRNATY Not reported ICS
10013800224 Healthcare |Economic Years |Specified bleeding (n/a - Not [TOZINAMERAN] (S
Professional |Area Recovered/Not - Immunisation - n/a
Resolved - ) - [n/a - n/a - n/al)
EU-EC- 21/10/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Myocarditis (n/a - COMIRNATY Not reported ICS
10013800389 Professional |European Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S
Economic Caused/Prolonged - COVID-19
Area Hospitalisation) immunisation - Not
applicable - [1d -
n/a - n/al)
EU-EC- 21/10/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Headache (1d - COMIRNATY Not reported j(e]
10013800653 Healthcare |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S
Professional |Area Other Medically -n/a-n/a-[n/a-
Important Condition), |n/a - n/a])
Syncope (0d -
Recovered/Resolved -
Other Medically
Important Condition),
Vomiting (0d -
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 21/10/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Hallucination (0d - COMIRNATY Not reported Ics
10013800816 Healthcare |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S
Professional |Area Other Medically -n/a-n/a-[n/a-
Important Condition), |n/a - n/a])
Headache (n/a -
Recovering/Resolving -
Other Medically
Important Condition),
Myalgia (n/a -
Recovering/Resolving -
Other Medically
Important Condition),
Pyrexia (n/a -
Recovering/Resolving -
Other Medically
Important Condition)
EU-EC- 21/10/2022 | Spontaneous |Healthcare  |Non Not available 12-17 |Not Male No Encephalitis (n/a - COMIRNATY Not reported ICS
10013801075 Professional |European Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S
Economic Other Medically - COVID-19
Area Important Condition) |immunisation - Not
applicable - [n/a -
n/a - Intramuscular
use])
EU-EC- 21/10/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Asthenia (n/a - COMIRNATY Not reported ICS
10013801792 Healthcare |Economic Years |Specified Unknown - ), [TOZINAMERAN] (S
Professional |Area - COVID-19
Body temperature immunisation - Not
increased (3d - applicable - [n/a -
Recovered/Resolved - |n/a - n/a])
https://dap.ema.europa.eu/analytics/saw.dlI?Go 5/62
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Myalgia (n/a -
Unknown - ),
Pain in extremity (n/a -
Unknown - )
EU-EC- 21/10/2022 | Spontaneous |Non Non Not available 12-17 |Not Male No Myocarditis (n/a - COMIRNATY Not reported ICS
10013802386 Healthcare |European Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S
Professional |Economic Other Medically - COVID-19
Area Important Condition) |immunisation - Not
applicable - [n/a -
n/a - Intramuscular
use])
EU-EC- 21/10/2022 |Spontaneous |Non European |Not available 12-17 |Not Not No Urticaria (n/a - COMIRNATY Not reported ICS
10013802759 Healthcare |Economic Years |Specified |Specified Recovered/Resolved - ) |[TOZINAMERAN] (S
Professional |Area - COVID-19
immunisation - Not
applicable - [n/a -
n/a - n/al)
EU-EC- 21/10/2022 |Spontaneous |Non Non Not available 12-17 |Not Female |No Encephalitis COMIRNATY Not reported ICS
10013802941 Healthcare |European Years |Specified autoimmune (n/a - [TOZINAMERAN] (S
Professional |Economic Recovered/Resolved - |- COVID-19
Area Other Medically immunisation - Not
Important Condition) |applicable - [n/a -
n/a - Intramuscular
use])
EU-EC- 21/10/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Fibrin D dimer COMIRNATY Not reported ICS
10013802990 Professional |European Years |Specified increased (n/a - Not [TOZINAMERAN] (S
Economic Recovered/Not - COVID-19
Area Resolved - Other immunisation - Not
Medically Important applicable - [n/a -
Condition), n/a - Intramuscular
use])
Small intestinal
obstruction (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Thrombocytosis (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 21/10/2022 |Spontaneous |Non Non Not available 12-17 |Not Male No Thrombotic COMIRNATY Not reported IcS
10013803073 Healthcare |European Years |Specified thrombocytopenic [TOZINAMERAN] (S
Professional | Economic purpura (n/a - - COVID-19
Area Recovering/Resolving - [immunisation - Not
Other Medically applicable - [n/a -
Important Condition) |n/a - Intramuscular
use])
EU-EC- 21/10/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female [No Hypotension (1h - COMIRNATY Not reported Ics
10013803825 Professional | Economic Years Recovered/Resolved - [[TOZINAMERAN] (S
Area Other Medically - COVID-19
Important Condition), |immunisation - Not
applicable - [1d -
Malaise (1h - 1{DF} -
Recovered/Resolved -  |Intramuscular use])
Other Medically
Important Condition)
EU-EC- 21/10/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Headache (n/a - Not ~ |COMIRNATY Not reported ICS
10013803907 Professional |Economic Years Recovered/Not [TOZINAMERAN] (S
Area Resolved - Other - COVID-19
Medically Important immunisation - n/a -
Condition) [n/a - 1{DF} - n/al)
EU-EC- 21/10/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Vaginal haemorrhage |COMIRNATY Not reported Ics
10013804144 Healthcare |Economic Years (n/a - Not [TOZINAMERAN] (S
Professional |Area Recovered/Not - COVID-19
Resolved - ) immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular use])
EU-EC- 21/10/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Immunisation reaction |COMIRNATY Not reported ICs
10013804160 Professional |Economic Years (n/a- [TOZINAMERAN] (S
Area Recovered/Resolved - ) |- COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular use])
EU-EC- 21/10/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Presyncope (n/a - COMIRNATY Not reported j(e]
10013804165 Healthcare  |Economic Years Recovered/Resolved - ) |[TOZINAMERAN] (S
Professional |Area - COVID-19
immunisation - Drug
withdrawn - [n/a -
1{DF} -
Intramuscular use])
EU-EC- 21/10/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Localised oedema (n/a |COMIRNATY Not reported ICS
10013804222 Professional |Economic Years - Unknown -) [TOZINAMERAN] (S
Area - COVID-19
immunisation - Drug
withdrawn - [n/a -
1{DF} -
Intramuscular use])
EU-EC- 21/10/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Acne (n/a - COMIRNATY Not reported ICS
10013804224 Healthcare |Economic Years Recovering/Resolving - |[TOZINAMERAN] (S
Professional |Area , - COVID-19
immunisation - Drug
Dysmenorrhoea (n/a - |withdrawn - [n/a -
Recovering/Resolving - [1{DF} -
) Intramuscular use])
Heavy menstrual
bleeding (n/a -
Recovering/Resolving -
)
Oligomenorrhoea (n/a
- Recovering/Resolving
EU-EC- 21/10/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Loss of consciousness |COMIRNATY Not reported ICS
10013804532 Healthcare |Economic Years (n/a- [TOZINAMERAN] (S
Professional |Area Recovered/Resolved - ) |- COVID-19
immunisation - Drug
withdrawn - [n/a -
1{DF} -
Intramuscular use])
EU-EC- 21/10/2022 | Spontaneous |Non Non Not available 12-17 |Not Male No Pericarditis (n/a - COMIRNATY Not reported ICS
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10013805941 Healthcare |European Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S
Professional |Economic Other Medically - COVID-19
Area Important Condition) |immunisation - Not
applicable - [n/a -
n/a - Intramuscular
use])
EU-EC- 21/10/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Acne (n/a - COMIRNATY HORMONSPIRAL ICS
10013807201 Healthcare |Economic Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S |[PLASTIC IUD WITH
Professional |Area , -n/a-n/a-[nfa- |PROGESTOGEN] (C-
n/a - n/al) n/a-n/a-[n/a-n/a-
Withdrawal bleed (n/a n/al)
- Recovering/Resolving
EU-EC- 21/10/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female [No Pericarditis (20d - COMIRNATY [ATENOLOL] (C - ICS
10013808297 Healthcare |Economic Years Recovered/Resolved - [[TOZINAMERAN] (S |Long QT syndrome -
Professional |Area Other Medically - COVID-19 n/a-[n/a-25mg -
Important Condition)  |immunisation - Not |Oral use])
applicable - [n/a -
1{DF} - n/a])
EU-EC- 21/10/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Amenorrhoea (n/a - COMIRNATY Not reported ICS
10013808312 Healthcare |Economic Years Not Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ) - COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 20/10/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Influenza like illness COMIRNATY Not reported ICS
10013789539 Healthcare |Economic Years (n/a - Not [TOZINAMERAN] (S
Professional |Area Recovered/Not - COVID-19
Resolved - ) immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 20/10/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Depression (n/a - Not |COMIRNATY Not reported ICS
10013790205 Professional |European Years |Specified Recovered/Not [TOZINAMERAN] (S
Economic Resolved - ), - COVID-19
Area immunisation - Not
Lethargy (n/a - Not applicable - [n/a -
Recovered/Not n/a - n/al)
Resolved - ),
Mood swings (n/a -
Not Recovered/Not
Resolved - ),
Type 1 diabetes
mellitus (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Vomiting (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 20/10/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Eye irritation (n/a - COMIRNATY Not reported ICS
10013790311 Professional |Economic Years |Specified Unknown - ), [TOZINAMERAN] (S
Area - n/a - Not
Periorbital swelling applicable - [n/a -
(n/a - Unknown - ), n/a - n/a])
Skin irritation (n/a -
Unknown - )
EU-EC- 20/10/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Parotitis (n/a - Not COMIRNATY AERIUS ICS
10013790606 Professional |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S |[DESLORATADINE] (C
Area Resolved - - Immunisation - n/a |- Hypersensitivity -
Caused/Prolonged -[n/a-n/a-n/a]), |n/a-[n/a-n/a-
Hospitalisation, n/al),
Disabling), SPIKEVAX [COVID-
19 MRNA VACCINE |[BUDESONIDE,
Sjogren's syndrome MODERNA (CX- FORMOTEROL
(57d - Not 024414)] (S - FUMARATE
Recovered/Not Immunisation - n/a - |DIHYDRATE,
Resolved - [n/a - n/a - n/al), FORMOTEROL
Caused/Prolonged FUMARATE,
Hospitalisation, [ESCITALOPRAM, BUDESONIDE] (C -
Disabling) ESCITALOPRAM Asthma - n/a - [n/a -
OXALATE] (S - n/a - n/a])
Depression - n/a -
[6d - n/a - n/a])
EU-EC- 20/10/2022 | Spontaneous |Healthcare  |Non Not available 12-17 |Not Male No Arthritis reactive (n/a - |COMIRNATY Not reported Ics
10013790734 Professional |European Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S
Economic Other Medically - COVID-19
Area Important Condition) |immunisation - Not
applicable - [1d -
n/a - nfa])
EU-EC- 20/10/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Diarrhoea (n/a - COMIRNATY Not reported Ics
10013791034 Professional |Economic Years | Specified Unknown - ), [TOZINAMERAN] (S
Area - COVID-19
Headache (n/a - immunisation - n/a -
Unknown - ), [n/a-n/a-
Intramuscular use])
Myalgia (n/a -
Unknown - ),
Oropharyngeal pain
(n/a - Unknown - ),
Pyrexia (n/a -
Recovered/Resolved -
)
Testicular pain (n/a -
Recovered/Resolved -
Vaccination site
reaction (n/a -
Unknown - ),
Vomiting (n/a -
Recovered/Resolved - )
EU-EC- 20/10/2022 | Spontaneous |Healthcare  |European |Not available 12-17 |Not Male No Abdominal pain (n/a - |COMIRNATY Not reported Ics
10013791750 Professional |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S
Area ) - COVID-19
immunisation - n/a -
Dizziness (n/a - [n/a-n/a-
Recovered/Resolved - |Intramuscular use])
Headache (n/a -
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Recovered/Resolved -
)
Lymph node pain (n/a
- Recovered/Resolved -
»
Lymphadenopathy (n/a
- Recovered/Resolved -
g
Pyrexia (n/a -
Recovered/Resolved - )
EU-EC- 20/10/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Abdominal pain upper |COMIRNATY Not reported ICS
10013792139 Healthcare |Economic Years |Specified (n/a - Not [TOZINAMERAN] (S
Professional |Area Recovered/Not - COVID-19
Resolved - ), immunisation - Not
applicable - [n/a -
Decreased appetite n/a - n/al)
(n/a - Not
Recovered/Not
Resolved - ),
Nausea (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 20/10/2022 | Spontaneous |Healthcare  |Non Not available 12-17 |Not Male No Asthenia (n/a - Fatal - |TOZINAMERAN Not reported ICs
10013792211 Professional |European Years |Specified Results in Death, [TOZINAMERAN] (S
Economic Other Medically - COVID-19
Area Important Condition), |immunisation - Not
applicable - [1d -
Dyspnoea (n/a - Fatal - |n/a - Intramuscular
Results in Death, use])
Other Medically
Important Condition),
Fatigue (n/a - Fatal -
Results in Death,
Other Medically
Important Condition),
Pain (n/a - Fatal -
Results in Death,
Other Medically
Important Condition),
Respiratory distress
(n/a - Fatal - Results in
Death, Other Medically
Important Condition),
Sensory disturbance
(n/a - Fatal - Results in
Death, Other Medically
Important Condition),
Vaccination error (n/a -
Fatal - Results in
Death, Other Medically
Important Condition)
EU-EC- 20/10/2022 | Spontaneous |Non European |Not available 12-17 |Child Male No Epilepsy (1d - COMIRNATY Not reported ICS
10013793001 Healthcare |Economic Years Recovering/Resolving - |[TOZINAMERAN] (S
Professional |Area Caused/Prolonged - COVID-19
Hospitalisation) immunisation - Not
applicable - [1d -
n/a - n/al)
EU-EC- 20/10/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Intermenstrual COMIRNATY Not reported ICS
10013793192 Professional |Economic Years bleeding (n/a - [TOZINAMERAN] (S
Area Recovered/Resolved - ) |- COVID-19
immunisation - Not
applicable - [1d -
n/a - Intramuscular
use])
EU-EC- 20/10/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adult Female |No Muscle spasms (n/a - [COMIRNATY Not reported ICS
10013793307 Professional |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S
Area ), - COVID-19
immunisation - Not
Muscular weakness applicable - [1d -
(n/a- 1{DF} -
Recovered/Resolved -  |Intramuscular use])
)
Paraesthesia (n/a -
Recovered/Resolved - )
EU-EC- 20/10/2022 | Spontaneous |Non European |Not available 12-17 |Adult Female |No Menstruation delayed |COMIRNATY Not reported IcS
10013793337 Healthcare |Economic Years (2mo - [TOZINAMERAN] (S
Professional |Area Recovering/Resolving - |- COVID-19
) immunisation - Not
applicable - [1d -
Migraine (n/a - n/a - Intramuscular
Recovering/Resolving - |use])
EU-EC- 20/10/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Dysmenorrhoea (n/a - |COMIRNATY Not reported Ics
10013793415 Healthcare |Economic Years Unknown - ), [TOZINAMERAN] (S
Professional |Area - COVID-19
Heavy menstrual immunisation - Not
bleeding (n/a - applicable - [1d -
Unknown -) n/a - Intramuscular
use])
EU-EC- 20/10/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Dizziness (n/a - COMIRNATY Not reported ICS
10013795498 Healthcare |Economic Years |Specified Unknown - Other [TOZINAMERAN] (S
Professional |Area Medically Important -n/a-n/a-[n/a-
Condition), n/a - n/a])
Syncope (1d -
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 20/10/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Dysmenorrhoea (n/a - |COMIRNATY Not reported ICs
10013795558 Healthcare |Economic Years |Specified Unknown - ), [TOZINAMERAN] (S
Professional |Area -nfa-nfa-[n/a-
Heavy menstrual n/a - nfa])
bleeding (n/a -
Unknown - ),
Menstrual disorder
(n/a - Not
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Recovered/Not
Resolved - )
EU-EC- 20/10/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Abdominal pain (1d - |COMIRNATY Not reported ICS
10013795606 Professional |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S
Area Other Medically -nfa-nfa-[n/a-
Important Condition), |n/a - n/a])
Dizziness (1d -
Recovered/Resolved -
Other Medically
Important Condition),
Nausea (1d -
Recovered/Resolved -
Other Medically
Important Condition),
Syncope (1d -
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 20/10/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Syncope (1d - COMIRNATY Not reported ICS
10013796077 Healthcare |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S
Professional |Area Other Medically -nfa-nfa-[n/a-
Important Condition) |n/a - n/a])
EU-EC- 20/10/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Pyrexia (n/a - COMIRNATY Not reported ICS
10013796284 Professional |Economic Years Unknown - ) [TOZINAMERAN] (S
Area - COVID-19
immunisation - Not
applicable - [1d -
1{DF} - n/a])
EU-EC- 20/10/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female [No Lymphadenopathy (n/a | COMIRNATY Not reported ICS
10013796682 Healthcare |Economic Years - Not Recovered/Not  |[TOZINAMERAN] (S
Professional |Area Resolved - ) - COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 20/10/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Herpes zoster (n/a - COMIRNATY Not reported ICS
10013797183 Healthcare |Economic Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S
Professional |Area -nfa-nfa-[n/a-
n/a - n/a])
EU-EC- 19/10/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Dizziness (n/a - COMIRNATY Not reported ICS
10013777727 Professional |European Years |Specified Recovered/Resolved - [[TOZINAMERAN] (S
Economic , - COVID-19
Area immunisation - Not
Nausea (n/a - applicable - [1d -
Recovered/Resolved - [n/a - Intramuscular
» use])
Syncope (n/a -
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 19/10/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Periorbital oedema (4d |COMIRNATY Not reported ICs
10013778015 Professional |European Years |Specified - Recovered/Resolved - |[TOZINAMERAN] (S
Economic Caused/Prolonged - COVID-19
Area Hospitalisation) immunisation - Not
applicable - [1d -
n/a - Intramuscular
use])
EU-EC- 19/10/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No Lymphadenitis (n/a - |COMIRNATY Not reported ICS
10013778696 Professional | Economic Years Recovered/Resolved - |[TOZINAMERAN] (S
Area ) - COVID-19
immunisation - Not
Lymphadenopathy (n/a |applicable - [n/a -
- Recovered/Resolved - | 1{DF} -
Intramuscular use])
EU-EC- 19/10/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Anaemia (n/a - COMIRNATY Not reported ICS
10013779175 Professional | Economic Years |Specified Unknown - [TOZINAMERAN] (S
Area Caused/Prolonged - COVID-19
Hospitalisation), immunisation - Not
applicable - [1d -
Ascites (n/a - n/a - n/a])
Unknown -
Caused/Prolonged
Hospitalisation),
Ascites (n/a -
Unknown - Other
Medically Important
Condition),
Cardiac dysfunction
(n/a - Unknown -
Caused/Prolonged
Hospitalisation),
Cardiovascular
insufficiency (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),
Chest pain (n/a -
Unknown - ),
Colitis (n/a - Unknown
Colitis ulcerative (n/a -
Unknown - Other
Medically Important
Condition),
Diarrhoea
haemorrhagic (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),
Diarrhoea
haemorrhagic (n/a -
Unknown - Other
Medically Important
Condition),
Enterocolitis (n/a -
Unknown - Other
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Medically Important
Condition),

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

Headache (n/a -
Unknown - ),

Heart rate increased
(n/a - Unknown - ),

Hypotension (n/a -
Unknown - ),

Lymphadenitis (n/a -
Unknown - ),

Multisystem
inflammatory
syndrome in children
(n/a - Unknown -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),

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

Neck pain (n/a -
Unknown - ),

Pericardial effusion
(20d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Pleural effusion (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

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

Pyrexia (n/a -
Unknown - ),

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

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

Sinus tachycardia (n/a
- Unknown - ),

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

Upper respiratory tract
infection (n/a -
Unknown - ),

Weight decreased (n/a

- Unknown - )
EU-EC- 19/10/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Menstruation irregular |COMIRNATY AERIUS IcS
10013780393 Healthcare |Economic Years |Specified (n/a - Not [TOZINAMERAN] (S |[DESLORATADINE] (C
Professional |Area Recovered/Not - Immunisation - n/a |- Hypersensitivity -
Resolved - ), -[nfa-n/a-nfa]) |n/a-[n/a-n/a-
n/a])
Oligomenorrhoea (n/a
- Not Recovered/Not
Resolved - )
EU-EC- 19/10/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Nausea (n/a - COMIRNATY Not reported ICS
10013780773 Healthcare |Economic Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S
Professional |Area , - COVID-19
immunisation - Not
Vaccination site pain  |applicable - [n/a -
(n/a- n/a - njal)
Recovering/Resolving -
EU-EC- 19/10/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Syncope (n/a - COMIRNATY Not reported ICS
10013780778 Professional |European Years |Specified Recovered/Resolved - [[TOZINAMERAN] (S
Economic Other Medically - COVID-19
Area Important Condition) |immunisation - Not
applicable - [1d -
n/a - Intramuscular
use])
EU-EC- 19/10/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Chronic fatigue COMIRNATY Not reported ICS
10013780946 Professional |Economic Years syndrome (n/a - [TOZINAMERAN] (S
Area Recovering/Resolving - |- Immunisation - n/a
) - [n/a - 2{DF} -
n/aj)
Dizziness (n/a - Not
Recovered/Not
Resolved - ),
Fatigue (n/a - Not
Recovered/Not
Resolved - ),
Oxygen saturation
decreased (n/a - Not
Recovered/Not
Resolved - ),
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Post vaccination
syndrome (n/a -
Recovering/Resolving -
)
Postural orthostatic
tachycardia syndrome
(n/a - Not
Recovered/Not
Resolved - ),
Pulse abnormal (n/a -
Not Recovered/Not
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 19/10/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent | Male No Arthralgia (n/a - Not ~ |COMIRNATY Not reported ICS
10013781808 Professional |Economic Years Recovered/Not [TOZINAMERAN] (S
Area Resolved - Other - COVID-19
Medically Important immunisation - n/a -
Condition), [n/a - 1{DF} - n/a])
Chest pain (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Hypotension (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Tachycardia (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Vertigo (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 19/10/2022 |Spontaneous |Healthcare |Non Kittichokechai, P.. Dynamic change of |12-17 |Not Male No Myocarditis (n/a - TOZINAMERAN Not reported ICS
10013783133 Professional |European |an electrocardiogram in myocarditis |Years |Specified Recovered/Resolved - [[TOZINAMERAN] (S
Economic  |following mRNA COVID-19 Caused/Prolonged - COVID-19
Area vaccination. Cardiology in the Young. Hospitalisation, Other |immunisation - Not
2022;32(2):5104. Medically Important applicable - [n/a -
doi:10.1017/S1047951122001950 Condition) n/a - n/a])
EU-EC- 19/10/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent | Male No Herpes zoster (n/a-  |COMIRNATY Not reported ICS
10013783352 Professional |Economic Years Not Recovered/Not [TOZINAMERAN] (S
Area Resolved - ) - COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular use])
EU-EC- 19/10/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Amenorrhoea (n/a - COMIRNATY Not reported ICS
10013783542 Healthcare |Economic Years Not Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ) - COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular use])
EU-EC- 19/10/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Vitiligo (n/a - Not COMIRNATY Not reported ICS
10013783544 Professional |Economic Years Recovered/Not [TOZINAMERAN] (S
Area Resolved - ) - COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular use])
EU-EC- 19/10/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Fatigue (n/a - COMIRNATY Not reported ICS
10013783631 Professional |European Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S
Economic Caused/Prolonged - COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d -
Pyrexia (n/a - n/a - Intramuscular
Recovering/Resolving - |use])
Caused/Prolonged
Hospitalisation),
Vomiting (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation)
EU-EC- 19/10/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Body temperature COMIRNATY Not reported ICS
10013783875 Healthcare |Economic Years |Specified increased (3d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved - |- COVID-19
), immunisation - Not
applicable - [n/a -
Chills (3d - n/a - n/al)
Recovered/Resolved -
)
Fatigue (3d -
Recovered/Resolved -
Headache (3d -
Recovered/Resolved -
Lymphadenopathy (3d
- Recovered/Resolved -
»
Myalgia (3d -
Recovered/Resolved -
)
Nausea (3d -
Recovered/Resolved -
)
Vaccination site pain
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(3d -
Recovered/Resolved - )
EU-EC- 19/10/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Arthralgia (5d - COMIRNATY Not reported ICS
10013783877 Healthcare |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S
Professional |Area ), - COVID-19
immunisation - Not
Body temperature applicable - [n/a -
increased (5d - n/a - n/al)
Recovered/Resolved -
g
Headache (5d -
Recovered/Resolved -
),
Lymphadenopathy (4d
- Recovered/Resolved -
»
Nausea (2d -
Recovered/Resolved -
»
Vaccination site
erythema (3d -
Recovered/Resolved -
)
Vaccination site
pruritus (3d -
Recovered/Resolved - )
EU-EC- 19/10/2022 |Spontaneous |Non European |Not available 12-17 |Not Female [No Dizziness (n/a - COMIRNATY Not reported ICS
10013784000 Healthcare |Economic Years |Specified Unknown - ), [TOZINAMERAN] (S
Professional |Area - COVID-19
Headache (24h - immunisation - Not
Recovered/Resolved - |applicable - [n/a -
) n/a - n/a])
Nausea (24h -
Recovered/Resolved -
)
Pain in extremity (n/a -
Unknown - ),
Vaccination site pain
(n/a - Unknown - ),
Vaccination site
swelling (n/a -
Unknown - ),
Vomiting (24h -
Recovered/Resolved - )
EU-EC- 19/10/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Body temperature COMIRNATY Not reported ICS
10013784004 Healthcare |Economic Years |Specified increased (20h - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved - ) |- COVID-19
immunisation - Not
applicable - [n/a -
n/a - n/a])
EU-EC- 19/10/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female [No Drug tolerance COMIRNATY Not reported ICs
10013784327 Professional | Economic Years |Specified decreased (n/a - [TOZINAMERAN] (S
Area Unknown - ) - COVID-19
immunisation - Not
applicable - [n/a -
n/a - n/al)
EU-EC- 19/10/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female [No Headache (n/a - Not |COMIRNATY Not reported ICs
10013784337 Professional |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S
Area Resolved - ) - COVID-19
immunisation - Not
applicable - [1d -
n/a - Intramuscular
use])
EU-EC- 19/10/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female [No Drug tolerance COMIRNATY Not reported ICS
10013784341 Professional |Economic Years |Specified decreased (n/a - [TOZINAMERAN] (S
Area Unknown - ) - COVID-19
immunisation - Not
applicable - [n/a -
n/a - n/al)
EU-EC- 19/10/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Asthenia (n/a - Not COMIRNATY Not reported (o]
10013784595 Professional |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S
Area Resolved - ), - COVID-19
immunisation - Not
Autoimmune disorder |applicable - [1d -
(n/a - Not n/a - Intramuscular
Recovered/Not use])
Resolved - Other
Medically Important
Condition),
Bradycardia (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Chronic fatigue
syndrome (n/a - Not
Recovered/Not
Resolved - ),
Disturbance in
attention (n/a - Not
Recovered/Not
Resolved - ),
Dyspnoea (n/a - Not
Recovered/Not
Resolved - ),
Nervous system
disorder (n/a - Not
Recovered/Not
Resolved - ),
Respiratory failure (n/a
- Not Recovered/Not
Resolved - Other
Medically Important
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Condition),
Tachycardia (n/a - Not
Recovered/Not
Resolved - ),
Tremor (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 19/10/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No COVID-19 (n/a - TOZINAMERAN Not reported ICS
10013784972 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 - n/a]),
Unknown - Other
Medically Important [COVID-19
Condition) VACCINE] (S -
COVID-19
immunisation - Not
applicable - [n/a -
n/a - n/al)
EU-EC- 19/10/2022 | Spontaneous |Non European |Not available 12-17 |Not Female [No Headache (1d - COMIRNATY Not reported ICS
10013785349 Healthcare |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S
Professional |Area Other Medically -n/a-nfa-[n/a-
Important Condition), |n/a - n/a])
Malaise (1d -
Recovered/Resolved -
Other Medically
Important Condition),
Nausea (1d -
Recovered/Resolved -
Other Medically
Important Condition),
Syncope (1d -
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 19/10/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |[Not No Abdominal pain upper |COMIRNATY Not reported ICS
10013786193 Healthcare |Economic Years Specified (5h - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved - ) |- COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 18/10/2022 | Spontaneous |Non Non Not available 12-17 |Not Female |No Alopecia (n/a - COMIRNATY Not reported ICS
10013767426 Healthcare |European Years |Specified Unknown - Other [TOZINAMERAN] (S
Professional | Economic Medically Important - COVID-19
Area Condition), immunisation - Not
applicable - [1d -
Anaemia (n/a - n/a - Intramuscular
Unknown - Other use])
Medically Important
Condition),
Dizziness (n/a -
Unknown - Other
Medically Important
Condition),
Headache (n/a -
Unknown - Other
Medically Important
Condition),
Nephritis (n/a -
Unknown -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),
Pain in extremity (n/a -
Unknown - Other
Medically Important
Condition),
Systemic lupus
erythematosus (n/a -
Unknown -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition)
EU-EC- 18/10/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Lymphadenopathy (n/a |COMIRNATY Not reported IcS
10013769369 Professional |Economic Years |Specified - Unknown - ) [TOZINAMERAN] (S
Area - COVID-19
immunisation - n/a -
[n/a-.3mL -
Intramuscular use])
EU-EC- 18/10/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female [No Pyrexia (n/a - COMIRNATY Not reported ICs
10013769621 Professional |European Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S
Economic Caused/Prolonged - COVID-19
Area Hospitalisation) immunisation - Not
applicable - [1d -
n/a - Intramuscular
use])
EU-EC- 18/10/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Pneumonia (n/a - COMIRNATY Not reported ICS
10013770518 Professional |European Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S
Economic Caused/Prolonged - COVID-19
Area Hospitalisation, Other |immunisation - Not
Medically Important applicable - [1d -
Condition), n/a - Intramuscular
use])
Pyrexia (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Urinary tract infection
(n/a-
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Vomiting (n/a -
Recovering/Resolving -
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Caused/Pl:oIonged
Hospitalisation)

EU-EC-
10013771263

18/10/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Abdominal pain upper
(3d-
Recovered/Resolved -

4

Fatigue (3d -
Recovered/Resolved -

),
Vaccination site pain

(3d-
Recovered/Resolved - )

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

Not reported

EU-EC-
10013772402

18/10/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Asthenia (n/a -
Recovering/Resolving -

)

Chills (n/a -
Recovering/Resolving -

)

Pain (n/a -
Recovering/Resolving -

4

Pyrexia (n/a -
Recovering/Resolving -

r

Vomiting (n/a -
Recovering/Resolving -

)

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

Not reported

EU-EC-
10013772633

18/10/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

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

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

Not reported

[0}

EU-EC-
10013772786

18/10/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Pyrexia (n/a -
Recovered/Resolved - )

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

Not reported

0]

EU-EC-
10013773228

18/10/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Heavy menstrual
bleeding (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)

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

Not reported

0]

EU-EC-
10013773612

18/10/2022

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

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Appendicectomy (n/a -
Recovered/Resolved
With Sequelae - Life
Threatening,
Caused/Prolonged
Hospitalisation,
Disabling),

Hypovolaemic shock
(n/a -
Recovered/Resolved -
Life Threatening,
Caused/Prolonged
Hospitalisation,
Disabling),

Ileus (n/a -
Recovered/Resolved -
Life Threatening,
Caused/Prolonged
Hospitalisation,
Disabling),

Intestinal ischaemia
(n/a-
Recovered/Resolved
With Sequelae - Life
Threatening,
Caused/Prolonged
Hospitalisation,
Disabling),

Intussusception (n/a -
Recovered/Resolved -
Life Threatening,
Caused/Prolonged
Hospitalisation,
Disabling),

Parenteral nutrition
(n/a - Not
Recovered/Not
Resolved - Life
Threatening,
Caused/Prolonged
Hospitalisation,
Disabling),

Short-bowel syndrome
(n/a - Not
Recovered/Not
Resolved - Life
Threatening,
Caused/Prolonged
Hospitalisation,
Disabling),

Small intestinal
resection (n/a -
Recovered/Resolved
With Sequelae - Life
Threatening,
Caused/Prolonged
Hospitalisation,
Disabling),

Volvulus of small bowel
(n/a-

COMIRNATY
[TOZINAMERAN] (S
- COVID-19
immunisation - n/a -
[n/a - 30ug -
Intramuscular use])

Not reported

0]
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Recovered/Resolved
With Sequelae - Life
Threatening,
Caused/Prolonged
Hospitalisation,
Disabling)

EU-EC-
10013774504

18/10/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

Not reported

EU-EC-
10013757858

17/10/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Abdominal pain (n/a -
Not Recovered/Not
Resolved - Disabling),

Calculus urinary (n/a -
Not Recovered/Not
Resolved - Disabling),

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

Infection (n/a - Not
Recovered/Not
Resolved - Disabling),

Infectious
mononucleosis (n/a -
Not Recovered/Not
Resolved - Disabling),

Kidney enlargement
(n/a - Not
Recovered/Not
Resolved - Disabling),

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

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

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

Not reported

EU-EC-
10013758831

17/10/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Electrocardiogram
change (183d -
Recovered/Resolved
With Sequelae - ),

Palpitations (183d -
Recovered/Resolved
With Sequelae - ),

Peripheral vascular
disorder (183d -
Recovered/Resolved
With Sequelae - )

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

Not reported

EU-EC-
10013758835

17/10/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Angioedema (3d -
Recovered/Resolved -
Other Medically
Important Condition),

Urticaria (3d -
Recovered/Resolved - )

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

Not reported

EU-EC-
10013759348

17/10/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Chronic inflammatory
demyelinating
polyradiculoneuropathy
(n/a-
Recovering/Resolving -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),

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

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

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

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

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

Not reported

EU-EC-
10013760856

17/10/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Myalgia (n/a -
Recovered/Resolved -
)

Pain in extremity (n/a -
Recovered/Resolved - )

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

Not reported

EU-EC-
10013761302

17/10/2022

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

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

COVID-19 (n/a -
Recovering/Resolving -

)

Cough (n/a -
Recovering/Resolving -

»

Sinusitis (n/a -
Recovering/Resolving -

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

[ETHINYLESTRADIOL,
LEVONORGESTREL]
(C - n/a - Unknown -
[n/a - 1{DF} - n/a])
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EU-EC- 17/10/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Pericarditis (4d - COMIRNATY Not reported ICS
10013761583 Professional |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S
Area Other Medically - COVID-19
Important Condition)  |immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular use])
EU-EC- 17/10/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Headache (n/a - Not  |COMIRNATY Not reported ICS
10013761615 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), - COVID-19
immunisation - Not
Myalgia (n/a - Not applicable - [n/a -
Recovered/Not n/a - n/al)
Resolved - ),
Nausea (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 17/10/2022 |Spontaneous |Non European |Not available 12-17 |Adult Female |No Dysmenorrhoea (n/a - |COMIRNATY Not reported ICS
10013761836 Healthcare |Economic Years Recovered/Resolved - [[TOZINAMERAN] (S
Professional |Area ) - COVID-19
immunisation - Not
Menometrorrhagia (n/a [applicable - [n/a -
- Recovered/Resolved - | 1{DF} - Intravenous
2 use])
Menstruation delayed
(n/a-
Recovered/Resolved - )
EU-EC- 17/10/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Menstruation delayed |COMIRNATY Not reported ICS
10013761858 Professional |Economic Years (n/a- [TOZINAMERAN] (S
Area Recovered/Resolved - |- COVID-19
) immunisation - n/a -
[1d - 1{DF} -
Menstruation irregular |Intramuscular use])
(n/a-
Recovered/Resolved - )
EU-EC- 17/10/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Male No COVID-19 (9d - COMIRNATY Not reported ICS
10013761948 Professional |Economic Years |Specified Recovered/Resolved - ) |[TOZINAMERAN] (S
Area -nfa-nfa-[n/a-
n/a - n/a])
EU-EC- 17/10/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Asthenia (n/a - COMIRNATY Not reported IcS
10013762221 Professional |European Years |Specified Recovering/Resolving - [[TOZINAMERAN] (S
Economic Caused/Prolonged - COVID-19
Area Hospitalisation), immunisation - Not
applicable - [n/a -
Blood pressure n/a - n/a])
decreased (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Cyanosis (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Dizziness (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Loss of consciousness
(n/a-
Recovering/Resolving -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),
Nausea (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Seizure (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),
Tremor (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation)
EU-EC- 17/10/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICS
10013762419 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a - Intramuscular
use])
Vaccination failure (n/a
- Unknown - Other
Medically Important
Condition)
EU-EC- 17/10/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICS
10013762423 Professional | Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a - Intramuscular
use])
Vaccination failure (n/a
- Unknown - Other
Medically Important
Condition)
EU-EC- 17/10/2022 |Spontaneous |Non Non Not available 12-17 |Not Male No Platelet count COMIRNATY Not reported IcS
10013762457 Healthcare |European Years |Specified decreased (n/a - [TOZINAMERAN] (S
Professional | Economic Unknown - Other - COVID-19
Area Medically Important immunisation - Not
Condition), applicable - [1d -
n/a - n/a])
Thrombocytopenia
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 17/10/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Paralysis (n/a - Not COMIRNATY Not reported ICS
10013763501 Professional |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S
Area Resolved - Life - COVID-19
Threatening,
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Caused/Prolonged immunisation - n/a -
Hospitalisation, [n/a - 2{DF} - n/a])
Disabling),
Poor peripheral
circulation (n/a - Not
Recovered/Not
Resolved - Life
Threatening,
Caused/Prolonged
Hospitalisation,
Disabling),
Vasculitis (n/a - Not
Recovered/Not
Resolved - Life
Threatening,
Caused/Prolonged
Hospitalisation,
Disabling)
EU-EC- 17/10/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Hypertension (n/a - COMIRNATY Not reported ICS
10013763591 Healthcare |Economic Years Recovered/Resolved - [[TOZINAMERAN] (S
Professional |Area Caused/Prolonged - COVID-19
Hospitalisation) immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 17/10/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female [No Hypoglycaemia (n/a - |COMIRNATY Not reported ICS
10013763991 Professional |European Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S
Economic , - COVID-19
Area immunisation - Not
Syncope (n/a - applicable - [1d -
Recovering/Resolving - |n/a - Intramuscular
Other Medically use])
Important Condition)
EU-EC- 17/10/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Chest pain (n/a - COMIRNATY Not reported ICS
10013764546 Healthcare |Economic Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S
Professional |Area -n/a-n/a-[n/a-
n/a - nja])
EU-EC- 17/10/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Discomfort (n/a - COMIRNATY Not reported ICS
10013764564 Healthcare |Economic Years |Specified Unknown - ), [TOZINAMERAN] (S
Professional |Area -nfa-nfa-[n/a-
Pain in extremity (n/a - |n/a - n/a])
Unknown - ),
Vaccination site pain
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 17/10/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Feeling cold (n/a - COMIRNATY Not reported ICS
10013764773 Healthcare |Economic Years |Specified Unknown - ), [TOZINAMERAN] (S
Professional |Area -n/a-n/a-[n/a-
Nausea (0d - n/a - n/al)
Recovered/Resolved -
)
Pain in extremity (n/a -
Unknown - ),
Pyrexia (2d -
Recovered/Resolved -
Vaccination site pain
(2d -
Recovered/Resolved - )
EU-EC- 17/10/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Discomfort (n/a - COMIRNATY Not reported ICS
10013764780 Healthcare |Economic Years |Specified Unknown - ), [TOZINAMERAN] (S
Professional |Area -nfa-nfa-[n/a-
Palpitations (n/a - n/a - nfal)
Recovered/Resolved - )
EU-EC- 17/10/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Fatigue (n/a - COMIRNATY Not reported ICS
10013764970 Healthcare |Economic Years |Specified Unknown - ), [TOZINAMERAN] (S
Professional |Area -n/a-n/a-[n/a-
Head discomfort (n/a - |n/a - n/a])
Unknown - ),
Headache (n/a -
Recovering/Resolving -
)
Photophobia (n/a -
Recovering/Resolving -
EU-EC- 17/10/2022 |Spontaneous |Non European |Not available 12-17 |Not Female [No Amenorrhoea (n/a - COMIRNATY Not reported ICS
10013765015 Healthcare |Economic Years |Specified Not Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ) -nfa-nfa-[n/a-
n/a - n/al)
EU-EC- 17/10/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent | Male No Rectal haemorrhage ~ |COMIRNATY Not reported ICS
10013765292 Professional |Economic Years (n/a- [TOZINAMERAN] (S
Area Recovering/Resolving - |- COVID-19
immunisation - Drug
withdrawn - [1d -
n/a - Intramuscular
use])
EU-EC- 17/10/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Pyrexia (n/a - TOZINAMERAN Not reported ICS
10013765538 Professional |European Years |Specified Unknown - ), [TOZINAMERAN] (S
Economic - COVID-19
Area Syncope (n/a - immunisation - Not
Unknown - Other applicable - [n/a -
Medically Important n/a - n/a])
Condition),
Tooth fracture (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 17/10/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Myocarditis (n/a - COMIRNATY Not reported ICS
10013765948 Professional |European Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S
Economic Caused/Prolonged - COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d -
Myopericarditis (n/a - |n/a - n/a])
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 17/10/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Disturbance in COMIRNATY Not reported ICS
10013766054 Professional |Economic Years attention (n/a - Not [TOZINAMERAN] (S
Area Recovered/Not - COVID-19
https://dap.ema.europa.eu/analytics/saw.dll?Go 17/62
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Resolved -
Caused/Prolonged
Hospitalisation),

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

Myopericarditis (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

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

Sinus arrhythmia (n/a -
Unknown -
Caused/Prolonged
Hospitalisation)

immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular use])

EU-EC-
10013756633

16/10/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Axillary pain (n/a -
Unknown - ),

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

Pain in extremity (n/a -
Unknown - )

COMIRNATY
[TOZINAMERAN] (S
-nfa-nfa-[nfa-

n/a - n/a))

Not reported

EU-EC-
10013756733

16/10/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

Myalgia (n/a -
Recovering/Resolving -

g

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

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

Not reported

EU-EC-
10013748069

15/10/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

Not reported

[}

EU-EC-
10013737551

14/10/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17

Not
Specified

Female

No

Dizziness (1d -
Recovered/Resolved - )

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

n/a - n/al)

Not reported

EU-EC-
10013740488

14/10/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

COVID-19
immunisation (n/a -
Not Recovered/Not
Resolved - ),

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

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

Not reported

EU-EC-
10013740640

14/10/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

Not reported

EU-EC-
10013740814

14/10/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Decreased appetite
(n/a - Unknown - ),

Eye pain (n/a -
Unknown - ),

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

Feeling of body
temperature change
(n/a - Unknown - ),

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

Insomnia (n/a -
Unknown - ),

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

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

Pain (n/a - Unknown -

4

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

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

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

Not reported

EU-EC-
10013740897

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

14/10/2022

Spontaneous

Non
Healthcare

European
Economic

Not available

12-17
Years

Not
Specified

Female

Heavy menstrual
bleeding (n/a - Not

COMIRNATY
[TOZINAMERAN] (S

Not reported
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Professional |Area Recovered/Not -nfa-nfa-[nfa-
Resolved - ) n/a - n/a])
EU-EC- 14/10/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Menstrual disorder COMIRNATY Not reported IcS
10013740922 Healthcare |Economic Years |Specified (n/a - Not [TOZINAMERAN] (S
Professional |Area Recovered/Not -nfa-nfa-[n/a-
Resolved - ) n/a - n/aj)
EU-EC- 14/10/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Blood pressure COMIRNATY Not reported ICS
10013741465 Healthcare |Economic Years increased (n/a - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved - |- COVID-19
Caused/Prolonged immunisation - n/a -
Hospitalisation) [n/a - n/a - n/a])
EU-EC- 14/10/2022 |Spontaneous |Non Non Not available 12-17 |Not Female |No Asthma (n/a - Fatal - |COMIRNATY Not reported IcS
10013741937 Healthcare |European Years |Specified Results in Death, Life |[TOZINAMERAN] (S
Professional |Economic Threatening, - COVID-19
Area Caused/Prolonged immunisation - Not
Hospitalisation), applicable - [1d -
n/a - n/a])
COVID-19 (n/a - Fatal
- Results in Death, Life
Threatening,
Caused/Prolonged
Hospitalisation)
EU-EC- 14/10/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Vaccination site COMIRNATY Not reported (o]
10013741975 Professional |Economic Years |Specified reaction (n/a - [TOZINAMERAN] (S
Area Unknown -) - COVID-19
immunisation - n/a -
[n/a-n/a-
Intramuscular use])
EU-EC- 14/10/2022 | Spontaneous |Non Non Not available 12-17 |Not Male No Arthralgia (n/a - Not | COMIRNATY Not reported ICS
10013742667 Healthcare |European Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional |Economic Resolved - Disabling), |- COVID-19
Area immunisation - Not
Hypoaesthesia applicable - [n/a -
(715min - n/a - n/al)
Recovered/Resolved -
Disabling),
Pain in extremity (n/a -
Not Recovered/Not
Resolved - Disabling),
Vaccination site pain
(n/a-
Recovered/Resolved -
Disabling)
EU-EC- 14/10/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest pain (13h - COMIRNATY Not reported ICS
10013742841 Professional |European Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S
Economic Life Threatening), - COVID-19
Area immunisation - Not
Dizziness (12h - applicable - [1d -
Recovered/Resolved - |n/a - Intramuscular
) use])
Dyspnoea (13h -
Recovered/Resolved -
Life Threatening),
Headache (12h -
Recovered/Resolved -
g
Rash pruritic (795min -
Recovered/Resolved - )
EU-EC- 14/10/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Chronic fatigue COMIRNATY Not reported ICS
10013742945 Healthcare |Economic Years syndrome (n/a - Not  |[TOZINAMERAN] (S
Professional |Area Recovered/Not - COVID-19
Resolved - immunisation - n/a -
Caused/Prolonged [n/a - n/a - n/al])
Hospitalisation)
EU-EC- 14/10/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Guillain-Barre COMIRNATY Not reported ICS
10013742969 Healthcare  |Economic Years syndrome (n/a - Not  |[TOZINAMERAN] (S
Professional |Area Recovered/Not - COVID-19
Resolved - immunisation - n/a -
Caused/Prolonged [n/a-n/a-
Hospitalisation) Intramuscular use])
EU-EC- 14/10/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Menstruation delayed |COMIRNATY Not reported ICS
10013743565 Healthcare |Economic Years (2mo - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved - ) |- COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular use])
EU-EC- 14/10/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Nausea (n/a - COMIRNATY Not reported ICS
10013743629 Professional |Economic Years Recovering/Resolving - |[TOZINAMERAN] (S
Area ) - COVID-19
immunisation - Not
Tachycardia (n/a - Not |applicable - [1d -
Recovered/Not 1{DF} -
Resolved - ) Intramuscular use])
EU-EC- 14/10/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Not No Pericarditis (n/a - COMIRNATY Not reported ICs
10013744981 Professional | Economic Years |Specified |Specified Unknown - [TOZINAMERAN] (S
Area Caused/Prolonged - COVID-19
Hospitalisation, Other  |immunisation - Not
Medically Important applicable - [n/a -
Condition) n/a - n/al)
EU-EC- 14/10/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Axillary pain (n/a - COMIRNATY Not reported ICS
10013745062 Healthcare |Economic Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S
Professional |Area , -nfa-nfa-[n/a-
n/a - n/al)
Injected limb mobility
decreased (n/a -
Recovering/Resolving -
»
Lymphadenopathy (n/a
- Not Recovered/Not
Resolved - ),
Pyrexia (n/a -
Recovering/Resolving -
)
Vaccination site pain
(n/a-
Recovering/Resolving -
EU-EC- 14/10/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Amenorrhoea (n/a - COMIRNATY Not reported ICS
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10013745491 Healthcare |Economic Years |Specified Not Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ) -nfa-nfa-[n/a-
n/a - n/al)
EU-EC- 14/10/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest pain (2h - COMIRNATY Not reported IcS
10013745554 Professional |European Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S
Economic Life Threatening), - COVID-19
Area immunisation - Not
Dizziness (1h - applicable - [1d -
Recovered/Resolved - [n/a - Intramuscular
, use])
Dyspnoea (130min -
Recovered/Resolved -
Life Threatening),
Expired product
administered (n/a -
Unknown - ),
Headache (1h -
Recovered/Resolved -
»
Pruritus (135min -
Recovered/Resolved -
)
Rash (2475min -
Recovered/Resolved - )
EU-EC- 14/10/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Vaccination site COMIRNATY Not reported IcS
10013747045 Professional |Economic Years lymphadenopathy (n/a [[TOZINAMERAN] (S
Area - Recovered/Resolved - |- COVID-19
) immunisation - Not
applicable - [1d -
.3mL -
Intramuscular use])
EU-EC- 13/10/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Pericardial COMIRNATY Not reported ICS
10013726720 Professional |Economic Years |Specified haemorrhage (n/a - [TOZINAMERAN] (S
Area Recovered/Resolved -nfa-nfa-[n/a-
With Sequelae - n/a - Subcutaneous
Caused/Prolonged use])
Hospitalisation),
Thrombosis (n/a -
Recovered/Resolved
With Sequelae -
Caused/Prolonged
Hospitalisation)
EU-EC- 13/10/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent | Male No COVID-19 (n/a - COMIRNATY Not reported ICS
10013728333 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a - Intramuscular
use])
Vaccination failure (n/a
- Unknown - Other
Medically Important
Condition)
EU-EC- 13/10/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Disturbance in COMIRNATY Not reported IcS
10013728584 Healthcare |Economic Years attention (n/a - Not [TOZINAMERAN] (S
Professional |Area Recovered/Not - Immunisation - n/a
Resolved - - [n/a - n/a - n/a])
Caused/Prolonged
Hospitalisation),
Dyspnoea exertional
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Fatigue (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Gait disturbance (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Post vaccination
syndrome (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 13/10/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Angioedema (3d - COMIRNATY Not reported ICS
10013728900 Professional |Economic Years |Specified Recovered/Resolved - [[TOZINAMERAN] (S
Area Other Medically - COVID-19
Important Condition), |immunisation - n/a -
[n/a - 2{DF} - n/a])
Urticaria (3d -
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 13/10/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Diarrhoea COMIRNATY Not reported ICS
10013729499 Healthcare |Economic Years haemorrhagic (n/a - [TOZINAMERAN] (S
Professional |Area Not Recovered/Not - COVID-19
Resolved - immunisation - n/a -
Caused/Prolonged [n/a - n/a - n/a])
Hospitalisation,
Disabling),
Inflammatory bowel
disease (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Disabling)
EU-EC- 13/10/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Dizziness (n/a - Not | COMIRNATY Not reported ICs
10013730749 Professional |European Years |Specified Recovered/Not [TOZINAMERAN] (S
Economic Resolved - Other - COVID-19
Area Medically Important immunisation - Not
Condition),
https://dap.ema.europa.eu/analytics/saw.dlI?Go 20/62
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Dizziness postural (n/a
- Not Recovered/Not
Resolved - Other
Medically Important
Condition),

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

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

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

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

EU-EC-
10013731771

13/10/2022 |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
-nfa-nfa-[n/a-
n/a - Intramuscular
use])

Not reported

EU-EC-
10013732247

13/10/2022 |Spontaneous |Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

Memory impairment
(n/a - Not
Recovered/Not
Resolved - Disabling,
Other Medically
Important Condition),

Mental impairment
(n/a - Not
Recovered/Not
Resolved - Disabling,
Other Medically
Important Condition),

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

Sudden onset of sleep
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)

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

[DROSPIRENONE,
ETHINYLESTRADIOL,
LACTOSE, LACTOSE
HYDROUS, LACTOSE
MONOHYDRATE] (C -
Contraception - n/a -

W

[SALBUTAMOL,
SALBUTAMOL
MICRONIZED,
SALBUTAMOL
SULFATE] (C-n/a -
n/a-[n/a-n/a-
n/al)

EU-EC-
10013732475

13/10/2022 | Spontaneous |Non
Healthcare
Professional

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

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

Heart rate increased
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

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

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

Nausea (n/a - Not
Recovered/Not
Resolved - Other
Medically Important

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

Not reported
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Condition),
Syncope (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 13/10/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Heavy menstrual COMIRNATY Not reported ICS
10013732946 Healthcare |Economic Years |Specified bleeding (n/a - [TOZINAMERAN] (S
Professional |Area Unknown - ) -n/a-n/a-[n/a-
n/a - n/al)
EU-EC- 13/10/2022 | Spontaneous |Non European |Not available 12-17 |Not Female [No Headache (n/a - Not |COMIRNATY Not reported ICS
10013733109 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), -nfa-n/a-[n/a-
n/a - n/al)
Malaise (n/a - Not
Recovered/Not
Resolved - ),
Nasopharyngitis (n/a -
Unknown - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 13/10/2022 |Spontaneous |Healthcare |Non Katz, J.. Recurrent, non-traumatic, 12-17 |Not Female |No Fatigue (n/a - TOZINAMERAN Not reported IcS
10013733156 Professional |European |non-exertional rhabdomyolysis after |Years |Specified Unknown - ), [TOZINAMERAN] (S
Economic |immunologic stimuli in a healthy - COVID-19
Area adolescent female: a case report. Headache (n/a - immunisation - Not
BMC Pediatrics. 2022;22(1):515. Unknown - ), applicable - [n/a -
doi:10.1186/512887-022-03561-2 n/a - n/a])
Muscular dystrophy
(n/a - Unknown -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),
Myalgia (n/a -
Unknown -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),
Rhabdomyolysis (n/a -
Unknown -
Caused/Prolonged
Hospitalisation,
Disabling, Other
Medically Important
Condition),
Vaccination site pain
(n/a - Unknown - )
EU-EC- 13/10/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Fatigue (n/a - COMIRNATY Not reported ICS
10013733732 Healthcare |Economic Years |Specified Unknown - ), [TOZINAMERAN] (S
Professional |Area -nfa-nfa-[n/a-
Lymphadenopathy (n/a |n/a - n/a])
- Unknown - ),
Pyrexia (53d -
Recovered/Resolved - )
EU-EC- 13/10/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Menstrual disorder COMIRNATY Not reported ICS
10013733894 Healthcare |Economic Years |Specified (n/a - Not [TOZINAMERAN] (S
Professional |Area Recovered/Not -n/a-nfa-[n/a-
Resolved - ), n/a - n/al)
Menstruation irregular
(n/a - Unknown - )
EU-EC- 13/10/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Chills (8d - COMIRNATY Not reported IcS
10013734520 Healthcare |Economic Years |Specified Recovered/Resolved - [[TOZINAMERAN] (S
Professional |Area ) -nfa-n/a-[nfa-
n/a - n/a])
Fatigue (n/a -
Recovering/Resolving -
»
Headache (n/a -
Recovering/Resolving -
Pyrexia (8d -
Recovered/Resolved -
Vaccination site pain
(n/a-
Recovered/Resolved - )
EU-EC- 13/10/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female [No Urticaria thermal (n/a - | COMIRNATY Not reported ICS
10013735859 Professional |Economic Years Not Recovered/Not [TOZINAMERAN] (S
Area Resolved - ) - COVID-19
immunisation - Dose
not changed - [n/a -
1{DF} -
Intramuscular use]),
COMIRNATY
[TOZINAMERAN] (S
- COVID-19
immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular use])
EU-EC- 13/10/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Vaccination site COMIRNATY Not reported ICS
10013735969 Professional |Economic Years lymphadenopathy (n/a |[TOZINAMERAN] (S
Area - Unknown - ) - COVID-19
immunisation - Not
applicable - [1d -
1{DF} - n/a])
EU-EC- 13/10/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent | Male No Malaise (n/a - COMIRNATY Not reported ICs
10013736182 Professional |Economic Years Unknown - ), [TOZINAMERAN] (S
Area - COVID-19
Vaccination site pain immunisation - Not
(n/a - Unknown - ) applicable - [1d -
1{DF} - n/a])
EU-EC- 13/10/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Epistaxis (0d - COMIRNATY Not reported ICS
10013736276 Professional |Economic Years |Specified Recovered/Resolved - ) [[TOZINAMERAN] (S
https://dap.ema.europa.eu/analytics/saw.dlI?Go 22/62
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Area -nfa-nfa-[n/a-
n/a - n/a])

EU-EC- 13/10/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Rash (11d - COMIRNATY Not reported I
10013736724 Healthcare |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S
Professional |Area ), -nfa-nfa-[n/a-

n/a - n/al)

0]

Urticaria (n/a -
Unknown - )
EU-EC- 12/10/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female [No Back pain (n/a - Not ~|COMIRNATY Not reported I
10013718598 Professional |Economic Years Recovered/Not [TOZINAMERAN] (S
Area Resolved - - COVID-19
Caused/Prolonged immunisation - n/a -
Hospitalisation), [n/a - n/a - n/a])

0}

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

Nausea (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 12/10/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Blindness transient COMIRNATY Not reported I
10013719351 Healthcare |Economic Years |Specified (31d - Not [TOZINAMERAN] (S
Professional |Area Recovered/Not -n/a-n/a-[n/a-
Resolved - n/a - n/a])
Caused/Prolonged
Hospitalisation,
Disabling),

[0}

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

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

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

Headache (78d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation,
Disabling),

Muscular weakness
(n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation,
Disabling),

Pyrexia (1d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation,
Disabling),

Vision blurred (n/a -
Unknown -
Caused/Prolonged
Hospitalisation,
Disabling)

EU-EC- 12/10/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Dysmenorrhoea (n/a - |COMIRNATY Not reported ICs
10013722761 Healthcare |Economic Years |Specified Unknown - ), [TOZINAMERAN] (S
Professional |Area - Immunisation - n/a
Heavy menstrual - [n/a-n/a-n/al)
bleeding (n/a -
Unknown - ),

Menstruation delayed
(n/a - Unknown - ),

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

EU-EC- 12/10/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Dysmenorrhoea (n/a - |COMIRNATY Not reported ICS
10013722867 Healthcare |Economic Years Not Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - Other - COVID-19
Medically Important immunisation - n/a -
Condition), [n/a - 1{DF} - n/a])

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

Ovarian cyst (n/a -
Recovering/Resolving -
Other Medically
Important Condition)
EU-EC- 12/10/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Swelling (9d - COMIRNATY Not reported I
10013723504 Healthcare |Economic Years |Specified Recovered/Resolved - ) |[TOZINAMERAN] (S
Professional |Area - COVID-19
immunisation - Not
applicable - [n/a -
n/a - n/a])

EU-EC- 12/10/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Dizziness (n/a - Not COMIRNATY Not reported I
10013724036 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - Other -nfa-nfa-[nfa-
Medically Important n/a - nfa])
Condition),

[0}

0]

Fatigue (n/a -
Unknown - Other
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Medically Important
Condition),
Hypotension (n/a -
Unknown - Other
Medically Important
Condition),
Syncope (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Vomiting (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 11/10/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female [No Loss of consciousness |COMIRNATY Not reported ICS
10013708142 Professional |Economic Years |Specified (0d - [TOZINAMERAN] (S
Area Recovered/Resolved - |- COVID-19
) prophylaxis - Not
applicable - [n/a -
Pyrexia (0d - .3mL -
Recovered/Resolved - ) |Intramuscular use])
EU-EC- 11/10/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Abdominal pain upper |COMIRNATY Not reported ICS
10013708858 Professional |European Years |Specified (n/a - Unknown - [TOZINAMERAN] (S
Economic Caused/Prolonged - COVID-19
Area Hospitalisation) immunisation - Not
applicable - [1d -
n/a - Intramuscular
use])
EU-EC- 11/10/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Dizziness (n/a - COMIRNATY Not reported ICS
10013708994 Professional |European Years |Specified Unknown - [TOZINAMERAN] (S
Economic Caused/Prolonged - COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d -
Headache (n/a - n/a - Intramuscular
Unknown - use])
Caused/Prolonged
Hospitalisation),
Pruritus (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),
Rash (n/a - Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 11/10/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Dizziness (n/a - COMIRNATY Not reported ICS
10013709331 Professional |European Years |Specified Unknown - ), [TOZINAMERAN] (S
Economic - COVID-19
Area Pallor (n/a - immunisation - Not
Recovered/Resolved - |applicable - [1d -
) n/a - Intramuscular
use])
Syncope (n/a -
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 11/10/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Chest pain (n/a - COMIRNATY [ASCORBIC ACID, ICS
10013709822 Healthcare |Economic Years Recovering/Resolving - |[TOZINAMERAN] (S |CALCIUM
Professional |Area , - COVID-19 GLUBIONATE,
immunisation - Not |CALCIUM
Chills (30h - applicable - [n/a - |CARBONATE,
Recovered/Resolved - |1{DF} - CALCIUM, CALCIUM
B Intramuscular use]) |GLUBIONATE,
CALCIUM
Headache (30h - CARBONATE,
Recovered/Resolved - COLECALCIFEROL,
), CALCIUM] (C - Bone
density decreased -
Pyrexia (30h - n/a - [n/a - 400mg -
Recovered/Resolved - ) Oral use]),
[VITAMIN D] (C -
Bone density
decreased - n/a - [n/a
- 10ug - Oral use])
EU-EC- 11/10/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adult Male No Urticaria (1d - COMIRNATY Not reported ICS
10013709824 Professional |Economic Years Recovering/Resolving - |[TOZINAMERAN] (S
Area - COVID-19
immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular use])
EU-EC- 11/10/2022 |Spontaneous |Non Non Not available 12-17 |Not Female |No Abdominal pain (5d - |COMIRNATY Not reported ICS
10013709891 Healthcare |European Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S
Professional |Economic Caused/Prolonged - COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d -
Back pain (5d - n/a - Intramuscular
Recovered/Resolved - |use])
Caused/Prolonged
Hospitalisation),
Blood pressure
increased (5d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Chest pain (5d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 11/10/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Lymph node pain (n/a |COMIRNATY Not reported ICS
10013710899 Professional |Economic Years |Specified - Unknown - ), [TOZINAMERAN] (S
Area - COVID-19
Lymphadenopathy (n/a [immunisation - n/a -
- Unknown - ), [n/a-n/a-
Intramuscular use])
Mobility decreased
(n/a - Unknown - ),
Pain in extremity (n/a -
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Unknown - ),
Pyrexia (n/a -
Recovered/Resolved - )
EU-EC- 11/10/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Dizziness (n/a - COMIRNATY Not reported ICS
10013710934 Professional |European Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S
Economic Caused/Prolonged - COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d -
Maternal exposure n/a - Intramuscular
timing unspecified (n/a |use])
- Unknown -
Caused/Prolonged
Hospitalisation),
Pyrexia (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Vaccination site pain
(n/a-
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 11/10/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female [No Dysmenorrhoea (n/a - |COMIRNATY [ANHYDROUS ICS
10013713112 Healthcare |Economic Years Recovered/Resolved - ) [[TOZINAMERAN] (S |BENZOYL PEROXIDE,
Professional |Area - COVID-19 BENZOYL PEROXIDE]
immunisation - Not |(C-n/a-n/a-),
applicable - [1d -
1{DF} - [DOXYCYCLINE,
Intramuscular use]) |DOXYCYCLINE
MONOHYDRATE] (C -
n/a-nfa-)
EU-EC- 11/10/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female [No Dysmenorrhoea (n/a - |COMIRNATY Not reported ICS
10013713189 Healthcare |Economic Years Not Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - Other - COVID-19
Medically Important immunisation - Not
Condition), applicable - [1d -
1{DF} -
Migraine (n/a - Not Intramuscular use])
Recovered/Not
Resolved - ),
Polymenorrhoea (7mo
- Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 11/10/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Menstruation delayed |COMIRNATY Not reported ICS
10013713345 Healthcare |Economic Years (n/a - Not [TOZINAMERAN] (S
Professional |Area Recovered/Not - COVID-19
Resolved - ) immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular use])
EU-EC- 11/10/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female [No Hypoaesthesia (n/a - |COMIRNATY Not reported ICS
10013713818 Professional |Economic Years Not Recovered/Not [TOZINAMERAN] (S
Area Resolved - ), - COVID-19
immunisation - n/a -
Paraesthesia (n/a - Not |[n/a - n/a - n/a])
Recovered/Not
Resolved - )
EU-EC- 11/10/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Peripheral swelling COMIRNATY Not reported ICS
10013713834 Healthcare |Economic Years (n/a - Not [TOZINAMERAN] (S
Professional |Area Recovered/Not - COVID-19
Resolved - ) immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 11/10/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Vaccination site COMIRNATY Not reported ICS
10013715693 Professional |Economic Years lymphadenopathy (8d |[TOZINAMERAN] (S
Area - Recovered/Resolved - |- COVID-19
) immunisation - Not
applicable - [1d -
1{DF} - n/a])
EU-EC- 11/10/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Chest pain (n/a - COMIRNATY Not reported ICS
10013715714 Professional |Economic Years Recovering/Resolving - |[TOZINAMERAN] (S
Area ), - COVID-19
immunisation - Not
Headache (n/a - applicable - [1d -
Recovering/Resolving - [1{DF} - n/a])
),
Malaise (n/a -
Recovering/Resolving -
]
Pain (n/a -
Recovering/Resolving -
)
Pyrexia (n/a -
Recovering/Resolving -
EU-EC- 11/10/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adult Female |No Cough (n/a - COMIRNATY [CHLORAMPHENICOL] |ICS
10013715816 Professional |Economic Years Recovered/Resolved [TOZINAMERAN] (S |(C - n/a - n/a-[351d
Area With Sequelae - ), - COVID-19 - n/a - Ocular use]),
immunisation -
Eczema (n/a - Unknown - [n/a - [ETHINYLESTRADIOL,
Recovered/Resolved 1{DF} - n/a]) LEVONORGESTREL,
With Sequelae - ), LACTOSE
ANHYDROUS] (C -
Eye pruritus (n/a - Contraception - n/a -
Recovered/Resolved [951d - n/a - Oral
With Sequelae - ) use]),
[ETHINYLESTRADIOL,
LEVONORGESTREL]
(C - Contraception -
n/a-[n/a-n/a- Oral
use]),
[FEXOFENADINE,
FEXOFENADINE
HYDROCHLORIDE] (C
- Urticaria - n/a -
[1100d - n/a - Oral
use]),
[HYDROCORTISONE
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BUTYRATE] (C - Skin
disorder - n/a - [365d
- n/a - Cutaneous
use])
EU-EC- 10/10/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Abdominal pain (n/a - |COMIRNATY Not reported ICS
10013701309 Healthcare |Economic Years |Specified Unknown - Other [TOZINAMERAN] (S
Professional |Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a - n/al)
Anxiety (4d -
Recovered/Resolved -
Other Medically
Important Condition),
Dizziness (n/a -
Unknown - Other
Medically Important
Condition),
Fatigue (n/a -
Unknown - Other
Medically Important
Condition),
Hallucination, visual
Recovered/Resolved -
Other Medically
Important Condition),
Headache (n/a -
Unknown - Other
Medically Important
Condition),
Nausea (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 10/10/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Head injury (n/a - COMIRNATY Not reported ICS
10013701312 Healthcare |Economic Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S
Professional |Area Other Medically -nfa-nfa-[n/a-
Important Condition), |n/a - n/al)
Headache (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Syncope (n/a -
Recovering/Resolving -
Other Medically
Important Condition)
EU-EC- 10/10/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Dizziness (30min - COMIRNATY Not reported ICS
10013701828 Professional |European Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S
Economic Caused/Prolonged - COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d -
Vision blurred (30min - |n/a - Intramuscular
Recovered/Resolved - |use])
Caused/Prolonged
Hospitalisation)
EU-EC- 10/10/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Lymphadenopathy (n/a | COMIRNATY Not reported Ics
10013702784 Professional |Economic Years |Specified - Unknown - ) [TOZINAMERAN] (S
Area - COVID-19
immunisation - n/a -
[n/a-n/a-
Intramuscular use])
EU-EC- 10/10/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent | Male No Diarrhoea (2mo - COMIRNATY Not reported Ics
10013702900 Professional |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S
Area ) - COVID-19
immunisation - Not
Epilepsy (n/a - Not applicable - [n/a -
Recovered/Not 1{DF} -
Resolved - Other Intramuscular use])
Medically Important
Condition),
Food allergy (n/a - Not
Recovered/Not
Resolved - ),
Pneumonia (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 10/10/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Amenorrhoea (3mo - |COMIRNATY Not reported ICS
10013702915 Healthcare |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S
Professional |Area ) - COVID-19
immunisation - Not
Menstruation irregular |applicable - [1d -
(n/a - Not 1{DF} -
Recovered/Not Intramuscular use])
Resolved - Other
Medically Important
Condition)
EU-EC- 10/10/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Rash (270min - COMIRNATY Not reported ICS
10013703237 Professional |European Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S
Economic Other Medically - COVID-19
Area Important Condition) |immunisation - Not
applicable - [1d -
n/a - Intramuscular
use])
EU-EC- 10/10/2022 | Spontaneous |Healthcare |Non Konno, A.. Cardiac MRI performed for |12-17 |Not Male No Myocarditis (21h - COMIRNATY Not reported ICS
10013703571 Professional |European |myocarditis after COVID-19 Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S
Economic |vaccination : A report of 3 pediatric Caused/Prolonged - COVID-19
Area cases. The 58th Annual Meeting of Hospitalisation, Other |immunisation - Not
Japanese Society of Pediatric Medically Important applicable - [1d -
Cardiology and Cardiac. 2022;58th Condition), n/a - Intramuscular
Konno, A.. A case of coronavirus use])
disease 2019 vaccine-related Pericarditis (n/a -
myocarditis with late gadolinium Recovering/Resolving -
enhancement on cardiac magnetic Caused/Prolonged
resonance imaging persisting over Hospitalisation, Other
acute phase. Pediatrics International. Medically Important
Condition)
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2022;64(1):1-3.
doi:10.1111/ped.15291
EU-EC- 10/10/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No COVID-19 BRIVARACETAM [LAMOTRIGINE] (C - |ICS
10013705185 Professional |European Years |Specified immunisation (n/a - [BRIVARACETAM] (S |Product used for
Economic Unknown - ), - Epilepsy - Not unknown indication -
Area applicable - [n/a- |n/a - [n/a - 600mg -
Death (n/a - Fatal - 100mg - Oral use]), [n/al)
Results in Death),
COMIRNATY
Seizure (n/a - [TOZINAMERAN] (S
Unknown - ) - COVID-19
immunisation - Not
applicable - [n/a -
n/a - Intramuscular
use])
EU-EC- 10/10/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Herpes zoster (12d -  |COMIRNATY Not reported ICS
10013705271 Healthcare |Economic Years |Specified Recovered/Resolved - ) [[TOZINAMERAN] (S
Professional |Area -nf/a-n/a-[n/a-
n/a - n/a])
EU-EC- 10/10/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Taste disorder (n/a- |COMIRNATY Not reported ICS
10013706454 Healthcare |Economic Years | Specified Not Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ) -n/a-n/a-[n/a-
n/a - nja])
EU-EC- 10/10/2022 |Spontaneous |Healthcare |Non Scott, S.. Vulvar Aphthous Ulcersin  |12-17 [Not Female |No Vulval ulceration (n/a - | TOZINAMERAN Not reported ICS
10013707191 Professional |European |an Adolescent After Coronavirus Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S
Economic |Disease 2019 (COVID-19) Other Medically - COVID-19
Area Vaccination. Obstetrics and Important Condition) |immunisation - Not
Gynecology. 2022;140(3):514-517. applicable - [n/a -
doi:10.1097/A0G.0000000000004885 n/a - n/a])
EU-EC- 10/10/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female [No Pyrexia (n/a - COMIRNATY Not reported Ics
10013707224 Professional |Economic Years Unknown - ) [TOZINAMERAN] (S
Area - COVID-19
immunisation - Not
applicable - [1d -
1{DF} - n/a])
EU-EC- 10/10/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Pollakiuria (n/a - Not ~ |COMIRNATY Not reported IcS
10013707253 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ) - COVID-19
immunisation - Drug
withdrawn - [1d -
n/a - Intramuscular
use])
EU-EC- 07/10/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Cough (10d - COMIRNATY [BROMHEXINE IcS
10013683550 Healthcare |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S |HYDROCHLORIDE] (C
Professional |Area ) -n/a-nfa-[nfa- |-n/a-n/a-[n/a-n/a
n/a - n/a]) - Oral use]),
Pyrexia (3d -
Recovered/Resolved - [PARACETAMOL] (C -
) n/a-n/a-[n/a-n/a-
Oral use])
Vaccination site pain
(1d -
Recovered/Resolved - )
EU-EC- 07/10/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Lymphadenopathy (n/a [COMIRNATY Not reported IcS
10013683660 Healthcare |Economic Years |Specified - Not Recovered/Not  |[TOZINAMERAN] (S
Professional |Area Resolved - ), -nfa-nfa-[n/a-
n/a - n/a))
Tenderness (n/a -
Unknown - )
EU-EC- 07/10/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Chest pain (n/a - COMIRNATY Not reported ICS
10013683796 Healthcare |Economic Years |Specified Recovered/Resolved  |[TOZINAMERAN] (S
Professional |Area With Sequelae - ), -nfa-n/a-[n/a-
n/a - n/a])
Lymphadenopathy (4d
- Recovered/Resolved -
)
Vaccination site pain
( -
Recovered/Resolved - )
EU-EC- 07/10/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Arthralgia (n/a - Not |COMIRNATY [LAMOTRIGINE] (C - |ICS
10013683878 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S |n/a-n/a-[n/a-n/a-
Professional |Area Resolved - ), -nf/a-nfa-[nfa- |Oral use])
n/a - n/al)
Epistaxis (n/a - Not
Recovered/Not
Resolved - ),
Fatigue (n/a - Not
Recovered/Not
Resolved - ),
Malaise (n/a - Not
Recovered/Not
Resolved - ),
Nasopharyngitis (n/a -
Unknown - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - ),
Rhinorrhoea (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 07/10/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Pruritus (n/a - Not COMIRNATY Not reported ICS
10013683975 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ) -nfa-nfa-[nfa-
n/a - n/a])
EU-EC- 07/10/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Chills (n/a - Unknown - | COMIRNATY Not reported ICS
10013683999 Healthcare |Economic Years |Specified ) [TOZINAMERAN] (S
Professional |Area -nfa-nfa-[n/a-
Pyrexia (n/a - Not n/a - n/al)
Recovered/Not
Resolved - )
EU-EC- 07/10/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Pyrexia (n/a - COMIRNATY Not reported ICS
10013684253 Healthcare |Economic Years |Specified Unknown - ), [TOZINAMERAN] (S
Professional |Area -nfa-nfa-[n/a-
Vomiting (1d - n/a - n/a])
Recovered/Resolved - )
EU-EC- 07/10/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No COVID-19 (n/a - COMIRNATY Not reported ICS
10013685211 Professional |European Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S
Economic Other Medically - COVID-19
Area Important Condition), |immunisation - Not
applicable - [1d -
Vaccination failure (n/a |n/a - n/a])
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- Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 07/10/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female [No Body temperature COMIRNATY Not reported ICs
10013685324 Professional |Economic Years increased (2d - [TOZINAMERAN] (S
Area Recovering/Resolving - |- COVID-19
, immunisation - Not
applicable - [n/a -
Headache (2d - 1{DF} -
Recovering/Resolving - |Intramuscular use])
EU-EC- 07/10/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Asthenia (n/a - COMIRNATY Not reported ICS
10013685922 Healthcare |Economic Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S
Professional |Area ) - Immunisation -
Not applicable - [n/a
Asthenia (n/a - -.3mL -
Recovering/Resolving - |Intramuscular use])
Caused/Prolonged
Hospitalisation),
Dizziness (n/a -
Recovering/Resolving -
)
Headache (n/a -
Recovering/Resolving -
Sinus tachycardia (n/a
- Unknown -),
Somnolence (n/a -
Recovering/Resolving -
)
EU-EC- 07/10/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Disease recurrence COMIRNATY Not reported ICS
10013686366 Professional |European Years |Specified (n/a- [TOZINAMERAN] (S
Economic Recovering/Resolving - |- COVID-19
Area Caused/Prolonged immunisation - Not
Hospitalisation), applicable - [n/a -
n/a - n/al)
Histiocytic necrotising
lymphadenitis (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Lymphadenopathy (n/a
- Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Neck pain (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Pyrexia (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Rash (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Swelling (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation)
EU-EC- 07/10/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Lymph node pain (n/a [COMIRNATY Not reported ICS
10013686499 Healthcare |Economic Years |Specified - Recovered/Resolved - |[TOZINAMERAN] (S
Professional |Area ), -nf/a-n/a-[n/a-
n/a - nfal)
Lymphadenopathy
(12d -
Recovered/Resolved - )
EU-EC- 07/10/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Muscle spasms (n/a - |COMIRNATY Not reported ICS
10013686630 Healthcare |Economic Years |Specified Unknown - ) [TOZINAMERAN] (S
Professional |Area -n/a-n/a-[n/a-
n/a - nfal)
EU-EC- 07/10/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Asthma (n/a - Not COMIRNATY Not reported ICs
10013687169 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ) -n/a-n/a-[n/a-
n/a - n/al)
EU-EC- 07/10/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Headache (n/a - Not  |COMIRNATY Not reported ICS
10013687179 Professional |European Years |Specified Recovered/Not [TOZINAMERAN] (S
Economic Resolved - ), - COVID-19
Area immunisation - Not
Suicidal ideation (n/a - |applicable - [1d -
Not Recovered/Not n/a - n/al)
Resolved - Other
Medically Important
Condition)
EU-EC- 07/10/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Dizziness (n/a - Not COMIRNATY Not reported ICS
10013687437 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ) -nfa-nfa-[nfa-
n/a - n/al)
EU-EC- 07/10/2022 |Spontaneous |Non European |Not available 12-17 |Not Female [No Amenorrhoea (n/a - COMIRNATY Not reported IcS
10013687520 Healthcare |Economic Years |Specified Not Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ) -n/a-n/a-[n/a-
n/a - n/al)
EU-EC- 07/10/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Dizziness (n/a - COMIRNATY [DROSPIRENONE, ICS
10013687883 Healthcare |Economic Years |Specified Recovering/Resolving - [[TOZINAMERAN] (S |ETHINYLESTRADIOL,
Professional |Area -n/a-n/a-[n/fa- |LACTOSE
n/a - nfal) ANHYDROUS] (C - n/a
-n/a-[n/a-n/a-
n/a])
EU-EC- 07/10/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Headache (n/a - Not  |COMIRNATY Not reported ICS
10013688467 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), -nfa-n/a-[n/a-
n/a - n/al)
Myalgia (2d -
Recovered/Resolved -
)
Pyrexia (n/a - Not
Recovered/Not
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Resolved - ),
Vaccination site pain
(1d -
Recovered/Resolved - )
EU-EC- 07/10/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Ageusia (n/a - COMIRNATY Not reported ICS
10013689213 Healthcare |Economic Years |Specified Unknown -), [TOZINAMERAN] (S
Professional |Area -n/a-n/a-[n/a-
Anosmia (n/a - n/a - n/a])
Unknown - ),
Menstruation irregular
(n/a - Unknown - ),
Pyrexia (6d -
Recovered/Resolved - )
EU-EC- 07/10/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Fatigue (n/a - COMIRNATY [ETHINYLESTRADIOL, |ICS
10013689422 Healthcare |Economic Years |Specified Unknown - ), [TOZINAMERAN] (S |LEVONORGESTREL]
Professional |Area -nfa-nfa-[nfa- |(C-n/fa-n/a-[n/a-
Headache (n/a - Not  |n/a - n/a]) n/a - Oral use])
Recovered/Not
Resolved - ),
Myalgia (n/a - Not
Recovered/Not
Resolved - ),
Pain in extremity (n/a -
Unknown - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 07/10/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Chills (2d - COMIRNATY Not reported ICS
10013689906 Healthcare |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S
Professional |Area ) -nfa-n/a-[n/a-
n/a - n/a))
Headache (2d -
Recovered/Resolved -
»
Pyrexia (2d -
Recovered/Resolved - )
EU-EC- 07/10/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Epistaxis (n/a - Not COMIRNATY Not reported ICS
10013689909 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), -nfa-nfa-[nfa-
n/a - n/al)
Sinus pain (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 07/10/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Menometrorrhagia (n/a [COMIRNATY Not reported ICS
10013690144 Healthcare |Economic Years - Not Recovered/Not  |[TOZINAMERAN] (S
Professional |Area Resolved - ) - COVID-19
immunisation - n/a -
[n/a - 1{DF} -
Intramuscular use])
EU-EC- 07/10/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Mast cell activation COMIRNATY Not reported IcS
10013690250 Professional |Economic Years |Specified syndrome (n/a - Not  |[TOZINAMERAN] (S
Area Recovered/Not - COVID-19
Resolved - ) immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular use])
EU-EC- 07/10/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Dysmenorrhoea (n/a - [COMIRNATY Not reported ICS
10013690282 Healthcare |Economic Years Not Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), - COVID-19
immunisation - Not
Menstruation irregular |applicable - [365d -
(n/a - Not 1{DF} -
Recovered/Not Intramuscular use])
Resolved - )
EU-EC- 07/10/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Epistaxis (n/a - Not COMIRNATY Not reported ICS
10013690345 Professional |Economic Years Recovered/Not [TOZINAMERAN] (S
Area Resolved - ), - COVID-19
immunisation - Not
Heavy menstrual applicable - [32d -
bleeding (n/a - Not 2{DF} -
Recovered/Not Intramuscular use])
Resolved - ),
Menstruation irregular
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 07/10/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female [No Menometrorrhagia (n/a | COMIRNATY Not reported IcS
10013690348 Professional |Economic Years - Not Recovered/Not  |[TOZINAMERAN] (S
Area Resolved - ) - COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular use])
EU-EC- 07/10/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female [No Heavy menstrual COMIRNATY Not reported ICS
10013690360 Professional |Economic Years bleeding (n/a - Not [TOZINAMERAN] (S
Area Recovered/Not - COVID-19
Resolved - ) immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular use])
EU-EC- 07/10/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female [No Menstruation delayed |COMIRNATY Not reported ICs
10013690361 Healthcare |Economic Years (n/a - Not [TOZINAMERAN] (S
Professional |Area Recovered/Not - COVID-19
Resolved - ) immunisation - Not
applicable - [2d -
2{DF} -
Intramuscular use])
EU-EC- 07/10/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Pyelonephritis (n/a-  |COMIRNATY Not reported ICS
10013690363 Healthcare |Economic Years Recovering/Resolving - |[TOZINAMERAN] (S
Professional |Area - COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular use])
EU-EC- 07/10/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Paralysis (2d - Not COMIRNATY Not reported ICs
10013690372 Professional |Economic Years Recovered/Not [TOZINAMERAN] (S
Area Resolved - ) - COVID-19
immunisation - Not
applicable - [1d -
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1{DF} -
Intramuscular use])
EU-EC- 07/10/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Chills (n/a - Unknown - | COMIRNATY Not reported IcS
10013690409 Healthcare |Economic Years |Specified ) [TOZINAMERAN] (S
Professional |Area -nfa-nfa-[n/a-
Pain (n/a - n/a - n/a])
Recovered/Resolved -
),
Pyrexia (1d -
Recovered/Resolved - )
EU-EC- 07/10/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Dizziness (n/a - COMIRNATY [METHYLPHENIDATE |ICS
10013690656 Healthcare |Economic Years |Specified Unknown - Other [TOZINAMERAN] (S |HYDROCHLORIDE] (C
Professional |Area Medically Important -nfa-nfa-[nfa- |-n/a-nfa-[n/a-n/a
Condition), n/a - n/al) - Oral use])
Fatigue (n/a -
Recovering/Resolving -
Other Medically
Important Condition),
Head discomfort (0d -
Recovered/Resolved -
Other Medically
Important Condition),
Headache (1d -
Recovered/Resolved -
Other Medically
Important Condition),
Pyrexia (1d -
Recovered/Resolved -
Other Medically
Important Condition),
Syncope (0d -
Recovered/Resolved -
Other Medically
Important Condition),
Thirst (n/a - Unknown
- Other Medically
Important Condition)
EU-EC- 07/10/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Heart rate increased COMIRNATY Not reported ICS
10013692391 Healthcare |Economic Years |Specified (n/a - Unknown - ) [TOZINAMERAN] (S
Professional |Area -n/a-n/a-[n/a-
n/a - n/al)
EU-EC- 07/10/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent | Male No Vaccination site COMIRNATY Not reported ICS
10013693224 Professional |Economic Years lymphadenopathy (n/a |[TOZINAMERAN] (S
Area - Recovering/Resolving |- COVID-19
-) immunisation - Not
applicable - [1d -
1{DF} - n/a])
EU-EC- 07/10/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Headache (n/a - COMIRNATY Not reported ICS
10013693275 Professional |Economic Years Unknown - ), [TOZINAMERAN] (S
Area - COVID-19
Vaccination site pain  |immunisation - Not
(n/a - Unknown - ), applicable - [1d -
1{DF} - n/al)
Vomiting (n/a -
Unknown - )
EU-EC- 07/10/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent | Male No Bell's palsy (n/a - COMIRNATY Not reported ICS
10013693434 Professional | Economic Years Recovered/Resolved - |[TOZINAMERAN] (S
Area Other Medically - COVID-19
Important Condition), |immunisation - Not
applicable - [n/a -
Facial paresis (n/a - 1{DF} -
Recovered/Resolved - |Intramuscular use])
Other Medically
Important Condition),
Pain in jaw (n/a -
Recovered/Resolved -
Other Medically
Important Condition),
Paraesthesia (n/a -
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 06/10/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Bedridden (n/a - COMIRNATY Not reported ICS
10013674209 Healthcare |Economic Years |Specified Unknown - ), [TOZINAMERAN] (S
Professional |Area - Immunisation - n/a
Dysmenorrhoea (n/a - |- [n/a - n/a - n/a])
Not Recovered/Not
Resolved - ),
Heavy menstrual
bleeding (n/a -
Unknown - ),
Menstruation irregular
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 06/10/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Body temperature COMIRNATY Not reported ICS
10013674574 Professional | Economic Years increased (1d - [TOZINAMERAN] (S
Area Recovered/Resolved - |- COVID-19
, immunisation - Not
applicable - [n/a -
Fatigue (n/a - 1{DF} -
Recovered/Resolved - |Intramuscular use])
Somnolence (n/a -
Recovered/Resolved - )
EU-EC- 06/10/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Lymphadenitis (5d - COMIRNATY Not reported ICS
10013674579 Professional |Economic Years Recovered/Resolved - ) |[TOZINAMERAN] (S
Area - COVID-19
immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular use])
EU-EC- 06/10/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female [No Administration site COMIRNATY Not reported ICS
10013674860 Professional |Economic Years pain (4d - [TOZINAMERAN] (S
Area Recovering/Resolving - |- COVID-19
, immunisation - Not
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applicable - [n/a -
Headache (2d - 1{DF} -
Recovering/Resolving - |Intramuscular use])
EU-EC- 06/10/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Administration site COMIRNATY Not reported ICS
10013675008 Professional |Economic Years pain (3d - [TOZINAMERAN] (S
Area Recovered/Resolved - |- COVID-19
, immunisation - Not
applicable - [n/a -
Arthralgia (3d - 1{DF} -
Recovered/Resolved - |Intramuscular use])
)
Body temperature
increased (2d -
Recovered/Resolved -
)
Decreased appetite
Recovered/Resolved -
»
Fatigue (3d -
Recovered/Resolved -
)
Headache (3d -
Recovered/Resolved -
Myalgia (3d -
Recovered/Resolved - )
EU-EC- 06/10/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Chest pain (3h - COMIRNATY Not reported ICS
10013676256 Professional |Economic Years Recovering/Resolving - [[TOZINAMERAN] (S
Area ) - COVID-19
immunisation - Not
Headache (1d - applicable - [n/a -
Recovering/Resolving - [1{DF} -
Intramuscular use])
EU-EC- 06/10/2022 |Spontaneous |Non Non Not available 12-17 |Not Female |Yes Fall (n/a - Unknown - |COMIRNATY Not reported IcS
10013676809 Healthcare |European Years |Specified Other Medically [TOZINAMERAN] (S
Professional |Economic Important Condition), |- COVID-19
Area immunisation - Not
Feeling hot (n/a - applicable - [1d -
Unknown - Other .3mL - n/a])
Medically Important
Condition),
Iliness (0d -
Recovered/Resolved -
Other Medically
Important Condition),
Inappropriate schedule
of product
administration (n/a -
Unknown - ),
Loss of consciousness
(0d -
Recovered/Resolved -
Other Medically
Important Condition),
Nervousness (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 06/10/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Dizziness (n/a - COMIRNATY Not reported ICS
10013676819 Professional | Economic Years |Specified Unknown - Other [TOZINAMERAN] (S
Area Medically Important - COVID-19
Condition), immunisation - n/a -
[n/a-n/a-
Hypotonic- Intramuscular use])
hyporesponsive
episode (n/a -
Unknown - Other
Medically Important
Condition),
Pallor (n/a - Unknown
- Other Medically
Important Condition),
Syncope (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 06/10/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Fatigue (n/a - COMIRNATY Not reported ICS
10013676873 Healthcare |Economic Years |Specified Recovering/Resolving - [[TOZINAMERAN] (S
Professional |Area ) -n/a-n/a-[n/a-
n/a - n/al)
Headache (n/a -
Recovered/Resolved
With Sequelae - ),
Nausea (1d -
Recovered/Resolved - )
EU-EC- 06/10/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Lymph node pain (n/a [COMIRNATY Not reported ICS
10013676874 Healthcare |Economic Years |Specified - Unknown -), [TOZINAMERAN] (S
Professional |Area -n/a-nfa-[n/a-
Lymphadenopathy (n/a |n/a - n/a])
- Recovering/Resolving
=)
Malaise (3d -
Recovered/Resolved -
Pain (n/a - Unknown -
EU-EC- 06/10/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Epistaxis (0d - COMIRNATY Not reported ICS
10013676945 Healthcare |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S
Professional |Area ) -n/a-n/a-[n/a-
n/a - n/al)
Fatigue (n/a -
Recovering/Resolving -
)
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Pain in extremity (n/a -
Unknown - ),

Pyrexia (1d -
Recovered/Resolved -

)

Vaccination site pain
(n/a-
Recovering/Resolving -

EU-EC-
10013676960

06/10/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Yes

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

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

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

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

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

Not reported

EU-EC-
10013677112

06/10/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

Chills (n/a -
Recovering/Resolving -

)

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

Myalgia (1d -
Recovered/Resolved -
)

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

Productive cough (n/a
- Not Recovered/Not
Resolved - ),

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

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

Not reported

EU-EC-
10013677133

06/10/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

Dizziness (n/a -
Recovering/Resolving -

»

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

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

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

Pyrexia (n/a -
Recovering/Resolving -

)
Vaccination site pain

(3d-
Recovered/Resolved - )

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

Not reported

EU-EC-
10013677223

06/10/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Injected limb mobility
decreased (n/a -
Unknown - ),

Lymph node pain (n/a
- Unknown - ),

Lymphadenopathy (n/a
- Recovering/Resolving
=)

Lymphadenopathy (n/a
- Unknown - ),

Tenderness (n/a -
Unknown - )

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

[PARACETAMOL,
CAFFEINE] (C - n/a -
n/a - [n/a - n/a - Oral
use])

EU-EC-
10013677673

06/10/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

Oropharyngeal pain
(n/a - Unknown - ),

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

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

Not reported

EU-EC- 06/10/2022

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

Spontaneous

Non

European

Not available

12-17

Female

Fatigue (n/a -

COMIRNATY

Not reported
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10013677734 Healthcare |Economic Years |Specified Unknown - ), [TOZINAMERAN] (S
Professional |Area -n/a-n/a-[n/a-
Malaise (n/a - Not n/a - n/al)
Recovered/Not
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 06/10/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Amenorrhoea (n/a - COMIRNATY Not reported ICS
10013677827 Healthcare |Economic Years |Specified Unknown - ) [TOZINAMERAN] (S
Professional |Area -n/a-nfa-[n/a-
n/a - n/a])
EU-EC- 06/10/2022 |Spontaneous |Non European |Not available 12-17 |Not Female [No Diarrhoea (2d - COMIRNATY Not reported ICcS
10013677999 Healthcare |Economic Years |Specified Recovered/Resolved - [[TOZINAMERAN] (S
Professional |Area ) -n/a-n/a-[n/a-
n/a - n/aj)
Fatigue (n/a -
Unknown - ),
Headache (2d -
Recovered/Resolved -
)
Vomiting (1d -
Recovered/Resolved - )
EU-EC- 06/10/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Lymphadenopathy (n/a | COMIRNATY Not reported IcS
10013678056 Healthcare |Economic Years |Specified - Not Recovered/Not  |[TOZINAMERAN] (S
Professional |Area Resolved - ) -nfa-n/a-[n/a-
n/a - nfal)
EU-EC- 06/10/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Cough (n/a - Not COMIRNATY Not reported ICS
10013678367 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ) -nfa-n/a-[n/a-
n/a - n/al)
EU-EC- 06/10/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female [No Tic (n/a - COMIRNATY [ARIPIPRAZOLE] (C - |ICS
10013678389 Professional |Economic Years Recovered/Resolved - ) [[TOZINAMERAN] (S |Tourette's disorder -
Area - COVID-19 Dose increased - [n/a
immunisation - n/a - |- 5mg - Oral use]),
[n/a - 1{DF} -
Intramuscular use]) |[SERTRALINE] (C -
n/a - Dose not
changed - [n/a -
50mg - Oral use])
EU-EC- 06/10/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Abdominal pain (n/a - |COMIRNATY Not reported ICS
10013678514 Professional |Economic Years |Specified Unknown - ), [TOZINAMERAN] (S
Area - COVID-19
Decreased appetite immunisation - Not
(n/a - Not applicable - [1d -
Recovered/Not n/a - Intramuscular
Resolved - use])
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),
Glomerulonephritis
(n/a - Unknown -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),
Haematuria (n/a -
Unknown -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),
Proteinuria (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),
Pyrexia (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition)
EU-EC- 06/10/2022 | Spontaneous |Non Non Not available 12-17 |Not Male No Disease recurrence TOZINAMERAN Not reported IcS
10013678555 Healthcare |European Years |Specified (n/a - Unknown - ), [TOZINAMERAN] (S
Professional | Economic - COVID-19
Area Drug ineffective (n/a - |immunisation - Not
Unknown - Other applicable - [1d -
Medically Important n/a - n/a])
Condition),
Iliness (n/a - Unknown
=)
Nasopharyngitis (n/a -
Unknown - ),
Pyrexia (n/a -
Unknown - ),
Suspected COVID-19
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 06/10/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Arthralgia (n/a - COMIRNATY Not reported ICS
10013678613 Healthcare |Economic Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S
Professional |Area ) -nfa-nf/a-[nfa-
n/a - n/al)
Cough (n/a - Unknown
Decreased appetite
(n/a - Unknown - ),
Diarrhoea (n/a - Not
Recovered/Not
Resolved - ),
Dizziness (n/a -
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Recovering/Resolving -

»

Eye swelling (n/a -
Unknown - ),

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

Headache (n/a -
Recovering/Resolving -

4

Insomnia (n/a -
Unknown - ),

Lacrimation increased
(n/a - Unknown - ),

Muscle spasms (n/a -
Unknown - ),

Myalgia (n/a -
Recovering/Resolving -

)

Nausea (n/a -
Recovering/Resolving -

4

Oropharyngeal pain
(n/a - Unknown - ),

Rhinorrhoea (n/a -
Unknown - ),

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

Vaccination site
swelling (1d -
Recovered/Resolved - )

EU-EC-
10013678719

06/10/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Epistaxis (0d -
Recovered/Resolved -

»

Pallor (n/a - Unknown

4

Pyrexia (n/a -
Unknown - )

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

[DEXAMFETAMINE
SULFATE] (C - n/a -
n/a-[n/a-n/a-Oral
use])

EU-EC-
10013678925

06/10/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

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

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

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

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

Not reported

EU-EC-
10013679018

06/10/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Contusion (n/a -
Recovering/Resolving -

)

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

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

Not reported

EU-EC-
10013679159

06/10/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

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

Not reported

EU-EC-
10013679278

06/10/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Fatigue (2d -
Recovered/Resolved -
»

Headache (1d -
Recovered/Resolved -

»

Muscular weakness
(n/a - Unknown - ),

Pyrexia (1d -
Recovered/Resolved - )

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

Not reported

EU-EC-
10013679279

06/10/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Headache (1d -
Recovered/Resolved -

g

Lymph node pain (n/a
- Unknown - ),

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

Malaise (1d -
Recovered/Resolved - )

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

[IBUPROFEN] (C - n/a
-n/a-[n/a-n/a-
Oral use])

EU-EC-
10013679546

06/10/2022

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

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Depressed mood (n/a -
Unknown - ),

Dizziness (n/a -
Recovering/Resolving -

COMIRNATY
[TOZINAMERAN] (S
-nf/a-n/a-[nfa-

n/a - n/al)

Not reported

34/62
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)
Fatigue (n/a - Not
Recovered/Not
Resolved - ),
Nausea (n/a -
Recovering/Resolving -
Vaccination site pain
(3d -
Recovered/Resolved - )
EU-EC- 06/10/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Amenorrhoea (n/a - COMIRNATY Not reported ICS
10013679714 Professional |Economic Years Not Recovered/Not [TOZINAMERAN] (S
Area Resolved - Other - COVID-19
Medically Important immunisation - n/a -
Condition) [31d - 2{DF} -
Intramuscular use])
EU-EC- 06/10/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Dysmenorrhoea (n/a - |COMIRNATY Not reported ICS
10013679765 Healthcare |Economic Years Not Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), - COVID-19
immunisation - Not
Menstruation irregular |applicable - [n/a -
(n/a - Not 1{DF} -
Recovered/Not Intramuscular use])
Resolved - )
EU-EC- 06/10/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Abdominal pain (n/a - |COMIRNATY Not reported ICS
10013680072 Healthcare |Economic Years |Specified Recovered/Resolved - [[TOZINAMERAN] (S
Professional |Area , -nfa-nfa-[nfa-
n/a - n/al)
Chills (n/a -
Recovered/Resolved -
)
Vomiting (1d -
Recovered/Resolved - )
EU-EC- 06/10/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Arthralgia (n/a - Not  |COMIRNATY [DESLORATADINE] (C |ICS
10013680171 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S |-n/a-n/a-[n/a-n/a
Professional |Area Resolved - ), -n/a-n/a-[n/fa- |- Oraluse]),
n/a - n/al)
Dizziness (n/a - [PARACETAMOL] (C -
Recovering/Resolving - n/a-nfa-[n/a-n/a-
B Oral use])
Fatigue (n/a - Not
Recovered/Not
Resolved - ),
Malaise (n/a -
Unknown - ),
Pain (n/a - Unknown -
)
Pruritus (n/a -
Recovering/Resolving -
)
Rash (n/a -
Recovering/Resolving -
EU-EC- 06/10/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Lymphadenopathy (n/a | COMIRNATY Not reported ICS
10013680177 Healthcare |Economic Years |Specified - Not Recovered/Not  |[TOZINAMERAN] (S
Professional |Area Resolved - ), -n/a-nfa-[n/a-
n/a - n/al)
Tenderness (n/a -
Unknown - )
EU-EC- 06/10/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Intermenstrual COMIRNATY [DROSPIRENONE, ICS
10013680178 Healthcare |Economic Years |Specified bleeding (14d - [TOZINAMERAN] (S |ETHINYLESTRADIOL,
Professional |Area Recovered/Resolved - ) |- n/a-n/a-[n/fa- |LACTOSE
n/a - n/a]) ANHYDROUS] (C - n/a
-n/a-[n/a-n/a-
Oral use])
EU-EC- 06/10/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Lymphadenopathy (n/a |COMIRNATY Not reported ICS
10013680218 Healthcare |Economic Years |Specified - Not Recovered/Not  |[TOZINAMERAN] (S
Professional |Area Resolved - ), -nfa-n/a-[n/a-
n/a - n/a])
Pyrexia (n/a -
Recovering/Resolving -
EU-EC- 06/10/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Epistaxis (n/a - Not COMIRNATY Not reported ICS
10013680607 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), -nfa-nfa-[n/a-
n/a - n/a))
Feeling cold (n/a - Not
Recovered/Not
Resolved - ),
Myalgia (n/a - Not
Recovered/Not
Resolved - ),
Oropharyngeal pain
(n/a - Not
Recovered/Not
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 06/10/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Pyrexia (n/a - Not COMIRNATY Not reported ICS
10013680899 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), -n/a-n/a-[nfa-
n/a - n/al)
Vomiting (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 06/10/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Pyrexia (n/a - COMIRNATY Not reported Ics
10013681024 Healthcare |Economic Years | Specified Recovering/Resolving - |[TOZINAMERAN] (S
Professional |Area -nf/a-n/a-[n/a-
n/a - n/al)
EU-EC- 06/10/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Pyrexia (n/a - COMIRNATY Not reported ICS
10013681043 Professional | Economic Years |Specified Unknown - ), [TOZINAMERAN] (S
Area -n/a-n/a-[n/a-
Rash (n/a - Not n/a - n/al)
Recovered/Not
Resolved - ),
https://dap.ema.europa.eu/analytics/saw.dlI?Go 35/62
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Skin exfoliation (n/a -
Unknown - )
EU-EC- 06/10/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Headache (n/a - Not |COMIRNATY Not reported IcS
10013681062 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), -n/a-n/a-[n/a-
n/a - nfal)
Vomiting (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 06/10/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Headache (3d - COMIRNATY Not reported ICS
10013681242 Healthcare |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S
Professional |Area , -nfa-nfa-[n/a-
n/a - n/a])
Nausea (n/a -
Unknown - ),
Oropharyngeal pain
(n/a - Unknown - ),
Presyncope (n/a -
Unknown - ),
Pyrexia (n/a -
Unknown - )
EU-EC- 06/10/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Fatigue (5d - COMIRNATY [PARACETAMOL] (C - |ICS
10013681358 Healthcare |Economic Years | Specified Recovered/Resolved - |[TOZINAMERAN] (S |n/a-n/a-[n/a-n/a-
Professional |Area ) -n/a-nfa-[n/a- |Oral use])
n/a - n/a])
Headache (5d -
Recovered/Resolved -
»
Lymphadenopathy (5d
- Recovered/Resolved -
)
Malaise (5d -
Recovered/Resolved -
»
Nausea (5d -
Recovered/Resolved - )
EU-EC- 06/10/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Amenorrhoea (n/a - COMIRNATY Not reported ICS
10013681373 Healthcare |Economic Years |Specified Not Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ) -nf/a-n/a-[nfa-
n/a - n/al)
EU-EC- 06/10/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Fatigue (n/a - Not COMIRNATY Not reported Ics
10013681486 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), -n/a-n/a-[n/a-
n/a - n/al)
Headache (5d -
Recovered/Resolved -
)
Malaise (32d -
Recovered/Resolved - )
EU-EC- 06/10/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No COVID-19 (n/a - TOZINAMERAN SMARTY PANTS ICS
10013681549 Professional |European Years |Specified Recovered/Resolved - [[TOZINAMERAN] (S |WOMEN'S FORMULA
Economic Other Medically - COVID-19 [ASCORBIC ACID,
Area Important Condition), |immunisation - Not |BIOTIN, CALCIUM
applicable - [1d - LEVOMEFOLATE,
Cough (n/a - Unknown |n/a - Intramuscular |CALCIUM
=) use]) PANTOTHENATE,
CHOLINE
Drug ineffective (n/a - BITARTRATE,
Recovered/Resolved - COLECALCIFEROL,
Other Medically FISH OIL, INOSITOL
Important Condition), NICOTINATE,
MECOBALAMIN,
Feeling abnormal (n/a MENAQUINONE,
- Recovering/Resolving PHYTOMENADIONE,
- Disabling), POTASSIUM IODIDE,
PYRIDOXAL
Headache (n/a - PHOSPHATE,
Recovered/Resolved - RETINOL,
Other Medically RIBOFLAVIN,
Important Condition), SELENIUM, SODIUM,
THIAMINE
Loss of personal MONONITRATE,
independence in daily TOCOPHEROL,
activities (n/a - UBIDECARENONE,
Recovering/Resolving - ZINC CITRATE] (C -
, Vitamin
supplementation - n/a
Lymphadenopathy (n/a -[n/a-n/a-Oral
- Recovered/Resolved - use])
Other Medically
Important Condition),
Myalgia (n/a -
Recovered/Resolved -
Other Medically
Important Condition),
Myalgia (n/a -
Unknown - ),
Pyrexia (n/a -
Recovered/Resolved -
)
Upper respiratory tract
infection (n/a -
Recovered/Resolved - )
EU-EC- 06/10/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Menstruation delayed |COMIRNATY Not reported ICS
10013681573 Healthcare |Economic Years |Specified (n/a - Unknown - ) [TOZINAMERAN] (S
Professional |Area -nfa-nfa-[n/a-
n/a - n/al)
EU-EC- 06/10/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Confusional state (n/a |COMIRNATY Not reported ICS
10013681791 Healthcare |Economic Years |Specified - Unknown - ), [TOZINAMERAN] (S
Professional |Area -nfa-nfa-[n/a-
Dizziness (n/a - n/a - nfa))
Recovering/Resolving -
»
Gait disturbance (n/a -
Unknown - ),
https://dap.ema.europa.eu/analytics/saw.dlI?Go 36/62
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Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 06/10/2022 |Spontaneous |Non European |Not available 12-17 |Not Female [No Fatigue (n/a - Not COMIRNATY Not reported ICS
10013682038 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ) -nf/a-n/a-[n/a-
n/a - n/al)
EU-EC- 06/10/2022 |Spontaneous |Non European |Not available 12-17 |Not Female [No Myalgia (n/a - COMIRNATY Not reported ICS
10013682183 Healthcare |Economic Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S
Professional |Area ) -n/a-n/a-[n/a-
n/a - nja])
EU-EC- 06/10/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Pyrexia (n/a - COMIRNATY Not reported ICS
10013682835 Professional |Economic Years Unknown - ), [TOZINAMERAN] (S
Area - COVID-19
Vaccination site pain  |immunisation - Not
(n/a - Unknown - ) applicable - [1d -
1{DF} - n/a])
EU-EC- 06/10/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Dizziness (2d - COMIRNATY [IBUPROFEN] (C - n/a |ICS
10013683460 Healthcare |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S |- n/a-[n/a-n/a-
Professional |Area ), -n/a-nf/a-[nfa- |Oral use]),
n/a - n/al)
Headache (3d - [PARACETAMOL] (C -
Recovered/Resolved - n/a-n/a-[n/a-n/a-
) Oral use])
Malaise (2d -
Recovered/Resolved -
Myalgia (2d -
Recovered/Resolved -
»
Nausea (2d -
Recovered/Resolved -
)
Pyrexia (3d -
Recovered/Resolved - )
EU-EC- 05/10/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Headache (2d - COMIRNATY Not reported ICS
10013665190 Professional |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S
Area ) - COVID-19
immunisation - n/a -
Pyrexia (2d - [n/a - 1{DF} -
Recovered/Resolved - ) | Intramuscular use])
EU-EC- 05/10/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Dizziness (n/a - COMIRNATY Not reported ICS
10013665376 Professional |European Years |Specified Recovering/Resolving - [[TOZINAMERAN] (S
Economic Caused/Prolonged - COVID-19
Area Hospitalisation), immunisation - Not
applicable - [n/a -
Dyspnoea (n/a - n/a - Intramuscular
Recovering/Resolving - |use])
Caused/Prolonged
Hospitalisation),
Muscle spasms (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation)
EU-EC- 05/10/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Headache (n/a - Not  |COMIRNATY Not reported ICS
10013666058 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - Other - Immunisation - n/a
Medically Important - [n/a - n/a - n/a])
Condition),
Heavy menstrual
bleeding (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 05/10/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Diarrhoea (n/a - COMIRNATY Not reported ICS
10013666621 Healthcare |Economic Years |Specified Unknown - ), [TOZINAMERAN] (S
Professional |Area - COVID-19
Eructation (n/a - Not  |immunisation - Not
Recovered/Not applicable - [n/a -
Resolved - Other n/a - n/a])
Medically Important
Condition),
Gastrointestinal
disorder (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Impaired quality of life
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 05/10/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Chest pain (168d - COMIRNATY Not reported ICS
10013668040 Healthcare |Economic Years Recovered/Resolved [TOZINAMERAN] (S
Professional |Area With Sequelae - ), - Immunisation - n/a
-[n/a-n/a-
Dyspnoea (168d - Intramuscular use])
Recovered/Resolved
With Sequelae - ),
Exercise tolerance
decreased (168d -
Recovered/Resolved
With Sequelae - ),
Immune system
disorder (168d -
Recovered/Resolved
With Sequelae - ),
Lymphadenopathy
(168d -
Recovered/Resolved
With Sequelae - ),
Malaise (168d -
Recovered/Resolved
With Sequelae - ),

https://dap.ema.europa.eu/analytics/saw.dlI?Go 37/62
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Myocarditis (168d -
Recovered/Resolved
With Sequelae - Other
Medically Important
Condition),

Palpitations (168d -
Recovered/Resolved
With Sequelae - )
EU-EC- 05/10/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Chills (4d - COMIRNATY Not reported I
10013668134 Healthcare |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S
Professional |Area ) - COVID-19
immunisation - n/a -
Fatigue (4d - [n/a - n/a - n/a])
Recovered/Resolved -

)

[0}

Pyrexia (4d -
Recovered/Resolved - )
EU-EC- 05/10/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Contusion (n/a - Not |COMIRNATY Not reported ICS
10013668209 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), - COVID-19
immunisation - n/a -
Pruritus (n/a - Not [n/a-n/a-
Recovered/Not Intramuscular use])
Resolved - ),

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

Rash (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 05/10/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female [No Arthralgia (n/a - Not ~ |COMIRNATY Not reported I
10013668455 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), - COVID-19
immunisation - n/a -
Arthralgia (n/a - [n/a - n/a - n/a])
Recovered/Resolved
With Sequelae - ),

0]

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

Feeling hot (n/a -
Unknown - ),

Joint swelling (n/a -
Recovered/Resolved
With Sequelae - ),

Peripheral swelling
(n/a - Unknown - ),

Pruritus (n/a -
Recovered/Resolved
With Sequelae - ),

Psoriasis (n/a -
Recovered/Resolved
With Sequelae - ),

Rash (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 05/10/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Mobility decreased COMIRNATY Not reported I
10013668559 Healthcare |Economic Years (n/a - Not [TOZINAMERAN] (S
Professional |Area Recovered/Not - COVID-19
Resolved - ), immunisation - n/a -
[n/a - n/a - n/a])

0]

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

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

Somatic symptom
disorder (n/a -
Unknown - )
EU-EC- 05/10/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female [No Headache (n/a - Not |COMIRNATY Not reported I
10013668661 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), - COVID-19
immunisation - n/a -
Headache (n/a - [n/a - n/a - n/a])
Recovered/Resolved
With Sequelae - ),

0}

Herpes zoster (n/a -
Not Recovered/Not
Resolved - ),

Herpes zoster (n/a -
Recovered/Resolved
With Sequelae - ),

Neuralgia (n/a -
Recovered/Resolved
With Sequelae - )
EU-EC- 05/10/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Headache (n/a - Not ~ |COMIRNATY Not reported I
10013669494 Professional |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S
Area Resolved - ), - COVID-19
immunisation - Not
Nausea (n/a - Not applicable - [n/a -
Recovered/Not .3mL - n/al)
Resolved - ),

[0}

Vomiting (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 05/10/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Amenorrhoea (n/a - COMIRNATY Not reported ICS
10013669699 Healthcare |Economic Years Not Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ) - COVID-19
immunisation - Not
applicable - [1d -

https://dap.ema.europa.eu/analytics/saw.dlI?Go 38/62
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1{DF} -
Intramuscular use])

EU-EC-
10013669768

05/10/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17

Adolescent

Female

Chest pain (n/a -
Recovered/Resolved -

4

Gastrointestinal
disorder (n/a -
Recovered/Resolved -

g

Influenza like illness
(n/a-
Recovered/Resolved -

4

Neck pain (n/a -
Recovered/Resolved -

)

Pain (n/a -
Recovered/Resolved - )

COMIRNATY
[TOZINAMERAN] (S
- COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular use])

Not reported

EU-EC-
10013670518

05/10/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

[IBUPROFEN LYSINE]
(C - Menstrual
discomfort - n/a - [n/a

- n/a-n/a])

EU-EC-
10013670536

05/10/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

Not reported

']
@]

EU-EC-
10013671014

05/10/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

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

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

Intracranial
hypotension (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),

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

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

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

Not reported

EU-EC-
10013655204

04/10/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Body temperature
abnormal (2d -
Recovered/Resolved -

4

Lymphadenopathy
(10d -
Recovered/Resolved - )

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

Not reported

EU-EC-
10013655720

04/10/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

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

Not available

12-17
Years

Not
Specified

Female

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

Mental disorder (n/a -
Unknown - ),

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

Not reported

39/62
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Tinnitus (n/a -
Unknown - )
EU-EC- 04/10/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Body temperature COMIRNATY Not reported IcS
10013655778 Professional |Economic Years increased (4d - [TOZINAMERAN] (S
Area Recovered/Resolved - ) |- COVID-19
immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular use])
EU-EC- 04/10/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Headache (n/a - COMIRNATY [DOCONEXENT, ICS
10013656048 Healthcare |Economic Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S |ICOSAPENT, FISH
Professional |Area - Immunisation - n/a |OIL, ICOSAPENT
-[nfa-n/a-n/fa]) |ETHYL,
DOCOSAHEXAENOIC
ACID ETHYL ESTER,
OMEGA-3-ACID
ETHYL ESTERS 90,
OMEGA-3-ACID
ETHYL ESTERS 90,
DOCOSAHEXAENOIC
ACID ETHYL ESTER]
(C-n/a-nja-),
[ZINC] (C-n/a-n/a-
)
EU-EC- 04/10/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Acne (n/a - Unknown - |COMIRNATY [CICLESONIDE] (C- |ICS
10013656053 Healthcare |Economic Years |Specified , [TOZINAMERAN] (S |Asthma - n/a - [n/a -
Professional |Area - Immunisation - n/a |n/a - n/al),
Adverse reaction (n/a - |- [n/a - n/a - n/a])
Unknown - ), [FERROUS SULFATE]
(C-n/a-n/a-[n/a-
Alopecia (n/a - n/a - n/al)
Recovered/Resolved -
»
Breast tenderness (n/a
- Unknown -),
COVID-19 (n/a -
Unknown - ),
Dysmenorrhoea (n/a -
Unknown - ),
Heavy menstrual
bleeding (n/a -
Recovered/Resolved -
Hormone level
abnormal (n/a -
Unknown - ),
Polymenorrhoea (n/a -
Recovered/Resolved -
)
Premenstrual
syndrome (n/a -
Unknown - )
EU-EC- 04/10/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Dizziness (n/a - Not COMIRNATY Not reported ICS
10013656267 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), - COVID-19
immunisation - n/a -
Headache (n/a - Not  |[n/a - n/a - n/a])
Recovered/Not
Resolved - ),
Hypotension (n/a - Not
Recovered/Not
Resolved - ),
Myocarditis (n/a -
Recovered/Resolved -
Other Medically
Important Condition),
Tachycardia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 04/10/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female [No Administration site COMIRNATY Not reported ICS
10013656601 Professional | Economic Years pain (n/a - [TOZINAMERAN] (S
Area Recovered/Resolved - |- COVID-19
, immunisation - Not
applicable - [n/a -
Headache (2d - 1{DF} -
Recovered/Resolved - ) |Intramuscular use])
EU-EC- 04/10/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Administration site COMIRNATY Not reported ICS
10013656634 Professional |Economic Years pain (2d - [TOZINAMERAN] (S
Area Recovering/Resolving - |- COVID-19
) immunisation - Not
applicable - [n/a -
Body temperature 1{DF} -
increased (2d - Intramuscular use])
Recovering/Resolving -
EU-EC- 04/10/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest pain (n/a - COMIRNATY Not reported ICS
10013656747 Professional |European Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S
Economic Caused/Prolonged - COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d -
Dyspnoea (n/a - n/a - Intramuscular
Recovered/Resolved - |use])
Caused/Prolonged
Hospitalisation)
EU-EC- 04/10/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Asthenia (58d - COMIRNATY Not reported ICS
10013656917 Healthcare |Economic Years Recovered/Resolved - [[TOZINAMERAN] (S
Professional |Area ) - COVID-19
immunisation - n/a -
Cough (58d - [n/a - n/a - n/a])
Recovered/Resolved -
)
Dizziness (58d -
Recovered/Resolved -
)
https://dap.ema.europa.eu/analytics/saw.dlI?Go 40/62
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Dyspnoea (58d -
Recovered/Resolved -

)

Nasopharyngitis (58d -
Recovered/Resolved -

)
Oropharyngeal pain
58d -

Recovered/Resolved -

4

Palpitations (58d -
Recovered/Resolved -

»

Pyrexia (58d -
Recovered/Resolved -

»

Syncope (n/a -
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 04/10/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female [No Administration site COMIRNATY Not reported I
10013657050 Professional |Economic Years pain (3d - [TOZINAMERAN] (S
Area Recovered/Resolved - |- COVID-19

), immunisation - Not
applicable - [n/a -
Body temperature 1{DF} -

increased (1d - Intramuscular use])
Recovered/Resolved -

4

0]

Headache (1d -
Recovered/Resolved -

)

Vomiting (1d -
Recovered/Resolved - )
EU-EC- 04/10/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Headache (n/a - Not |COMIRNATY Not reported I
10013657169 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), -nfa-n/a-[n/a-
n/a - n/a])

0}

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

Pyrexia (n/a -
Recovering/Resolving -

4

Vaccination site pain
(n/a-
Recovering/Resolving -

EU-EC- 04/10/2022 |Spontaneous |Non European |Not available 12-17 |Not Female [No Erythema (n/a - Not ~|COMIRNATY Not reported I
10013657215 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), -n/a-n/a-[n/a-
n/a - n/al)

0]

Feeling hot (n/a - Not
Recovered/Not
Resolved - )

EU-EC- 04/10/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Chills (n/a - Unknown - | COMIRNATY Not reported I
10013657320 Healthcare |Economic Years |Specified ) [TOZINAMERAN] (S
Professional |Area -n/a-n/a-[n/a-
Headache (n/a - n/a - n/al)
Unknown - ),

[0}

Nasopharyngitis (n/a -
Unknown - ),

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

Vomiting (n/a -
Unknown - )
EU-EC- 04/10/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Malaise (n/a - COMIRNATY Not reported I
10013657321 Healthcare |Economic Years |Specified Unknown - ), [TOZINAMERAN] (S
Professional |Area -nfa-nfa-[n/a-
Pyrexia (n/a - n/a - n/a])
Recovering/Resolving -

[0}

EU-EC- 04/10/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Chills (1d - COMIRNATY [IBUPROFEN] (C - n/a |ICS
10013657322 Healthcare |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S |-n/a-[n/a-n/a-
Professional |Area ) -n/a-nfa-[nfa- |n/a]),

n/a - n/al)
Myalgia (1d - [PARACETAMOL] (C -
Recovered/Resolved - n/a-n/a-[n/a-n/a-
) n/al)

Pyrexia (1d -
Recovered/Resolved - )
EU-EC- 04/10/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Arthralgia (n/a - Not |COMIRNATY [PARACETAMOL] (C- |I
10013657335 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S |n/a-n/a-[n/a-n/a-
Professional |Area Resolved - ), -nfa-n/a-[nfa- |n/a])

n/a - nfa])

0}

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

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

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

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

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

https://dap.ema.europa.eu/analytics/saw.dlI?Go 41/62
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Myalgia (n/a - Not
Recovered/Not
Resolved - ),
Nausea (n/a - Not
Recovered/Not
Resolved - ),
Pyrexia (n/a -
Recovering/Resolving -
Rash (n/a - Not
Recovered/Not
Resolved - ),
Vaccination site pain
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 04/10/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Lymphadenopathy (n/a | COMIRNATY Not reported ICS
10013657375 Healthcare |Economic Years |Specified - Recovering/Resolving |[TOZINAMERAN] (S
Professional |Area =) -n/a-n/a-[n/a-
n/a - n/al)
Pyrexia (1d -
Recovered/Resolved - )
EU-EC- 04/10/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Headache (n/a - Not  |COMIRNATY [PARACETAMOL] (C - |ICS
10013657488 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S |n/a-n/a-[nfa-n/a-
Professional |Area Resolved - ), -n/a-n/a-[n/fa- |Oral use])
n/a - n/a])
Malaise (n/a - Not
Recovered/Not
Resolved - ),
Pain (n/a - Unknown -
)
Pyrexia (n/a - Not
Recovered/Not
Resolved - ),
Vaccination site pain
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 04/10/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adult Female [No Hypoaesthesia (4d - COMIRNATY Not reported ICS
10013657667 Professional |Economic Years Recovered/Resolved - ) [[TOZINAMERAN] (S
Area - COVID-19
immunisation - n/a -
[n/a-.3mL-
Intramuscular use])
EU-EC- 04/10/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Dizziness (n/a - COMIRNATY Not reported ICS
10013657754 Healthcare |Economic Years |Specified Unknown - ), [TOZINAMERAN] (S
Professional |Area -n/a-nfa-[n/a-
Headache (n/a - n/a - n/al)
Unknown - ),
Rash (n/a - Not
Recovered/Not
Resolved - ),
Vaccination site
erythema (n/a -
Unknown - )
EU-EC- 04/10/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Insomnia (n/a - COMIRNATY Not reported ICS
10013657779 Professional |Economic Years |Specified Unknown - ), [TOZINAMERAN] (S
Area -nfa-nfa-[nfa-
Pruritus (n/a - n/a - n/al)
Unknown - ),
Rash (n/a - Not
Recovered/Not
Resolved - ),
Skin discomfort (n/a -
Unknown - )
EU-EC- 04/10/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Lymphadenopathy (n/a | COMIRNATY Not reported ICS
10013657817 Healthcare |Economic Years |Specified - Not Recovered/Not  |[TOZINAMERAN] (S
Professional |Area Resolved - ) -n/a-n/a-[n/a-
n/a - n/a])
EU-EC- 04/10/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Hypoaesthesia oral (3d | COMIRNATY Not reported ICS
10013657825 Healthcare |Economic Years |Specified - Recovered/Resolved - |[TOZINAMERAN] (S
Professional |Area , -nfa-n/a-[n/a-
n/a - n/al)
Myalgia (n/a -
Recovered/Resolved -
)
Pyrexia (n/a -
Recovered/Resolved - )
EU-EC- 04/10/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Pain in extremity (n/a - |COMIRNATY Not reported ICS
10013657872 Healthcare |Economic Years |Specified Unknown -), [TOZINAMERAN] (S
Professional |Area -n/a-n/a-[n/a-
Pyrexia (1d - n/a - n/a])
Recovered/Resolved -
)
Vaccination site pain
(2d -
Recovered/Resolved - )
EU-EC- 04/10/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Headache (n/a - Not ~ |COMIRNATY Not reported ICS
10013657873 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), -nf/a-nfa-[n/a-
n/a - n/a])
Pyrexia (n/a - Not
Recovered/Not
Resolved - ),
Sluggishness (n/a -
Unknown - ),
Vaccination site pain
(n/a-
Recovering/Resolving -
EU-EC- 04/10/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Decreased appetite COMIRNATY [DROSPIRENONE, ICS
10013657894 Healthcare |Economic Years |Specified (n/a - Unknown - ), [TOZINAMERAN] (S |LACTOSE, LACTOSE
Professional |Area MONOHYDRATE] (C -
https://dap.ema.europa.eu/analytics/saw.dlI?Go 42/62
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Headache (n/a -
Recovering/Resolving -

)

Influenza (n/a -
Unknown - ),

Insomnia (n/a -
Recovering/Resolving -
),

Malaise (n/a -
Recovering/Resolving -

4

Myalgia (n/a -
Recovering/Resolving -
»

Nausea (n/a -
Recovering/Resolving -

)

Pain (n/a - Unknown -

)

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

Pyrexia (1d -
Recovered/Resolved - )

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

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

EU-EC-
10013657907

04/10/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

Insomnia (n/a -
Unknown - ),

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

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

Vaccination site pain
(2d -
Recovered/Resolved - )

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

Not reported

EU-EC-
10013657954

04/10/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Cough (n/a - Unknown

1

Fatigue (n/a -
Unknown - ),

Nasopharyngitis (n/a -
Unknown - ),

Oropharyngeal pain
(n/a - Unknown - ),

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

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

n/a - n/a))

Not reported

EU-EC-
10013657958

04/10/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Dizziness (n/a -
Recovering/Resolving -

Headache (n/a -
Recovering/Resolving -

4

Malaise (n/a -
Unknown - ),

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

Nausea (n/a -
Recovering/Resolving -

»

Pain (n/a - Unknown -

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

Not reported

|ﬁ
N

EU-EC-
10013658003

04/10/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

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

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

Vaccination site pain
(n/a-
Recovering/Resolving -

4

Vomiting (0d -
Recovered/Resolved - )

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

Not reported

EU-EC-
10013658064

04/10/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Angina pectoris (n/a -
Recovering/Resolving -

4

Dyspnoea (n/a -
Unknown - ),

Palpitations (n/a -
Recovering/Resolving -

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

Not reported

EU-EC- 04/10/2022

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

Spontaneous

Non

European

Not available

12-17

Male

No

Dizziness (0d -

COMIRNATY

Not reported

43/62
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10013658270 Healthcare |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S
Professional |Area Other Medically -nfa-nfa-[nfa-
Important Condition), |n/a - n/a])
Dyspnoea (0d -
Recovered/Resolved -
Other Medically
Important Condition),
Fatigue (0d -
Recovered/Resolved -
Other Medically
Important Condition),
Nausea (0d -
Recovered/Resolved -
Other Medically
Important Condition),
Pharyngeal swelling
(0d -
Recovered/Resolved -
Other Medically
Important Condition),
Swelling face (0d -
Recovered/Resolved -
Other Medically
Important Condition),
Tunnel vision (0d -
Recovered/Resolved -
Other Medically
Important Condition),
Vomiting (0d -
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 04/10/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICs
10013659220 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important -nf/a-n/a-[n/a-
Condition), n/a - Intramuscular
use])
Vaccination failure (n/a
- Unknown - Other
Medically Important
Condition)
EU-EC- 04/10/2022 |Spontaneous |Healthcare |European |Dalamaga, M.. Regression of 12-17 |Not Female |No Therapeutic response | TOZINAMERAN Not reported ICS
10013660614 Professional |Economic |common viral warts in an Years |Specified unexpected (n/a - [TOZINAMERAN] (S
Area immunocompetent child and an Unknown -) - COVID-19
immunosuppressed adult relative immunisation - Not
after mRNA BNT162b2 COVID-19 applicable - [1d -
vaccine. Journal of the European n/a - n/al)
Academy of Dermatology and
Venereology : JEADV.
2022;10.1111/jdv.18577.
doi:10.1111/jdv.18577
EU-EC- 04/10/2022 |Spontaneous |Non European |Not available 12-17 |Not Not No Arthralgia (n/a - Not ~ |COMIRNATY Not reported ICS
10013661172 Healthcare |Economic Years |Specified |Specified Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), - COVID-19
immunisation - Not
Asthenia (n/a - Not applicable - [n/a -
Recovered/Not n/a - n/al)
Resolved - ),
Dizziness (n/a - Not
Recovered/Not
Resolved - ),
Headache (n/a - Not
Recovered/Not
Resolved - ),
Malaise (n/a - Not
Recovered/Not
Resolved - ),
Mobility decreased
(n/a - Unknown -),
Myalgia (n/a - Not
Recovered/Not
Resolved - ),
Nausea (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 04/10/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Oligomenorrhoea (n/a |COMIRNATY [ETHINYLESTRADIOL, |ICS
10013661516 Healthcare |Economic Years - Not Recovered/Not  |[TOZINAMERAN] (S |LEVONORGESTREL]
Professional |Area Resolved - ) - COVID-19 (C-n/a-n/a-[n/a-
immunisation - Drug |n/a - n/al)
withdrawn - [n/a -
1{DF} -
Intramuscular use])
EU-EC- 04/10/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Angioedema (3d - COMIRNATY Not reported ICS
10013661681 Professional | Economic Years Recovered/Resolved - ) [[TOZINAMERAN] (S
Area - COVID-19
immunisation - Drug
withdrawn - [1d -
1{DF} -
Intramuscular use])
EU-EC- 04/10/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Mobility decreased (1d |COMIRNATY Not reported ICS
10013662116 Healthcare |Economic Years |Specified - Recovered/Resolved - |[TOZINAMERAN] (S
Professional |Area ) -nfa-n/a-[n/a-
n/a - n/al)
Somnolence (1d -
Recovered/Resolved - )
EU-EC- 04/10/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Malaise (n/a - Not COMIRNATY Not reported ICS
10013662117 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), -n/a-n/a-[n/a-
n/a - n/a])
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 04/10/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Lymph node pain (n/a |COMIRNATY Not reported ICS
10013662170 Healthcare |Economic Years |Specified - Unknown - ), [TOZINAMERAN] (S
Professional |Area
https://dap.ema.europa.eu/analytics/saw.dlI?Go 44/62
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Lymphadenopathy (n/a |- n/a - n/a - [n/a -
- Recovering/Resolving |n/a - n/a])
=)
Pyrexia (n/a -
Recovered/Resolved - )
EU-EC- 04/10/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Headache (1d - COMIRNATY Not reported ICS
10013662215 Healthcare |Economic Years |Specified Recovered/Resolved - [[TOZINAMERAN] (S
Professional |Area , -n/a-n/a-[n/a-
n/a - n/al)
Heart rate increased
(n/a - Not
Recovered/Not
Resolved - ),
Malaise (1d -
Recovered/Resolved -
»
Pyrexia (1d -
Recovered/Resolved - )
EU-EC- 04/10/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Fatigue (n/a - COMIRNATY Not reported ICS
10013662216 Healthcare |Economic Years |Specified Unknown - ), [TOZINAMERAN] (S
Professional |Area -nfa-nfa-[n/a-
Nausea (n/a - n/a - n/a])
Unknown - ),
Vomiting (n/a -
Recovering/Resolving -
EU-EC- 04/10/2022 |Spontaneous |Non European |Not available 12-17 |Not Female [No Amenorrhoea (n/a - COMIRNATY Not reported ICS
10013662391 Healthcare |Economic Years |Specified Not Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), -n/a-n/a-[n/a-
n/a - n/al)
Menstrual disorder
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 04/10/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Lymphadenopathy (n/a | COMIRNATY Not reported ICS
10013662430 Healthcare |Economic Years |Specified - Not Recovered/Not  |[TOZINAMERAN] (S
Professional |Area Resolved - ), -nfa-nfa-[n/a-
n/a - nfa])
Tenderness (n/a -
Unknown - )
EU-EC- 04/10/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Burning sensation (3d |COMIRNATY Not reported ICS
10013662532 Healthcare |Economic Years |Specified - Recovered/Resolved - |[TOZINAMERAN] (S
Professional |Area ) -nfa-nfa-[n/a-
n/a - n/al)
Eye pain (3d -
Recovered/Resolved - )
EU-EC- 04/10/2022 |Spontaneous |Non European |Not available 12-17 |Not Female [No Arthralgia (n/a - COMIRNATY Not reported ICS
10013662688 Healthcare |Economic Years |Specified Recovering/Resolving - [[TOZINAMERAN] (S
Professional |Area ) -nfa-nfa-[n/a-
n/a - n/al)
Fatigue (1d -
Recovered/Resolved -
»
Headache (0d -
Recovered/Resolved -
Myalgia (n/a -
Recovering/Resolving -
Pyrexia (1d -
Recovered/Resolved -
Vaccination site pain
(n/a-
Recovering/Resolving -
EU-EC- 04/10/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Dizziness (n/a - Not COMIRNATY Not reported ICS
10013662693 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), -nfa-n/a-[n/a-
n/a - n/a))
Fatigue (n/a - Not
Recovered/Not
Resolved - ),
Headache (n/a - Not
Recovered/Not
Resolved - ),
Malaise (n/a - Not
Recovered/Not
Resolved - ),
Nausea (n/a - Not
Recovered/Not
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - ),
Vaccination site pain
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 04/10/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Malaise (n/a - Not COMIRNATY Not reported ICS
10013662699 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), -n/a-nfa-[n/a-
n/a - n/al)
Myalgia (n/a - Not
Recovered/Not
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 04/10/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Axillary pain (n/a - COMIRNATY Not reported ICS
10013662761 Healthcare |Economic Years |Specified Unknown - ), [TOZINAMERAN] (S
Professional |Area -nfa-nfa-[n/a-
Lymphadenopathy (n/a |n/a - n/al)
- Not Recovered/Not
https://dap.ema.europa.eu/analytics/saw.dlI?Go 45/62
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Resolved - ),

Periorbital swelling
(n/a - Not
Recovered/Not
Resolved - )

EU-EC-
10013662811

04/10/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Chills (2d -
Recovered/Resolved -

'

Fatigue (1d -
Recovered/Resolved -

4

Myalgia (2d -
Recovered/Resolved -

)

Palpitations (1d -
Recovered/Resolved -
)

Pyrexia (1d -
Recovered/Resolved - )

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

Not reported

EU-EC-
10013662939

04/10/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Chills (1d -
Recovered/Resolved -

4

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

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

Myalgia (n/a -
Recovering/Resolving -

)

Pain (n/a - Unknown -

»

Pyrexia (3d -
Recovered/Resolved -

4

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

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

[IBUPROFEN] (C - n/a |

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

(o]
0]

EU-EC-
10013662969

04/10/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Anosmia (n/a -
Recovering/Resolving -

»

Chills (4d -
Recovered/Resolved -
)
Cough (n/a -
Recovering/Resolving -
)
Fatigue (n/a -
Recovering/Resolving -

4

Feeding disorder (n/a -
Unknown - ),

Headache (6d -
Recovered/Resolved -

»

Malaise (7d -
Recovered/Resolved -

»

Nausea (n/a -
Recovering/Resolving -

)

Pyrexia (4d -
Recovered/Resolved -

)

Taste disorder (n/a -
Recovering/Resolving -

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

[IBUPROFEN] (C - n/a |I

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

0
[0}

EU-EC-
10013663070

04/10/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

Not reported

EU-EC-
10013663201

04/10/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

Insomnia (n/a -
Unknown - ),

Pyrexia (n/a -
Recovering/Resolving -

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

n/a - n/a))

Not reported

EU-EC-
10013663207

04/10/2022

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

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Chills (1d -
Recovered/Resolved -
Dizziness (n/a -
Recovering/Resolving -
Fatigue (6d -
Recovered/Resolved -

)

Headache (9d -
Recovered/Resolved -

)

COMIRNATY
[TOZINAMERAN] (S
-nfa-nfa-[nfa-

n/a - n/al)

Not reported
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Hyperhidrosis (n/a -
Recovering/Resolving -

)

Malaise (7d -
Recovered/Resolved -

»

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

Peripheral coldness
(n/a-
Recovering/Resolving -

i

Vaccination site pain
(7d -
Recovered/Resolved -

»

Vision blurred (14d -
Recovered/Resolved - )

EU-EC-
10013663257

04/10/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Axillary pain (n/a -
Unknown - ),

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

Pain (n/a - Unknown -

COMIRNATY
[TOZINAMERAN] (S
-nfa-nfa-[nfa-

n/a - n/al)

Not reported

EU-EC-
10013663275

04/10/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Feeling abnormal (n/a
- Unknown - ),

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

Vaccination site
discolouration (n/a -
Unknown - ),

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

Vaccination site
swelling (n/a -
Unknown - )

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

Not reported

EU-EC-
10013663280

04/10/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Dyspnoea (n/a -
Recovering/Resolving -

4

Fatigue (n/a -
Recovering/Resolving -

)

Lymphadenopathy (n/a
- Recovered/Resolved -

»

Nausea (n/a -
Recovering/Resolving -

»

Throat tightness (n/a -
Recovering/Resolving -

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

AERIUS
[DESLORATADINE] (C
-n/fa-nfa-[nfa-n/a
- Oral use]),

[BUDESONIDE,
BUDESONIDE,
MICRONISED] (C -
n/a-nfa-[n/a-n/a-
Inhalation use])

0]

EU-EC-
10013663416

04/10/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Chest pain (1d -
Recovered/Resolved - )

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

n/a - n/al)

Not reported

EU-EC-
10013663489

04/10/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

n/a - nfal)

Not reported

EU-EC-
10013663598

04/10/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Bone swelling (n/a -
Unknown - ),

Headache (n/a -
Recovering/Resolving -

),

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

Nausea (n/a -
Recovering/Resolving -

4

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

Pharyngeal swelling
(n/a - Unknown - ),

Pyrexia (n/a -
Recovering/Resolving -

)

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

Not reported

EU-EC-
10013663646

04/10/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Dizziness (n/a -
Recovering/Resolving -

)

Headache (n/a -
Recovering/Resolving -

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

Not reported

https://dap.ema.europa.eu/analytics/saw.dll?Go
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EU-EC- 04/10/2022

10013663728

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

Run Line Listing Report

12-17
Years

Not
Specified

Male

No

Cough (5d -
Recovered/Resolved -

)

Diarrhoea (5d -
Recovered/Resolved -

»

Fatigue (5d -
Recovered/Resolved -

'

Mobility decreased
(n/a-
Recovered/Resolved -

»

Pain in extremity (5d -
Recovered/Resolved -

»

Pyrexia (5d -
Recovered/Resolved - )

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

Not reported

EU-EC-
10013663865

04/10/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Fatigue (n/a -
Unknown - ),

Malaise (3d -
Recovered/Resolved -

4

Oropharyngeal pain
(n/a - Unknown - ),

Pain (n/a - Unknown -

)

Pyrexia (3d -
Recovered/Resolved - )

COMIRNATY
[TOZINAMERAN] (S
-nfa-nfa-[nfa-

n/a - n/a])

Not reported

EU-EC-
10013663880

04/10/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Headache (1d -
Recovered/Resolved -

)

Lymph node pain (n/a
- Unknown -),

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

Pyrexia (1d -
Recovered/Resolved - )

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

Not reported

EU-EC-
10013663902

04/10/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Abdominal discomfort
(n/a - Unknown - ),

Abdominal pain (n/a -
Unknown - ),

Back pain (n/a -
Unknown - ),

Chest discomfort (n/a -
Unknown - ),

Chest pain (n/a -
Unknown - ),

Electrocardiogram
abnormal (n/a -
Unknown - ),

Musculoskeletal chest
pain (n/a - Unknown -

»

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

Pyrexia (n/a -
Unknown - )

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

Not reported

EU-EC-
10013663978

04/10/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

COMIRNATY
[TOZINAMERAN] (S
-nfa-nfa-[nfa-

n/a - n/a])

[IBUPROFEN] (C - n/a
-n/a-[n/a-nfa-
Oral use]),

[PARACETAMOL] (C -
n/a-nfa-[nfa-n/a-
Oral use])

EU-EC-
10013664013

04/10/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Abdominal pain upper
(1d -
Recovered/Resolved -

)

Malaise (n/a -
Unknown - ),

Vomiting (0d -
Recovered/Resolved - )

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

Not reported

EU-EC-
10013664233

04/10/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Dyspnoea (n/a -
Unknown - ),

Feeling abnormal (n/a
- Unknown -),

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

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

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

n/a - n/al)

[ACETYLSALICYLIC
ACID, CAFFEINE] (C -
n/a-n/a-[nfa-n/a-
Oral use]),

[PARACETAMOL] (C -
n/a-n/a-[n/a-n/a-
Oral use])

EU-EC- 04/10/2022

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

Spontaneous

Non

European

Not available

12-17

Female

No

Dizziness (n/a - Not

COMIRNATY

Not reported

j(e5)
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10013664436 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), -n/a-n/a-[n/a-
n/a - n/a])
Dyspnoea (n/a -
Unknown - ),
Fatigue (n/a -
Unknown - ),
Feeling abnormal (n/a
- Unknown -),
Palpitations (n/a -
Unknown - )
EU-EC- 03/10/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Loss of consciousness |COMIRNATY Not reported ICS
10013645761 Professional |Economic Years | Specified (n/a - Unknown - ), [TOZINAMERAN] (S
Area - COVID-19
Syncope (n/a - immunisation - n/a -
Unknown - ) [n/a-n/a-
Intramuscular use])
EU-EC- 03/10/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Anaphylactic reaction |COMIRNATY 10 Not reported ICS
10013645938 Professional |Economic Years |Specified (n/a- MICROGRAMS/DOSE
Area Recovered/Resolved - |CONCENTRATE FOR
Life Threatening, DISPERSION FOR
Other Medically INJECTION
Important Condition), |[TOZINAMERAN] (S
- COVID-19
Dyspnoea (n/a - immunisation - Not
Recovered/Resolved - |applicable - [n/a -
Life Threatening), .3mL - n/a])
Mouth swelling (n/a -
Recovered/Resolved -
Life Threatening),
Seizure (10s -
Recovered/Resolved -
Life Threatening,
Other Medically
Important Condition),
Syncope (n/a -
Recovering/Resolving -
Other Medically
Important Condition)
EU-EC- 03/10/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female [No Chills (n/a - COMIRNATY Not reported ICS
10013646688 Professional |Economic Years Recovered/Resolved - [[TOZINAMERAN] (S
Area , - COVID-19
immunisation - Not
Headache (2d - applicable - [n/a -
Recovered/Resolved - ) [ 1{DF} -
Intramuscular use])
EU-EC- 03/10/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported IcS
10013646940 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important -nfa-nfa-[nfa-
Condition), n/a - Intramuscular
use])
Vaccination failure (n/a
- Unknown - Other
Medically Important
Condition)
EU-EC- 03/10/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Menstruation delayed |COMIRNATY Not reported ICS
10013646967 Healthcare |Economic Years |Specified (26d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved - ) |- n/a - nfa - [n/a -
n/a - n/al)
EU-EC- 03/10/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Dizziness (n/a - Not COMIRNATY Not reported ICS
10013647025 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ) -nfa-n/a-[n/a-
n/a - n/al)
EU-EC- 03/10/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Chills (1d - COMIRNATY Not reported ICS
10013647026 Healthcare |Economic Years |Specified Recovered/Resolved - [[TOZINAMERAN] (S
Professional |Area ) -n/a-n/a-[n/a-
n/a - n/al)
Fatigue (5d -
Recovered/Resolved -
»
Malaise (2d -
Recovered/Resolved -
Pyrexia (1d -
Recovered/Resolved -
Vaccination site pain
(4d -
Recovered/Resolved -
»
Vaccination site
swelling (4d -
Recovered/Resolved - )
EU-EC- 03/10/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Fatigue (n/a - COMIRNATY Not reported ICS
10013647094 Healthcare |Economic Years |Specified Recovered/Resolved - [[TOZINAMERAN] (S
Professional |Area ) -nfa-nfa-[n/a-
n/a - n/a])
Headache (1d -
Recovered/Resolved -
Trismus (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 03/10/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Nausea (1d - COMIRNATY Not reported ICS
10013647184 Healthcare |Economic Years |Specified Recovered/Resolved - [[TOZINAMERAN] (S
Professional |Area ) -n/a-n/a-[n/a-
n/a - nfal)
Pyrexia (n/a - Not
Recovered/Not
Resolved - ),
Vaccination site pain
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 03/10/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICS
10013647229 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
https://dap.ema.europa.eu/analytics/saw.dlI?Go 49/62
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Area Medically Important -nfa-nfa-[nfa-
Condition), n/a - Intramuscular
use])
Vaccination failure (n/a
- Unknown - Other
Medically Important
Condition)
EU-EC- 03/10/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Lymphadenopathy (n/a | COMIRNATY Not reported ICS
10013647355 Healthcare |Economic Years |Specified - Not Recovered/Not  |[TOZINAMERAN] (S
Professional |Area Resolved - ) -n/a-n/a-[n/a-
n/a - n/al)
EU-EC- 03/10/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Chills (1d - COMIRNATY Not reported ICS
10013647362 Professional |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S
Area , -n/a-nfa-[n/a-
n/a - n/al)
Lymph node pain (n/a
- Unknown - ),
Lymphadenopathy (n/a
- Not Recovered/Not
Resolved - ),
Pain (n/a - Unknown -
Pyrexia (n/a -
Recovering/Resolving -
Swelling (n/a -
Unknown - )
EU-EC- 03/10/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Epistaxis (n/a - COMIRNATY [METHYLPHENIDATE |ICS
10013647475 Healthcare |Economic Years |Specified Unknown - ) [TOZINAMERAN] (S |HYDROCHLORIDE] (C
Professional |Area -nfa-nfa-[nfa- |-n/a-nfa-[n/a-n/a
n/a - n/al) - Oral use])
EU-EC- 03/10/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Fatigue (1d - COMIRNATY Not reported ICS
10013647486 Healthcare |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S
Professional |Area ) -n/a-n/a-[n/a-
n/a - n/a])
Lymphadenopathy (n/a
- Recovering/Resolving
=)
Vaccination site pain
(2d -
Recovered/Resolved - )
EU-EC- 03/10/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Chills (n/a - Not COMIRNATY Not reported ICS
10013647637 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), -nfa-nf/a-[n/a-
n/a - n/al)
Headache (n/a - Not
Recovered/Not
Resolved - ),
Nausea (n/a - Not
Recovered/Not
Resolved - ),
Pain in extremity (n/a -
Unknown - )
EU-EC- 03/10/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Dysphemia (n/a - COMIRNATY Not reported ICS
10013647678 Professional |Economic Years |Specified Recovering/Resolving - [[TOZINAMERAN] (S
Area , -nfa-n/a-[n/a-
n/a - n/al)
Headache (n/a -
Recovering/Resolving -
Musculoskeletal
stiffness (n/a -
Recovering/Resolving -
)
Pyrexia (n/a -
Recovering/Resolving -
»
Tremor (n/a -
Recovering/Resolving -
)
Visual impairment (n/a
- Recovering/Resolving
EU-EC- 03/10/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female [No Pyrexia (n/a - COMIRNATY Not reported ICs
10013648621 Professional |European Years |Specified Unknown - Other [TOZINAMERAN] (S
Economic Medically Important - COVID-19
Area Condition), immunisation - Not
applicable - [1d -
Vaccination site n/a - n/al)
erythema (n/a -
Unknown - ),
Vaccination site pain
(n/a - Unknown - ),
Vaccination site
swelling (n/a -
Unknown - )
EU-EC- 03/10/2022 | Spontaneous |Healthcare  |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICs
10013649228 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important -n/a-n/a-[n/a-
Condition), n/a - Intramuscular
use])
Vaccination failure (n/a
- Unknown - Other
Medically Important
Condition)
EU-EC- 03/10/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Dyspnoea (n/a - Not  [COMIRNATY Not reported ICS
10013649957 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - Other - COVID-19
Medically Important immunisation - Not
Condition) applicable - [1d -
3mL -
Intramuscular use])
EU-EC- 03/10/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Asthenia (n/a - Not COMIRNATY Not reported ICS
10013650170 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), - COVID-19
https://dap.ema.europa.eu/analytics/saw.dlI?Go 50/62
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immunisation - n/a -
Heavy menstrual [n/a - 1{DF} -
bleeding (n/a - Not Intramuscular use])
Recovered/Not
Resolved - ),

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

EU-EC- 03/10/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Dysmenorrhoea (n/a - [COMIRNATY Not reported I
10013650317 Healthcare |Economic Years Not Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), - COVID-19
immunisation - Not
Menstruation irregular |applicable - [1d -
(n/a - Not 1{DF} -
Recovered/Not Intramuscular use])
Resolved - )
EU-EC- 03/10/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female [No Chest discomfort (n/a - | COMIRNATY Not reported ICS
10013651076 Professional |Economic Years |Specified Unknown - ), [TOZINAMERAN] (S
Area - COVID-19

Chest pain (n/a - immunisation - Not
Unknown - ), applicable - [1d -
n/a - n/al)

[0}

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

Dyspnoea exertional
(n/a - Unknown - ),

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

Headache (n/a -
Unknown - ),

Heart rate increased
(n/a - Unknown -
Caused/Prolonged
Hospitalisation),

Hypotonia (n/a -
Unknown - ),

Iliness (n/a - Unknown

4

Infection (n/a -
Unknown - ),

Infectious
mononucleosis (n/a -
Unknown - ),

Iron deficiency
anaemia (n/a -
Unknown - ),

Loss of personal
independence in daily
activities (n/a -
Unknown - ),

Menstrual disorder
(n/a - Unknown - ),

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

Oropharyngeal pain
(n/a - Unknown - ),

Pallor (n/a - Unknown

»

Quality of life
decreased (n/a -
Unknown - )
EU-EC- 03/10/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Erythema (n/a - COMIRNATY Not reported I
10013651340 Healthcare |Economic Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S
Professional |Area ) -n/a-n/a-[n/a-
n/a - n/a])

0]

Eye discharge (n/a -
Recovering/Resolving -

4

Eye pruritus (n/a -
Recovering/Resolving -
)

Hypersensitivity (n/a -
Recovering/Resolving -

)

Ocular hyperaemia
(n/a-
Recovering/Resolving -

»

Swelling face (n/a -
Recovering/Resolving -

[0}

EU-EC- 03/10/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Axillary pain (n/a - COMIRNATY [BUDESONIDE, I
10013651354 Healthcare |Economic Years |Specified Unknown - ), [TOZINAMERAN] (S |BUDESONIDE,
Professional |Area -n/a-nfa-[nfa- |MICRONISED] (C -
Lymphadenopathy (n/a |n/a - n/a]) n/a-n/a-[n/a-n/a-
- Not Recovered/Not Inhalation use]),
Resolved - )
[MONTELUKAST,
MONTELUKAST
SODIUM] (C - n/a -
n/a-[n/a - n/a- Oral
use])
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EU-EC- 03/10/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Chills (0d - COMIRNATY Not reported I
10013651372 Healthcare |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S
Professional |Area ) -n/a-n/a-[nfa-
n/a - nfa])

0]

Dizziness (1d -
Recovered/Resolved -

)

Headache (1d -
Recovered/Resolved -

'

Malaise (1d -
Recovered/Resolved -

i

Nausea (1d -
Recovered/Resolved -

»

Pyrexia (1d -
Recovered/Resolved - )
EU-EC- 03/10/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Axillary pain (n/a - COMIRNATY [LEVOTHYROXINE, I
10013651446 Healthcare |Economic Years |Specified Unknown - ), [TOZINAMERAN] (S |LEVOTHYROXINE
Professional |Area -n/a-n/a-[nfa- |SODIUM](C-n/a-
Lymphadenopathy (n/a |n/a - n/a]) n/a-[n/a-n/a-Oral
- Not Recovered/Not use])

Resolved - )
EU-EC- 03/10/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Hypersensitivity (n/a - |COMIRNATY MELATONIN I
10013651469 Healthcare |Economic Years |Specified Unknown - ), [TOZINAMERAN] (S |[MELATONIN] (C - n/a
Professional |Area -nfa-nfa-[nfa- |-n/a-[n/a-n/a-
Influenza like illness n/a - n/al) n/al),

(n/a - Unknown - ),

[}

0]

[METHYLPHENIDATE
Malaise (n/a - Not HYDROCHLORIDE] (C
Recovered/Not -n/a-nfa-[nfa-n/a
Resolved - ), - n/al)

Nausea (1d -
Recovered/Resolved -

)

Pyrexia (n/a -
Recovering/Resolving -

g

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

Vaccination site
erythema (n/a -
Recovering/Resolving -

),
Vaccination site pain

(n/a-
Recovering/Resolving -

EU-EC- 03/10/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Hypoaesthesia oral (0d | COMIRNATY Not reported ICS
10013651476 Professional |Economic Years |Specified - Recovered/Resolved - |[TOZINAMERAN] (S
Area ) -nf/a-n/a-[n/a-
n/a - n/al)
Sensation of foreign
body (0d -
Recovered/Resolved - )
EU-EC- 03/10/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Dizziness (n/a - Not COMIRNATY Not reported I
10013651497 Professional |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S
Area Resolved - ), -nfa-nfa-[nfa-

n/a - n/a])

[}

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

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

Vomiting (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 03/10/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Axillary pain (n/a - COMIRNATY Not reported I
10013651498 Healthcare |Economic Years |Specified Recovering/Resolving - [[TOZINAMERAN] (S
Professional |Area ), -nfa-nfa-[n/a-
n/a - nfal)

0]

Chest pain (1d -
Recovered/Resolved -

4

Chills (n/a -
Recovering/Resolving -

»

Erythema (n/a -
Unknown - ),

Lymphadenopathy (n/a
- Recovering/Resolving
=)

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

Rash pruritic (n/a -
Unknown - ),

Vaccination site pain
(n/a-
Recovering/Resolving -

4

Vaccination site
pruritus (n/a -
Recovering/Resolving -

EU-EC- 03/10/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Dizziness (n/a - Not COMIRNATY Not reported ICS
10013651504 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), -n/a-n/a-[n/a-
n/a - n/al)
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Vomiting (n/a - Not
Recovered/Not
Resolved - )

EU-EC-
10013651505

03/10/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Headache (0d -
Recovered/Resolved -

4

Pyrexia (0d -
Recovered/Resolved -

g

Vomiting (1d -
Recovered/Resolved - )

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

Not reported

EU-EC-
10013651623

03/10/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Kontos, N.. CHILD WITH

ANAPHYLAXIS AFTER VACCINATION

WITH AN MRNA COVID-19 VACCINE:
PRESENTATION OF AN INTERESTING
CASE OF THE VACCINATION CENTRE

OF GENERAL HOSPITAL OF

KARDITSA. 13th PANHELLENIC
PAEDIATRIC ALLERGY CONGRESS.

2022;16

12-17
Years

Not
Specified

Male

Anaphylactic reaction
(n/a - Unknown -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition)

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

Not reported

EU-EC-
10013651652

03/10/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Dizziness (0d -
Recovered/Resolved -

'

Headache (n/a -
Recovering/Resolving -

g

Lymphadenopathy (n/a
- Recovering/Resolving
=)

Malaise (n/a -
Recovering/Resolving -

)

Nausea (0d -
Recovered/Resolved -

)

Vaccination site pain
(n/a-
Recovering/Resolving -

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

Not reported

EU-EC-
10013651768

03/10/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

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

Not reported

EU-EC-
10013651809

03/10/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

Not reported

0}

EU-EC-
10013651942

03/10/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

Not reported

@]

EU-EC-
10013652002

03/10/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

Skin warm (n/a - Not
Recovered/Not
Resolved - )

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

n/a - n/al)

Not reported

[0}

EU-EC-
10013652179

03/10/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

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

n/a - n/al)

Not reported

[0}

EU-EC-
10013652212

03/10/2022

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

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Asthenia (n/a -
Unknown - ),

Decreased appetite
(n/a - Not
Recovered/Not
Resolved - ),

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

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

n/a - n/al)

Not reported

0]
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Vaccination site pain
(2d -
Recovered/Resolved - )
EU-EC- 03/10/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Chest pain (1d - COMIRNATY Not reported ICS
10013652224 Healthcare |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S
Professional |Area A -nf/a-n/a-[n/a-
n/a - n/al)

Dizziness (0d -
Recovered/Resolved -

g

Dyspnoea (n/a -
Unknown - ),

Myalgia (2d -
Recovered/Resolved -

»

Pain in extremity (n/a -
Recovering/Resolving -

0]

EU-EC- 03/10/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Lymphadenopathy (n/a | COMIRNATY Not reported
10013652248 Healthcare |Economic Years |Specified - Recovering/Resolving |[TOZINAMERAN] (S
Professional |Area -) -nfa-nfa-[n/a-
n/a - n/al)

EU-EC- 03/10/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Cough (n/a - Unknown |COMIRNATY Not reported
10013652306 Healthcare |Economic Years |Specified -), [TOZINAMERAN] (S
Professional |Area -nfa-n/a-[n/a-
Fatigue (n/a - n/a - nfal)
Recovering/Resolving -

»

0]

Nasal congestion (n/a
- Unknown - )

EU-EC- 03/10/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Chills (n/a - COMIRNATY Not reported ICS
10013652343 Healthcare |Economic Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S
Professional |Area ) -n/a-n/a-[n/a-
n/a - n/a])

Dizziness (n/a -
Recovering/Resolving -

)

Headache (n/a -
Recovering/Resolving -

'

Malaise (n/a -
Recovered/Resolved -

4

Nausea (n/a -
Recovering/Resolving -

)

Pain (n/a - Unknown -

»

Pyrexia (n/a -
Recovering/Resolving -

)

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

EU-EC- 03/10/2022 |Spontaneous |Non European |Not available 12-17 |Not Female [No Fatigue (n/a - Not COMIRNATY Not reported
10013652358 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), -nfa-nfa-[n/a-

n/a - n/al)

0]

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

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

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

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

EU-EC- 03/10/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Abdominal pain (3d - |COMIRNATY [CALCIUM ICS
10013652388 Healthcare |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S |CARBONATE,
Professional |Area ) -n/a-n/a-[nfa- |MAGNESIUM

n/a - n/a]) HYDROXIDE,

Fatigue (n/a - Not CALCIUM,
Recovered/Not MAGNESIUM] (C - n/a
Resolved - ), -n/a-[n/a-n/a-
Oral use]),

Headache (n/a -
Recovered/Resolved - [IBUPROFEN] (C - n/a
) -n/a-[n/a-nfa-
Oral use])

Myalgia (3d -
Recovered/Resolved -

)

Nausea (3d -
Recovered/Resolved -

g

Pain (n/a - Unknown -

I

Pyrexia (n/a -
Recovered/Resolved
With Sequelae - ),

Vaccination site pain
(n/a - Not
Recovered/Not
Resolved - ),
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Vomiting (3d -
Recovered/Resolved - )

EU-EC-
10013652435

03/10/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17

Not
Specified

Male

No

Abdominal pain (2d -
Recovered/Resolved -

»

Nausea (2d -
Recovered/Resolved -

r

Pyrexia (2d -
Recovered/Resolved -

4

Vomiting (2d -
Recovered/Resolved - )

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

n/a - n/al)

Not reported

EU-EC-
10013652489

03/10/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

Neck pain (n/a - Not
Recovered/Not
Resolved - )

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

Not reported

EU-EC-
10013652502

03/10/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

COVID-19
immunisation (n/a -
Recovered/Resolved -

r

Chills (n/a - Unknown -

4

Sensitive skin (1d -
Recovered/Resolved -

)

Throat irritation (0d -
Recovered/Resolved - )

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

Not reported

EU-EC-
10013652531

03/10/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

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

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

Not reported

EU-EC-
10013652578

03/10/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Fatigue (n/a -
Unknown - ),

Feeding disorder (n/a -
Unknown - ),

Headache (3d -
Recovered/Resolved -

)

Malaise (3d -
Recovered/Resolved -

4

Myalgia (2d -
Recovered/Resolved -
)

Nausea (5d -
Recovered/Resolved -

4

Pyrexia (3d -
Recovered/Resolved -
)

Vaccination site pain

(
Recovered/Resolved -

»

Vomiting (n/a -
Recovered/Resolved - )

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

[IBUPROFEN] (C - n/a
-n/a-[n/a-n/a-
Oral use])

1cs

EU-EC-
10013653081

03/10/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

Headache (n/a -
Recovering/Resolving -

»

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

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

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

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

COMIRNATY
[TOZINAMERAN] (C -
n/a-n/a-[n/a-n/a-
Cutaneous use])

EU-EC-
10013653121

03/10/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Asthenia (n/a -
Recovered/Resolved -

I

Headache (n/a -
Recovered/Resolved -

4

Malaise (n/a -
Recovered/Resolved -

)

Vomiting (1d -
Recovered/Resolved - )

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

n/a - n/al)

Not reported

EU-EC-
10013653171

03/10/2022

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

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

COVID-19
immunisation (n/a -
Not Recovered/Not
Resolved - ),

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

n/a - n/al)

Not reported
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Lymphadenopathy (n/a
- Not Recovered/Not
Resolved - ),
Pain in extremity (n/a -
Unknown - )
EU-EC- 03/10/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Myalgia (4d - COMIRNATY Not reported ICS
10013653487 Healthcare |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S
Professional |Area ) - COVID-19
immunisation - Not
Vaccination site pain  |applicable - [1d -
- n/a - n/a])
Recovered/Resolved - )
EU-EC- 01/10/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Menstrual disorder COMIRNATY Not reported ICS
10013640706 Professional |Economic Years |Specified (n/a - Not [TOZINAMERAN] (S
Area Recovered/Not - COVID-19
Resolved - ), immunisation - n/a -
[n/a-n/a-
Paraesthesia (n/a - Not |Intramuscular use])
Recovered/Not
Resolved - ),
Small fibre neuropathy
(n/a - Not
Recovered/Not
Resolved - ),
Syncope (0d -
Recovered/Resolved -
Other Medically
Important Condition),
Vaccination site pain
(5d -
Recovered/Resolved - )
EU-EC- 30/09/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Myopericarditis (n/a - |COMIRNATY Not reported ICS
10013630576 Healthcare |Economic Years |Specified Recovered/Resolved [TOZINAMERAN] (S
Professional |Area With Sequelae - - COVID-19
Caused/Prolonged immunisation - n/a -
Hospitalisation) [n/a - 1{DF} - n/al)
EU-EC- 30/09/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No COVID-19 (8717min - |COMIRNATY Not reported ICs
10013630738 Professional |European Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S
Economic Other Medically - COVID-19
Area Important Condition), |immunisation - Not
applicable - [1d -
Drug ineffective n/a - Intramuscular
(8717min - use])
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 30/09/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Alopecia areata (n/a - |COMIRNATY Not reported ICS
10013631729 Healthcare |Economic Years Recovered/Resolved [TOZINAMERAN] (S
Professional |Area With Sequelae - ), - COVID-19
immunisation - n/a -
Vitiligo (n/a - [n/a - n/a - n/a])
Recovered/Resolved
With Sequelae - )
EU-EC- 30/09/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adult Male No Arthralgia (2d - COMIRNATY Not reported ICS
10013632063 Professional | Economic Years Recovered/Resolved - [[TOZINAMERAN] (S
Area ) - COVID-19
immunisation - Not
Body temperature applicable - [n/a -
increased (1d - 1{DF} -
Recovered/Resolved - |Intramuscular use])
]
Headache (2d -
Recovered/Resolved -
»
Myalgia (2d -
Recovered/Resolved - )
EU-EC- 30/09/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adult Female |No Arthralgia (3d - COMIRNATY Not reported ICS
10013632128 Professional |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S
Area ) - COVID-19
immunisation - Not
Body temperature applicable - [n/a -
increased (2d - 1{DF} -
Recovered/Resolved - |Intramuscular use])
g
Headache (2d -
Recovered/Resolved -
]
Myalgia (3d -
Recovered/Resolved - )
EU-EC- 30/09/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Administration site COMIRNATY Not reported ICs
10013632390 Professional | Economic Years erythema (3d - [TOZINAMERAN] (S
Area Recovered/Resolved - |- COVID-19
) immunisation - Not
applicable - [n/a -
Administration site 1{DF} -
pain (3d - Intramuscular use])
Recovered/Resolved -
)
Body temperature
increased (2d -
Recovered/Resolved - )
EU-EC- 30/09/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Eye pain (n/a - COMIRNATY Not reported ICS
10013632441 Professional |Economic Years |Specified Unknown - ), [TOZINAMERAN] (S
Area - COVID-19
Headache (n/a - immunisation - n/a -
Unknown - ), [n/a-n/a-
Intramuscular use])
Photophobia (n/a -
Unknown - )
EU-EC- 30/09/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Amenorrhoea (n/a - COMIRNATY Not reported ICS
10013632748 Healthcare |Economic Years |Specified Not Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ) -nf/a-n/a-[n/a-
n/a - n/al)
EU-EC- 30/09/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Chills (n/a - Unknown - | COMIRNATY Not reported ICS
10013632774 Healthcare |Economic Years |Specified ), [TOZINAMERAN] (S
Professional |Area -n/a-n/a-[n/a-
Pain (n/a - Unknown - |n/a - n/a])
]
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Pyrexia (n/a -
Recovering/Resolving -

EU-EC-
10013632851

30/09/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Chills (1d -
Recovered/Resolved -

'

Cold sweat (n/a -
Unknown - ),

Fatigue (2d -
Recovered/Resolved -

4

Nausea (1d -
Recovered/Resolved -

»

Pyrexia (1d -
Recovered/Resolved -

»

Sleep disorder (n/a -
Unknown - ),

Tremor (n/a -
Unknown - ),

Vaccination site pain
(3d -
Recovered/Resolved -

4

Vomiting (1d -
Recovered/Resolved - )

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

Not reported

EU-EC-
10013632862

30/09/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Lymph node pain (n/a
- Not Recovered/Not
Resolved - ),

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

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

n/a - n/al)

Not reported

EU-EC-
10013632863

30/09/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Urticaria (n/a -
Unknown - )

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

Not reported

EU-EC-
10013632864

30/09/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Vaccination site
erythema (n/a - Not
Recovered/Not
Resolved - ),

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

Vaccination site
pruritus (n/a - Not
Recovered/Not
Resolved - ),

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

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

Not reported

EU-EC-
10013632874

30/09/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Abdominal pain (1d -
Recovered/Resolved -

4

Chills (1d -
Recovered/Resolved -

)

Dysstasia (n/a -
Unknown - ),

Fatigue (1d -
Recovered/Resolved -

)

Feeling abnormal (n/a
- Unknown -),

Headache (1d -
Recovered/Resolved -

4

Pain in extremity (1d -
Recovered/Resolved - )

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

Not reported

EU-EC-
10013632974

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

30/09/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Abdominal discomfort
(n/a - Unknown - ),

Adnexa uteri pain (n/a
- Recovered/Resolved -

4

Diarrhoea (n/a -
Recovering/Resolving -

4

Dizziness (n/a -
Recovering/Resolving -

g

Fatigue (n/a -
Recovering/Resolving -

I

Malaise (n/a -
Unknown - ),

Nausea (n/a -
Recovering/Resolving -

)

Pyrexia (n/a -
Recovering/Resolving -

)

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

n/a - n/a])

Not reported
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Vaccination site pain
(n/a - Unknown - )

EU-EC-
10013632993

30/09/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Headache (1d -
Recovered/Resolved -

4

Malaise (1d -
Recovered/Resolved -

g

Nausea (1d -
Recovered/Resolved -

4

Pyrexia (1d -
Recovered/Resolved - )

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

Not reported

EU-EC-
10013633087

30/09/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Syncope (0d -
Recovered/Resolved - )

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

Not reported

1cs

EU-EC-
10013633092

30/09/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Pain (n/a - Unknown -

4

Pyrexia (2d -
Recovered/Resolved - )

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

Not reported

0]

EU-EC-
10013633220

30/09/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Chills (n/a - Unknown -

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

Not reported

]
o

EU-EC-
10013633321

30/09/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Asthenia (n/a -
Unknown - ),

Fatigue (n/a -
Recovering/Resolving -

»

Heart rate increased
(n/a-
Recovering/Resolving -

4

Hyperhidrosis (n/a -
Unknown - ),

Malaise (n/a -
Recovering/Resolving -

'

Palpitations (n/a -
Recovering/Resolving -

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

Not reported

0]

EU-EC-
10013633428

30/09/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Asthenia (n/a -
Recovered/Resolved -

)

Hypotension (n/a -
Recovered/Resolved -

)

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

Pallor (n/a -
Recovered/Resolved -

4

Syncope (n/a -
Recovered/Resolved -

)

Vomiting (n/a -
Recovered/Resolved - )

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

Not reported

EU-EC-
10013633732

30/09/2022

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

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Chills (16d -
Recovered/Resolved -

»

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

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

Headache (n/a -
Recovering/Resolving -

»

Heart rate increased
(n/a - Unknown - ),

Hypertension (n/a -
Unknown - ),

Musculoskeletal
stiffness (n/a -
Unknown - ),

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

Nasopharyngitis (n/a -
Unknown - ),

Nausea (4d -
Recovered/Resolved -

)

Neck pain (n/a -
Unknown - ),

Pyrexia (n/a -
Recovering/Resolving -

»

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

n/a - n/al)

Not reported
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Sleep disorder (n/a -
Unknown - )
EU-EC- 30/09/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Chills (n/a - Unknown - | COMIRNATY Not reported ICS
10013633803 Healthcare |Economic Years |Specified ) [TOZINAMERAN] (S
Professional |Area -nfa-nfa-[n/a-
Iliness (n/a - Unknown |n/a - n/a])
=
Nausea (n/a -
Unknown - ),
Pyrexia (n/a -
Unknown - ),
Vomiting (n/a -
Unknown - )
EU-EC- 30/09/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Dizziness (n/a - Not COMIRNATY Not reported ICS
10013633805 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), -n/a-n/a-[nfa-
n/a - n/al)
Headache (n/a - Not
Recovered/Not
Resolved - ),
Nausea (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 30/09/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Axillary pain (n/a - COMIRNATY Not reported ICS
10013633817 Healthcare |Economic Years |Specified Unknown - ), [TOZINAMERAN] (S
Professional |Area -nfa-nfa-[nfa-
Swelling (2d - n/a - n/a])
Recovered/Resolved - )
EU-EC- 30/09/2022 |Spontaneous |Non European |Not available 12-17 |Not Female [No COVID-19 COMIRNATY Not reported ICs
10013633820 Healthcare |Economic Years |Specified immunisation (n/a - [TOZINAMERAN] (S
Professional |Area Recovering/Resolving - |- n/a - n/a - [n/a -
) n/a - nja)
Chills (n/a -
Recovering/Resolving -
)
Cough (n/a -
Recovering/Resolving -
Oropharyngeal pain
(n/a-
Recovering/Resolving -
EU-EC- 30/09/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Chills (n/a - Not COMIRNATY Not reported ICS
10013633942 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), -n/a-nfa-[n/a-
n/a - nfal)
Oropharyngeal pain
(n/a - Unknown - ),
Pyrexia (n/a -
Unknown - )
EU-EC- 30/09/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Axillary pain (n/a - COMIRNATY Not reported ICS
10013634108 Healthcare |Economic Years |Specified Unknown - ), [TOZINAMERAN] (S
Professional |Area -n/a-n/a-[n/a-
COVID-19 n/a - n/a])
immunisation (n/a -
Not Recovered/Not
Resolved - ),
Lymphadenopathy (n/a
- Not Recovered/Not
Resolved - ),
Pain in extremity (n/a -
Unknown - )
EU-EC- 30/09/2022 |Spontaneous |Non European |Not available 12-17 |Not Female [No Pyrexia (n/a - Not COMIRNATY Not reported ICS
10013634197 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ) -nf/a-n/a-[n/a-
n/a - n/a])
EU-EC- 30/09/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Tic (n/a - Not COMIRNATY Not reported ICS
10013634274 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ) -n/a-n/a-[n/a-
n/a - n/al)
EU-EC- 30/09/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Asthenia (n/a - COMIRNATY Not reported IcS
10013634408 Professional |Economic Years |Specified Unknown - ), [TOZINAMERAN] (S
Area - COVID-19
Body temperature immunisation - n/a -
decreased (n/a - [n/a-n/a-
Unknown - ), Intramuscular use])
Headache (n/a -
Unknown - ),
Hypotonic-
hyporesponsive
episode (n/a -
Unknown - ),
Myalgia (n/a -
Unknown - ),
Somnolence (n/a -
Unknown - ),
Vaccination site
reaction (n/a -
Unknown - )
EU-EC- 30/09/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Arthralgia (2d - COMIRNATY Not reported IcS
10013635656 Healthcare |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S
Professional |Area ) -nfa-nfa-[n/a-
n/a - n/a))
Chills (2d -
Recovered/Resolved -
»
Decreased appetite
(n/a-
Recovering/Resolving -
Disturbance in
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attention (14d -
Recovered/Resolved -

)

Dizziness (10d -
Recovered/Resolved -

»

Dizziness (4d -
Recovered/Resolved -

'

Fatigue (n/a -
Recovering/Resolving -

i

Headache (1d -
Recovered/Resolved -

»

Malaise (4d -
Recovered/Resolved -

)

Mental fatigue (14d -
Recovered/Resolved -

)

Myalgia (7d -
Recovered/Resolved -
)

Nausea (n/a -
Recovering/Resolving -

4

Pyrexia (2d -
Recovered/Resolved -

»

Vaccination site
erythema (7d -
Recovered/Resolved -

W

Vaccination site pain

Recovered/Resolved - )

EU-EC- 30/09/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Abdominal pain upper |COMIRNATY Not reported ICS
10013635820 Healthcare |Economic Years (n/a - Not [TOZINAMERAN] (S
Professional |Area Recovered/Not -n/a-n/a-[n/a-
Resolved - ), n/a - n/al)
Feeling cold (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 30/09/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Disturbance in COMIRNATY Not reported ICS
10013635830 Healthcare |Economic Years attention (n/a - Not [TOZINAMERAN] (S
Professional |Area Recovered/Not - COVID-19
Resolved - immunisation - n/a -
Caused/Prolonged [n/a - n/a - n/a])
Hospitalisation),
Dizziness (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Dyspnoea (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Visual impairment (n/a
- Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 30/09/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Heavy menstrual COMIRNATY Not reported (o]
10013636274 Professional |Economic Years bleeding (n/a - Not [TOZINAMERAN] (S
Area Recovered/Not - COVID-19
Resolved - Other immunisation - Not
Medically Important applicable - [n/a -
Condition), 1{DF} -
Intramuscular use])
Malaise (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Premenstrual
syndrome (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 30/09/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Amenorrhoea (nfa-  |COMIRNATY Not reported ICS
10013636529 Healthcare |Economic Years Not Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ) - COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular use])
EU-EC- 30/09/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Pain in extremity (n/a - [COMIRNATY Not reported ICS
10013636954 Healthcare |Economic Years Not Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ) - COVID-19
immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 30/09/2022 | Spontaneous |Non European |Not available 12-17 |Child Male No Mobility decreased COMIRNATY Not reported ICS
10013636964 Healthcare |Economic Years (n/a - Unknown - [TOZINAMERAN] (S
Professional |Area Caused/Prolonged - COVID-19
Hospitalisation), immunisation - n/a -
[n/a - n/a - n/a])
Multiple organ
dysfunction syndrome
(n/a-
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Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Musculoskeletal pain
(n/a - Unknown -
Caused/Prolonged
Hospitalisation),
Pain in extremity (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Pyrexia (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Sepsis (n/a - Unknown
- Caused/Prolonged
Hospitalisation),
Thrombosis (n/a -
Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 30/09/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Chills (n/a - COMIRNATY Not reported ICS
10013638719 Healthcare  |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S
Professional |Area , -nfa-nfa-[nfa-
1{DF} - n/al)
Headache (n/a -
Recovered/Resolved -
Influenza (n/a -
Recovered/Resolved - )
EU-EC- 30/09/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female [No Fatigue (n/a - COMIRNATY Not reported ICs
10013639471 Healthcare |Economic Years Unknown - ), [TOZINAMERAN] (S
Professional |Area - COVID-19
Malaise (n/a - immunisation - Not
Unknown - ), applicable - [n/a -
n/a - n/al)
Pain (n/a - Unknown -
Pyrexia (n/a -
Unknown - )
EU-EC- 30/09/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Fatigue (n/a - COMIRNATY [IBUPROFEN] (C - n/a |ICS
10013639473 Healthcare |Economic Years Unknown - ), [TOZINAMERAN] (S |- Unknown - )
Professional |Area - COVID-19
Headache (n/a - immunisation - Not
Unknown - ), applicable - [n/a -
n/a - n/al)
Myalgia (n/a -
Unknown - ),
Pyrexia (n/a -
Unknown - )
EU-EC- 30/09/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Decreased appetite COMIRNATY Not reported ICS
10013639673 Healthcare |Economic Years (n/a - Not [TOZINAMERAN] (S
Professional |Area Recovered/Not - COVID-19
Resolved - ), immunisation - Not
applicable - [n/a -
Dizziness (n/a - Not 1{DF} - n/a])
Recovered/Not
Resolved - ),
Dyspnoea (n/a - Not
Recovered/Not
Resolved - ),
Headache (n/a - Not
Recovered/Not
Resolved - ),
Malaise (n/a - Not
Recovered/Not
Resolved - ),
Nausea (n/a - Not
Recovered/Not
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 29/09/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent | Male No Administration site COMIRNATY Not reported ICS
10013622402 Professional |Economic Years pain (2d - [TOZINAMERAN] (S
Area Recovered/Resolved - ) |- COVID-19
immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular use])
EU-EC- 29/09/2022 |Spontaneous |Healthcare  |European |Not available 12-17 |Adolescent |Female |No Headache (2d - COMIRNATY Not reported Ics
10013622570 Professional |Economic Years Recovered/Resolved - ) |[TOZINAMERAN] (S
Area - COVID-19
immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular use])
EU-EC- 29/09/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Administration site COMIRNATY Not reported ICS
10013622589 Professional |Economic Years pain (5h - [TOZINAMERAN] (S
Area Recovered/Resolved - ) |- COVID-19
immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular use])
EU-EC- 29/09/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Autoantibody positive |COMIRNATY Not reported ICS
10013622981 Healthcare |Economic Years (n/a - Not [TOZINAMERAN] (S
Professional |Area Recovered/Not - COVID-19
Resolved - immunisation - n/a -
Caused/Prolonged [n/a - n/a-n/a])
Hospitalisation),
Blood pressure
increased (n/a - Not
Recovered/Not
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Resolved - Other
Medically Important
Condition),

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

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

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

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

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

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

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

Postural orthostatic
tachycardia syndrome
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

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

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

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

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

EU-EC- 29/09/2022
10013623225

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Abdominal pain (n/a -
Recovering/Resolving -

)

Constipation (n/a -
Recovered/Resolved -

)

Nausea (1d -
Recovered/Resolved -

)

Vomiting (0d -
Recovered/Resolved - )

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

Not reported

Return - Refresh - Print - Export

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