30.11.2022 16.40

Line Listing Report

Time run: 30/11/2022 15:16:33

Run Line Listing Report

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

Primary Concomitant/Not
EV Primary Source Patient Patient parent Reaction List PT Suspect/interacting Drug List |Administered Dru
EU Local Gateway Re Country " Age Group |Patient . (Duration — Outcome |(Drug Char - Indication PT - |List (Drug Char -
. port Type |Source Literature Reference Age Child : N N N
Number Receipt Qualification for Group (as per Sex Report | Seriousness Action taken - [Duration - Indication PT - Ac
Date Regulatory reporter) Criteria) Dose - Route]) taken - [Duration
Purposes Dose - Route])
EU-EC- 11/03/2022 |Spontaneous |Non Non Not available 12-17 |Not Male No Body temperature COMIRNATY [TOZINAMERAN] |Not reported
10011863005 Healthcare |European Years |Specified abnormal (n/a - Not |(S - COVID-19 immunisation -
Professional | Economic Recovered/Not Not applicable - [n/a - n/a -
Area Resolved - Other n/al)
Medically Important
Condition),
Decreased appetite
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Headache (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Lymph node pain
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Lymphadenopathy
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 11/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Scapular dyskinesis |COMIRNATY [TOZINAMERAN] |Not reported
10011863017 Professional |Economic Years (n/a- (S - COVID-19 immunisation -
Area Recovering/Resolving |Not applicable - [n/a - 1{DF}
- - Intramuscular])
EU-EC- 11/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Chest discomfort COMIRNATY [TOZINAMERAN] |Not reported
10011863096 Healthcare |Economic Years (n/a - Unknown - ), [(S - COVID-19 immunisation -
Professional |Area Not applicable - [1d - 1{DF} -
Dyspnoea (n/a - Intramuscular])
Unknown -),
Palpitations (3d -
Recovered/Resolved
EU-EC- 11/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Chest pain (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011863125 Healthcare |Economic Years Unknown -), (S - COVID-19 immunisation -
Professional |Area Not applicable - [n/a - 1{DF}
Dyspnoea (5d - - Intramuscular])
Recovered/Resolved
Influenza like illness
Recovered/Resolved
EU-EC- 11/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Herpes zoster (n/a - |COMIRNATY [TOZINAMERAN] |Not reported
10011863149 Healthcare |Economic Years Recovering/Resolving | (S - COVID-19 immunisation -
Professional |Area - Not applicable - [1d - .3mL -
Intramuscular])
EU-EC- 11/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Herpes zoster (n/a - |COMIRNATY [TOZINAMERAN] |Not reported
10011863151 Professional | Economic Years Not Recovered/Not  |(S - COVID-19 immunisation -
Area Resolved - ) Not applicable - [1d - .3mL -
Intramuscular])
EU-EC- 11/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Diplopia (n/a - Not |COMIRNATY [TOZINAMERAN] |Not reported
10011863230 Healthcare |Economic Years Recovered/Not (S - COVID-19 immunisation -
Professional |Area Resolved - ), Not applicable - [1d - 1{DF} -
Intramuscular])
Heavy menstrual
bleeding (58d -
Recovered/Resolved
EU-EC- 11/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Anaemia (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011863260 Healthcare  |Economic Years Recovering/Resolving |(S - COVID-19 immunisation -
Professional |Area =) Not applicable - [1d - 1{DF} -
Intramuscular])
Heavy menstrual
bleeding (n/a -
Recovering/Resolving
EU-EC- 11/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Dyspnoea (15min - |COMIRNATY [TOZINAMERAN] |Not reported
10011863266 Professional |Economic Years Recovered/Resolved |(S - COVID-19 immunisation -
Area =) Not applicable - [n/a - 1{DF}
- Intramuscular])
Palpitations (1h -
Recovered/Resolved
EU-EC- 11/03/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Abdominal pain (n/a |COMIRNATY [TOZINAMERAN] |Not reported
10011863439 Healthcare |Economic Years |Specified - Not Recovered/Not |(S - COVID-19 immunisation -
Professional |Area Resolved - ), Not applicable - [n/a - 1{DF}
- n/a])
Chills (n/a -
Recovering/Resolving
=)
Dizziness (n/a - Not
Recovered/Not
Resolved - ),
Fatigue (n/a - Not
Recovered/Not
Resolved - ),
Headache (n/a - Not
Recovered/Not
Resolved - ),
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Malaise (n/a - Not
Recovered/Not
Resolved - ),

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

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

EU-EC-
10011864312

11/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Headache (n/a -
Recovered/Resolved

i

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

Malaise (1d -
Recovered/Resolved

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

- n/al)

Not reported

EU-EC-
10011864768

11/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Extensive swelling of
vaccinated limb (5d -
Recovered/Resolved

»

Injection site
swelling (5d -
Recovered/Resolved

=)

Lymphadenopathy
(

Recovered/Resolved

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

- n/al)

Not reported

EU-EC-
10011864885

11/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Chills (29d -
Recovered/Resolved

»

Heavy menstrual
bleeding (n/a -
Unknown - ),

Inflammation (14d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

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

Myalgia (19d -
Recovered/Resolved

=)

Pyrexia (14d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10011865205

11/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

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

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

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

- Intramuscular])

Not reported

EU-EC-
10011865555

11/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Syncope (1h -
Recovered/Resolved
- Other Medically
Important Condition)

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

Not reported

EU-EC-
10011865558

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

11/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Alanine
aminotransferase
increased (n/a -
Recovering/Resolving
=)

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

Aspartate
aminotransferase
increased (n/a -
Recovering/Resolving

=)

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

Bilirubin conjugated
(n/a-
Recovering/Resolving

7

Blood bilirubin
increased (n/a -
Recovering/Resolving
=)

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

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

Not reported
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Ocular icterus (n/a -
Unknown - ),

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

EU-EC-
10011865927

11/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

Pyrexia (n/a -
Unknown - ),

Vaccination site
inflammation (n/a -
Unknown - )

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

Not reported

EU-EC-
10011865984

11/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Vaccination site pain
(n/a - Unknown - )

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

Not reported

EU-EC-
10011866010

11/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Abdominal pain (11d

Recovered/Resolved

»

Arthralgia (5d -
Recovered/Resolved

»

Fatigue (11d -
Recovered/Resolved

=)

Headache (10d -
Recovered/Resolved
=)

Malaise (10d -
Recovered/Resolved

)

Myalgia (4d -
Recovered/Resolved

»

Nausea (10d -
Recovered/Resolved

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

Not reported

EU-EC-
10011866166

11/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Headache (n/a -
Unknown - ),

Neck pain (n/a -
Unknown - )

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

Not reported

EU-EC-
10011866174

11/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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

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

- n/a])

Not reported

EU-EC-
10011866465

11/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Abdominal pain (4d -
Recovered/Resolved

7

Arthralgia (4d -
Recovered/Resolved

»

Fatigue (3d -
Recovered/Resolved

»

Headache (4d -
Recovered/Resolved
=)

Malaise (4d -
Recovered/Resolved

»

Myalgia (4d -
Recovered/Resolved

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

- n/a])

Not reported

EU-EC-
10011866661

11/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Dizziness (21d -
Recovered/Resolved

»

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

Vomiting (21d -
Recovered/Resolved
-)

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

Not reported

EU-EC-
10011866716

11/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Dermatitis exfoliative
generalised (107d -
Recovered/Resolved

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Drug withdrawn - [1d - n/a -
Intramuscular])

Not reported

EU-EC-
10011866745

11/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

Dermatitis exfoliative
generalised (n/a -
Recovered/Resolved
- Other Medically
Important Condition)

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Drug withdrawn - [1d - n/a -
Intramuscular])

Not reported

EU-EC-
10011867180

11/03/2022

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 (n/a -
Recovered/Resolved

=)

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

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

Headache (n/a -
Recovering/Resolving
=)

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

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

- n/a])

Not reported
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Malaise (n/a -
Recovering/Resolving
=)

Myalgia (n/a -
Recovered/Resolved

=)

Nausea (6d -
Recovered/Resolved

EU-EC-
10011867687

11/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

- n/al)

Not reported

EU-EC-
10011840765

10/03/2022

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 - COVID-19 immunisation -
n/a-[n/a-.3mL-
Intramuscular])

Not reported

EU-EC-
10011840873

10/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

Loss of
consciousness (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

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

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

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [n/a - .3mL -
Intramuscular])

Not reported

EU-EC-
10011840875

10/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Headache (0d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Hypertonia (0d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Loss of
consciousness (0d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Middle insomnia (0d
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Pallor (0d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Pyrexia (0d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Staring (0d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Vomiting (0d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10011841121

10/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

Dyspnoea exertional
(n/a - Not
Recovered/Not
Resolved - )

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

Not reported

EU-EC-
10011841172

10/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

Not reported

EU-EC-
10011841257

10/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Atrial fibrillation (n/a
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)

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

- Intramuscular])

Not reported

EU-EC-
10011841265

10/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

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

Not available

12-17
Years

Not
Specified

Female

No

Pneumonia (n/a -
Fatal - Results in
Death),

Shock (n/a - Fatal -

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

Not reported
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Results in Death),

Vaccination failure
(n/a - Fatal - Results
in Death)

EU-EC-
10011841349

10/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Asthenia (15d -
Recovered/Resolved

»

Axillary pain (15d -
Recovered/Resolved

=)

Cough (15d -
Recovered/Resolved

i

Eye irritation (15d -
Recovered/Resolved
=)

Injection site pain
(15d -
Recovered/Resolved
=)

Laryngospasm (15d -
Recovered/Resolved

=)

Somnolence (15d -
Recovered/Resolved

7

Tremor (15d -
Recovered/Resolved

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

- Intramuscular])

Not reported

EU-EC-
10011841829

10/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

Myocarditis (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

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

Pyrexia (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10011841832

10/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Acute myocardial
infarction (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),

Chest discomfort
(n/a-
Recovering/Resolving

i

Dyspnoea (n/a -
Recovering/Resolving

7

Echocardiogram
abnormal (n/a -
Recovering/Resolving
=)

Electrocardiogram
abnormal (n/a -
Recovering/Resolving
=)

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

Pyrexia (n/a -
Recovering/Resolving
=)

Troponin increased
(n/a-
Recovering/Resolving

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

Not reported

https://dap.ema.europa.eu/analytics/saw.dll?Go
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EU-EC-
10011842033

10/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

Run Line Listing Report

12-17
Years

Not
Specified

Male

No

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

Dyspnoea exertional
(n/a-
Recovered/Resolved

7

Electrocardiogram
abnormal (n/a -
Recovered/Resolved
=)

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

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

Not reported

EU-EC-
10011842043

10/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

Not reported

EU-EC-
10011842046

10/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

Not reported

EU-EC-
10011842363

10/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

Pericarditis (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10011842899

10/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Dysmenorrhoea (n/a
- Unknown - ),

Heavy menstrual
bleeding (n/a -
Unknown -),

Menstrual disorder
(n/a-
Recovering/Resolving
=)

Menstruation delayed
(n/a - Unknown - ),

Menstruation
irregular (n/a -
Unknown - )

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

[ETONOGESTREL
- Contraceptive
implant - n/a - [n,

n/a - n/al)

EU-EC-
10011842900

10/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

COVID-19
immunisation (n/a -
Unknown - ),

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

Menstruation
irregular (n/a -
Unknown - )

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

Not reported

EU-EC-
10011842959

10/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

COMIRNATY [TOZINAMERAN]
(S-nfa-nfa-[1d-n/a-
n/a])

Not reported

EU-EC-
10011843113

10/03/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

Not reported

EU-EC-

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

10/03/2022

Spontaneous

Healthcare

Non

Not available

12-17

Male

Chest pain (n/a -

COMIRNATY [TOZINAMERAN]

Not reported
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10011843140

Professional

European
Economic
Area

Run Line Listing Report

Years

Specified

Recovering/Resolving

=)

Echocardiogram
abnormal (n/a -
Recovering/Resolving
=)

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

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

Troponin increased
(n/a-
Recovering/Resolving

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

EU-EC-
10011843282

10/03/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

Drug ineffective (n/a
Recovering/Resolving

- Other Medically
Important Condition)

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

Not reported

EU-EC-
10011843283

10/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Bogs, T.. Aseptic Meningitis,

Mucocutaneous Lesions and Arthritis
after COVID-19 Vaccination in a 15-

Year-Old Boy.. Vaccines..

2022;10(2):10.3390/vaccines10020325.

doi:10.3390/vaccines10020325

12-17
Years

Not
Specified

Male

No

Arthritis (n/a -
Recovered/Resolved

=)

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

Skin lesion (n/a -
Recovered/Resolved

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

IBUPROFEN
[IBUPROFEN,
IBUPROFEN SODI
(C - Headache,
Nausea, Pyrexia,
Vomiting - n/a - [
n/a - n/a])

EU-EC-
10011843378

10/03/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

[INSULIN, INSUL]
HUMAN] (C - n/a
n/a-[n/fa-nfa-
n/al)

EU-EC-
10011843457

10/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

Dizziness (n/a -
Recovered/Resolved
=)

Headache (n/a -
Recovered/Resolved
=)

Palpitations (n/a -
Recovered/Resolved

-

Sinus tachycardia
(n/a-
Recovered/Resolved

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

Not reported

EU-EC-
10011843552

10/03/2022

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

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Asthenia (n/a -
Unknown - ),

Chest discomfort
(n/a - Unknown - ),

Chest pain (n/a -
Unknown -),

Dyspnoea (n/a -
Unknown - ),

Malaise (n/a -
Unknown - ),

Palpitations (n/a -
Unknown - ),

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

Pericarditis (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation,
Other Medically

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

Not reported
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Important
Condition),

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

Pyrexia (n/a -
Recovering/Resolving

EU-EC-
10011844449

10/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

- n/a])

Not reported

EU-EC-
10011844605

10/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

Not reported

EU-EC-
10011844631

10/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

Not reported

EU-EC-
10011844834

10/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Chills (n/a -
Recovering/Resolving

a

Dizziness (n/a -
Recovering/Resolving

=)

Fatigue (n/a -
Recovering/Resolving

=)

Feeling hot (n/a -
Recovering/Resolving

»

Headache (0d -
Recovered/Resolved
=)

Influenza (1d -
Recovered/Resolved
=)

Injection site pain
(n/a-
Recovering/Resolving
=)

Limb discomfort (n/a

Recovering/Resolving

=)

Paraesthesia (1d -
Recovered/Resolved
=)

Pyrexia (n/a -
Recovering/Resolving

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

Not reported

EU-EC-
10011845089

10/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

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

Not reported

EU-EC-
10011845106

10/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

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

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

Not reported

EU-EC-
10011845619

10/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Chills (n/a -
Unknown - ),

Headache (n/a -
Unknown - ),

Nausea (n/a -
Unknown - )

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

- n/a-n/a])

Not reported

EU-EC-
10011845633

10/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Influenza (1d - Not
Recovered/Not
Resolved - ),

Limb discomfort (41d
- Not Recovered/Not
Resolved - )

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

Not reported

EU-EC-
10011845894

10/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

- n/a]),

[HUMAN PAPILLOMAVIRUS
VACCINE [TYPES 6, 11, 16,
18, 31, 33, 45, 52, 58]] (S -
Human papilloma virus

immunisation - n/a - [n/a -

n/a - n/al])

Not reported

EU-EC-
10011845934

10/03/2022

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

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

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

Malaise (n/a - Not

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

- n/a])

Not reported
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Recovered/Not
Resolved - ),

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

Pyrexia (n/a - Not

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

Hospitalisation),

C-reactive protein
increased (178h -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Chest pain (178h -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Cough (9d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Electrocardiogram ST
segment elevation
(178h -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Myocardial oedema
(5d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Myocarditis (9d -
Recovered/Resolved
- Caused/Prolonged

Recovered/Not
Resolved - )
EU-EC- 10/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Rash (162d - Not COMIRNATY [TOZINAMERAN] |Not reported
10011846306 Healthcare |Economic Years Recovered/Not (S - Immunisation - n/a - [n/a
Professional |Area Resolved - ) - n/a - n/a])
EU-EC- 10/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Fatigue (n/a - Not COMIRNATY [TOZINAMERAN] |Not reported
10011846333 Professional |Economic Years Recovered/Not (S - Immunisation - n/a - [n/a
Area Resolved - ), - 30ug - n/a])
Gastrointestinal pain
(n/a - Not
Recovered/Not
Resolved - ),
Hypotonia (n/a - Not
Recovered/Not
Resolved - ),
Pain in extremity
(n/a - Not
Recovered/Not
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 10/03/2022 |Spontaneous |Non European |Not available 12-17 |Child Female |No Headache (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011846484 Healthcare |Economic Years Unknown -) (S-nfa-n/a-[nfa-n/a-
Professional |Area n/a])
EU-EC- 10/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Nausea (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011846488 Healthcare |Economic Years Unknown -) (S-nfa-n/a-[n/a-n/a-
Professional |Area n/a])
EU-EC- 10/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Infectious COMIRNATY [TOZINAMERAN] |Not reported
10011846511 Healthcare |Economic Years mononucleosis (n/a - |(S - COVID-19 immunisation -
Professional |Area Recovered/Resolved |n/a - [n/a - 1{DF} - n/a])
EU-EC- 10/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011846536 Professional |Economic Years Unknown - Other (S-nfa-n/a-[n/a-n/a-
Area Medically Important |Intramuscular])
Condition),
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 10/03/2022 | Spontaneous |Non Non Not available 12-17 |Not Not No COVID-19 (n/a - TOZINAMERAN Not reported
10011846586 Healthcare |European Years |Specified |Specified Unknown - Other [TOZINAMERAN] (S - COVID-
Professional |Economic Medically Important |19 immunisation - Not
Area Condition), applicable - [n/a - n/a - n/a])
Drug ineffective (n/a
- Unknown - Other
Medically Important
Condition)
EU-EC- 10/03/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest pain (n/a - Not |COMIRNATY [TOZINAMERAN] |Not reported
10011846744 Professional |European Years |Specified Recovered/Not (S - COVID-19 immunisation -
Economic Resolved - Other Not applicable - [1d - n/a -
Area Medically Important |Intramuscular])
Condition),
Pyrexia (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 10/03/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Blood creatine COMIRNATY [TOZINAMERAN] |Not reported
10011846750 Professional |European Years |Specified phosphokinase (S - COVID-19 immunisation -
Economic increased (178h - Not applicable - [n/a - n/a -
Area Recovered/Resolved |n/a])
- Caused/Prolonged
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Hospitalisation,
Other Medically
Important
Condition),

Oropharyngeal pain
(9d -

Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Pericardial effusion
(8d-
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Pyrexia (9d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Troponin T increased
(178h -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)

EU-EC-
10011846759

10/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Tsuru, Y.. Three cases of acute
myocarditis which developed after
novel coronavirus vaccination. The 33rd
Japanese Association of Cardiovascular
Intervention and Therapeutics Co.
2022;33rd:3

12-17
Years

Not
Specified

Male

No

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

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

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

Myocarditis (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

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

Troponin I increased
(n/a - Unknown -
Caused/Prolonged
Hospitalisation)

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

[BILASTINE] (C -
Hypersensitivity,
Urticaria - n/a - [r
n/a - Oral])

EU-EC-
10011846768

10/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Accelerated
idioventricular
rhythm (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

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

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

Inappropriate
schedule of product
administration (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Mitral valve
incompetence (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),

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

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

Not reported

EU-EC-
10011846777

10/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Dizziness (35min -
Recovered/Resolved
=)

Dizziness (n/a -
Unknown - ),

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

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

Not reported

EU-EC- 10/03/2022

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

Spontaneous

Healthcare

Non

Not available

12-17

Male

No

Blood creatine

COMIRNATY [TOZINAMERAN]

Not reported
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10011846978

Professional

European
Economic
Area

Run Line Listing Report

Years

Specified

phosphokinase MB
abnormal (n/a -
Unknown - ),

C-reactive protein
abnormal (n/a -
Unknown -),

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

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

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

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

EU-EC-
10011847058

10/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

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

Not reported

EU-EC-
10011847804

10/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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])

Not reported

EU-EC-
10011848706

10/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

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

Not reported

EU-EC-
10011848910

10/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Malaise (n/a -
Recovering/Resolving

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

Not reported

EU-EC-
10011849066

10/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Fatigue (3d -
Recovered/Resolved

)

Headache (3d -
Recovered/Resolved

)

Malaise (3d -
Recovered/Resolved

)

Myalgia (3d -
Recovered/Resolved

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

[CITALOPRAM] (C
n/a-nfa-[n/a-
- n/a])

EU-EC-
10011849104

10/03/2022

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),

Nasal congestion
(n/a - Unknown - ),

Pain (n/a - Unknown

i

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

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

Not reported

EU-EC-
10011849212

10/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

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

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

Not reported

EU-EC-
10011849342

10/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

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

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

Not reported

EU-EC-
10011849348

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

10/03/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

Drug ineffective (n/a

Recovered/Resolved

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

Not reported
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- Other Medically
Important
Condition),
Pruritus (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Rash erythematous
(n/a-
Recovering/Resolving
- Other Medically
Important
Condition),
Rash macular (n/a -
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 10/03/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Menstrual disorder | COMIRNATY [TOZINAMERAN] |Not reported
10011849429 Healthcare |Economic Years |Specified (n/a - Not (S - COVID-19 immunisation -
Professional |Area Recovered/Not Not applicable - [n/a - n/a -
Resolved - ) n/al)
EU-EC- 10/03/2022 | Spontaneous |Non Non Not available 12-17 |Not Male No Decreased appetite |COMIRNATY [TOZINAMERAN] |Not reported
10011849639 Healthcare |European Years |Specified (n/a- (S - COVID-19 immunisation -
Professional |Economic Recovered/Resolved |Not applicable - [n/a - n/a -
Area - Disabling), n/al)
Headache (1d -
Recovered/Resolved
- Disabling),
Musculoskeletal
stiffness (n/a -
Recovered/Resolved
- Disabling),
Pyrexia (n/a -
Recovered/Resolved
- Disabling),
Somnolence (n/a -
Recovered/Resolved
- Disabling),
Swelling (n/a -
Recovered/Resolved
- Disabling)
EU-EC- 10/03/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Arthralgia (n/a - Not |COMIRNATY [TOZINAMERAN] |Not reported
10011849651 Professional |European Years |Specified Recovered/Not (S - COVID-19 immunisation -
Economic Resolved - ), Not applicable - [1d - n/a -
Area n/al)
Chest pain (n/a - Not
Recovered/Not
Resolved - ),
Nausea (n/a - Not
Recovered/Not
Resolved - ),
Pericardial drainage
(n/a - Not
Recovered/Not
Resolved - ),
Pericarditis (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 10/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Myopericarditis (n/a - | COMIRNATY [TOZINAMERAN] |Not reported
10011850017 Professional |Economic Years Unknown - (S - COVID-19 immunisation -
Area Caused/Prolonged Not applicable - [n/a - n/a -
Hospitalisation) Intramuscular])
EU-EC- 10/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Pancreatitis acute COMIRNATY [TOZINAMERAN] |Not reported
10011850130 Professional | Economic Years (31d - (S - COVID-19 immunisation -
Area Recovered/Resolved |Not applicable - [1d - 1{DF} -
- Caused/Prolonged  |Intramuscular]),
Hospitalisation)
[MESALAZINE] (S - Crohn's
disease - Drug withdrawn -
[25d - 3g - Oral])
EU-EC- 10/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Rash (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011850205 Professional |Economic Years |Specified Recovered/Resolved |(S - n/a - n/a - [n/a - 1{DF} -
Area With Sequelae - ) Intramuscular])
EU-EC- 10/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Herpes zoster (2wk - |COMIRNATY [TOZINAMERAN] |Not reported
10011850217 Professional |Economic Years Recovered/Resolved |(S - COVID-19 prophylaxis -
Area -) Not applicable - [n/a - 1{DF}
- Intramuscular])
EU-EC- 10/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Rash (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011850469 Professional |Economic Years Recovered/Resolved |(S - COVID-19 immunisation -
Area -), Not applicable - [1d - n/a -
Intramuscular])
Vaccination site
pruritus (n/a -
Recovered/Resolved
EU-EC- 10/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Heavy menstrual COMIRNATY [TOZINAMERAN] |Not reported
10011850508 Healthcare |Economic Years bleeding (15d - (S - COVID-19 immunisation -
Professional |Area Recovered/Resolved |Not applicable - [1d - 1{DF} -
=) Intramuscular])
Hypotension (1d -
Recovered/Resolved
=)
Menstrual disorder
(15d -
Recovered/Resolved
EU-EC- 10/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Abdominal pain (n/a |COMIRNATY [TOZINAMERAN] |Not reported
10011850646 Healthcare |Economic Years - (S - COVID-19 immunisation -
Professional |Area Recovered/Resolved |Drug withdrawn - [1d - .3mL -
-), Intramuscular])
Diarrhoea (n/a -
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Recovered/Resolved

=)

Nausea (n/a -
Recovered/Resolved
=)

Paraesthesia (n/a -
Recovered/Resolved

»

Pyrexia (n/a -
Recovered/Resolved

EU-EC-
10011850980

10/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Alanine
aminotransferase
increased (n/a - Not
Recovered/Not
Resolved - ),

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

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

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

Electrocardiogram T
wave inversion (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition),

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

Liver function test
abnormal (n/a - Not
Recovered/Not
Resolved - )

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

Not reported

EU-EC-
10011851517

10/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Chest discomfort
(n/a-
Recovering/Resolving
- Life Threatening),

Chest pain (n/a -
Recovering/Resolving
- Life Threatening),

Dyspnoea (n/a -
Recovering/Resolving
- Life Threatening),

Myalgia (n/a -
Recovering/Resolving
- Life Threatening),

Rhabdomyolysis (n/a

Recovering/Resolving
- Life Threatening,
Other Medically
Important Condition)

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

Not reported

EU-EC-
10011851530

10/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

Not reported

EU-EC-
10011851531

10/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

Not reported

EU-EC-
10011851585

10/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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])

Not reported

EU-EC-
10011851712

10/03/2022

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

Not reported

EU-EC-
10011851769

10/03/2022

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

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

Arthralgia (n/a -
Unknown -),

Back pain (n/a - Not

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

- n/a])

Not reported
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RecoVered/Not
Resolved - ),

Binge eating (n/a -
Not Recovered/Not
Resolved - ),

Chills (n/a -
Recovering/Resolving

4

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

Headache (n/a -
Recovering/Resolving
=)

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

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

Myalgia (n/a -
Recovering/Resolving

i

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

EU-EC-
10011851933

10/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

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

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

Not reported

EU-EC-
10011851960

10/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Breast pain (n/a -
Recovering/Resolving

i

Dyspnoea (n/a -
Recovered/Resolved
=)

Exercise tolerance
decreased (n/a -
Recovering/Resolving
=)

Palpitations (n/a -
Recovering/Resolving

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

Not reported

EU-EC-
10011851971

10/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

COMIRNATY [TOZINAMERAN]
(S - Immunisation - n/a - [n/a
- 3{DF} - n/a])

Not reported

EU-EC-
10011852036

10/03/2022

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-[nfa-n/a-
Intramuscular])

Not reported

EU-EC-
10011852133

10/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

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

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

Not reported

EU-EC-
10011852148

10/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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

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

COMIRNATY [TOZINAMERAN]
(S - Immunisation - n/a - [n/a
- 3{DF} - n/a])

COMIRNATY

[TOZINAMERAN]
Immunisation - ny
[n/a - 1{DF} - n/e

COMIRNATY

[TOZINAMERAN]
Immunisation - ny
[n/a - 2{DF} - n/e

EU-EC-
10011852214

10/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Headache (n/a -
Unknown -),

Limb discomfort (n/a
- Unknown - )

COMIRNATY [TOZINAMERAN]
(S - Immunisation - n/a - [n/a
- 3{DF} - n/a])

Not reported

EU-EC-
10011852289

10/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

COMIRNATY [TOZINAMERAN]
(S - Immunisation - n/a - [n/a
- 3{DF} - n/a])

COMIRNATY

[TOZINAMERAN]
Immunisation - ny
[n/a - 1{DF} - n/e

COMIRNATY

[TOZINAMERAN]
Immunisation - ny
[n/a - 2{DF} - n/e

EU-EC-
10011852321

10/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

COMIRNATY [TOZINAMERAN]
(S - Immunisation - n/a - [n/a
- 3{DF} - n/a])

Not reported

EU-EC-
10011852345

10/03/2022

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

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

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

Malaise (n/a -

COMIRNATY [TOZINAMERAN]
(S - Immunisation - n/a - [n/a
- 3{DF} - n/a])

COMIRNATY

[TOZINAMERAN]
Immunisation - n;
[n/a - 1{DF} - n/e

COMIRNATY

[TOZINAMERAN]
Immunisation - ny
[n/a - 2{DF} - n/z
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Unknown -
Caused/Prolonged
Hospitalisation)

EU-EC-
10011852463

10/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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

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

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

Not reported

EU-EC-
10011852483

10/03/2022

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

Not reported

EU-EC-
10011852549

10/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Not
Specified

Abdominal
discomfort (13d -
Recovered/Resolved

)

Diarrhoea (10d -
Recovered/Resolved

)

Pyrexia (10d -
Recovering/Resolving

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

- n/a-n/a])

Not reported

EU-EC-
10011852811

10/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

Not reported

EU-EC-
10011852832

10/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Headache (n/a -
Unknown - ),

Vaccination site pain
(n/a - Unknown - )

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

Not reported

EU-EC-
10011852887

10/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

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

Myocarditis (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Pyrexia (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)

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

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

EU-EC-
10011852936

10/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Headache (n/a -
Unknown - ),

Vaccination site pain
(n/a - Unknown - )

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

Not reported

EU-EC-
10011853825

10/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

Swelling (n/a -
Unknown - )

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

Not reported

EU-EC-
10011853991

10/03/2022

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-[nfa-n/a-
Intramuscular])

Not reported

EU-EC-
10011828638

09/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Back pain (3d -
Recovered/Resolved

=)

Headache (3d -
Recovered/Resolved

)

Vertigo (3d -
Recovered/Resolved

=)

Visual impairment
(3d-
Recovered/Resolved

»

Vomiting (3d -
Recovered/Resolved

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

- Intramuscular])

Not reported

EU-EC-
10011828682

09/03/2022

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

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Pyrexia (n/a -
Recovering/Resolving

i

Urticaria (n/a -
Recovering/Resolving

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
n/a - [n/a - 1{DF} -
Intramuscular])

Not reported
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Hospitalisation)

GARDASIL 9 [HUMAN
PAPILLOMAVIRUS TYPE 31 L1
PROTEIN - ADSORBED - IN
THE FORM OF VIRUS-LIKE
PARTICLES PRODUCED IN
YEAST CELLS
(SACCHAROMYCES
CEREVISIAE CANADE 3C-5
(STRAIN 1895)) BY RDNA,
HUMAN PAPILLOMAVIRUS
TYPE 33 L1 PROTEIN -
ADSORBED - IN THE FORM
OF VIRUS-LIKE PARTICLES
PRODUCED IN YEAST CELLS
(SACCHAROMYCES
CEREVISIAE CANADE 3C-5
(STRAIN 1895)) BY RDNA,
HUMAN PAPILLOMAVIRUS
TYPE 45 L1 PROTEIN -
ADSORBED - IN THE FORM
OF VIRUS-LIKE PARTICLES
PRODUCED IN YEAST CELLS
(SACCHAROMYCES
CEREVISIAE CANADE 3C-5
(STRAIN 1895)) BY RDNA,
HUMAN PAPILLOMAVIRUS
TYPE 52 L1 PROTEIN -
ADSORBED - IN THE FORM
OF VIRUS-LIKE PARTICLES
PRODUCED IN YEAST CELLS
(SACCHAROMYCES
CEREVISIAE CANADE 3C-5
(STRAIN 1895)) BY RDNA,
HUMAN PAPILLOMAVIRUS
TYPE 58 L1 PROTEIN -
ADSORBED - IN THE FORM
OF VIRUS-LIKE PARTICLES
PRODUCED IN YEAST CELLS
(SACCHAROMYCES
CEREVISIAE CANADE 3C-5
(STRAIN 1895)) BY RDNA,
HUMAN PAPILLOMAVIRUS
TYPE 11 L1 PROTEIN -
ADSORBED - IN THE FORM
OF VIRUS-LIKE PARTICLES
PRODUCED IN YEAST CELLS
(SACCHAROMYCES
CEREVISIAE CANADE 3C-5
(STRAIN 1895)) BY RDNA,
HUMAN PAPILLOMAVIRUS
TYPE 16 L1 PROTEIN -
ADSORBED - IN THE FORM
OF VIRUS-LIKE PARTICLES
PRODUCED IN YEAST CELLS
(SACCHAROMYCES
CEREVISIAE CANADE 3C-5
(STRAIN 1895)) BY RDNA,
HUMAN PAPILLOMAVIRUS
TYPE 18 L1 PROTEIN -
ADSORBED - IN THE FORM
OF VIRUS-LIKE PARTICLES
PRODUCED IN YEAST CELLS
(SACCHAROMYCES
CEREVISIAE CANADE 3C-5
(STRAIN 1895)) BY RDNA,
HUMAN PAPILLOMAVIRUS
TYPE 6 L1 PROTEIN -
ADSORBED - IN THE FORM
OF VIRUS-LIKE PARTICLES
PRODUCED IN YEAST CELLS
(SACCHAROMYCES
CEREVISIAE CANADE 3C-5
(STRAIN 1895)) BY RDNA,
AMORPHOUS ALUMINIUM

EU-EC- 09/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Pain (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011828882 Professional | Economic Years |Specified Recovering/Resolving | (S - COVID-19 immunisation -
Area -), Not applicable - [n/a - 1{DF}
- Intramuscular])
Pyrexia (n/a -
Recovering/Resolving
Swelling (n/a -
Recovering/Resolving
EU-EC- 09/03/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Lip oedema (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011828934 Healthcare |Economic Years |Specified Not Recovered/Not (S - COVID-19 immunisation -
Professional |Area Resolved - ), n/a-[n/a - 1{DF} -
Intramuscular])
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 09/03/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Insomnia (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011828964 Healthcare |Economic Years |Specified Recovered/Resolved |(S - COVID-19 immunisation -
Professional |Area - Other Medically n/a - [n/a - 1{DF} -
Important Intramuscular])
Condition),
Syncope (n/a -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 09/03/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Oropharyngeal pain  |COMIRNATY [TOZINAMERAN] |Not reported
10011828970 Healthcare |Economic Years | Specified (n/a - Not (S - COVID-19 immunisation -
Professional |Area Recovered/Not n/a - [n/a - 1{DF} -
Resolved - Intramuscular])
Disabling),
Paralysis (n/a - Not
Recovered/Not
Resolved - Disabling)
EU-EC- 09/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Skin reaction (n/a - |COMIRNATY [TOZINAMERAN] |Not reported
10011828985 Professional | Economic Years |Specified Recovered/Resolved |(S - COVID-19 immunisation -
Area - Not applicable - [n/a - 1{DF}
- n/a])
EU-EC- 09/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Vasculitis (n/a - Not |COMIRNATY [TOZINAMERAN] |Not reported
10011830242 Professional |Economic Years Recovered/Not (S - Immunisation - n/a - [n/a
Area Resolved - - 2{DF} - n/a)),
Caused/Prolonged
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HYDROXYPHOSPHATE
SULPHATE] (S - Immunisation
-n/a-[n/a-n/a-n/a]),

[VARICELLA VIRUS
OKA/MERCK STRAIN (LIVE,
ATTENUATED), VARICELLA
VIRUS OKA/MERCK STRAIN,
(LIVE, ATTENUATED)
PRODUCED IN HUMAN
DIPLOID (MRC-5) CELLS] (S -
n/a - n/a - [n/a - n/a - n/a])

EU-EC-
10011830683

09/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17 |Not
Years |Specified

Female |Yes

Asthenia (n/a -
Unknown - ),

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

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

Migraine (n/a -
Unknown -),

Myalgia (n/a -
Unknown - ),

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

Pyrexia (n/a -
Unknown -),

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

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

Not reported

EU-EC-
10011830831

09/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent |Male No

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

Epilepsy (n/a -
Unknown -
Caused/Prolonged
Hospitalisation)

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
n/a - [n/a - 1{DF} - n/a])

Not reported

EU-EC-
10011831261

09/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17 |Not Male No
Years |Specified

Axillary pain (n/a -
Recovering/Resolving
- Disabling),

Extensive swelling of
vaccinated limb (n/a

Recovering/Resolving
- Disabling),

Fatigue (n/a -
Recovering/Resolving
- Disabling),

Headache (n/a -
Recovering/Resolving
- Disabling),

Injection site
reaction (n/a -
Recovering/Resolving
- Disabling),

Lymphadenopathy
(n/a-
Recovering/Resolving
- Disabling),

Malaise (n/a -
Recovering/Resolving
- Disabling)

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

Not reported

EU-EC-
10011831398

09/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17 |Not Not No
Years |Specified |Specified

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

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

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

Not reported

EU-EC-
10011831490

09/03/2022

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

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17 |Not
Years |Specified

Female |No

Blood folate
decreased (n/a -
Unknown - Disabling,
Other Medically
Important
Condition),

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

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

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

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

[INFLUENZA VIRL
(C - Immunisatior
n/a-[n/a-n/a-

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

Myasthenia gravis
(n/a - Unknown -
Disabling, Other
Medically Important
Condition)

EU-EC-
10011832042

09/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Urticaria (n/a -
Recovering/Resolving
-)

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

Not reported

EU-EC-
10011832386

09/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
n/a - [n/a - 1{DF} - n/a])

ABILIFY 1 MG/ML
[ARIPIPRAZOLE]
Autism spectrum
disorder - nfa - [r
3.5mL - Oral])

EU-EC-
10011832397

09/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Vaginal haemorrhage
(n/a - Not
Recovered/Not
Resolved - )

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

[DESOGESTREL] (
n/a-nf/a-[n/a-
- Oral])

EU-EC-
10011832553

09/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

Not reported

EU-EC-
10011832945

09/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Chills (1d -
Recovered/Resolved

)

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

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

Headache (1d - Not
Recovered/Not
Resolved - ),

Nausea (1d - Not
Recovered/Not
Resolved - ),

Pyrexia (1d -
Recovered/Resolved

»

Vomiting (1d -
Recovered/Resolved

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

- n/a-n/a])

Not reported

EU-EC-
10011833006

09/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

COMIRNATY [TOZINAMERAN]
(S - Immunisation - n/a - [n/a
- 2{DF} - n/a])

Not reported

EU-EC-
10011833054

09/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Rash (n/a - Unknown

-)

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

Not reported

EU-EC-
10011833103

09/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Yes

Lymphadenopathy
(n/a - Unknown - )

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [n/a - .3mL -
Intramuscular])

Not reported

EU-EC-
10011833310

09/03/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

COVID-19 (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

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

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

DUPIXENT
[DUPILUMAB] (C
n/a-n/a-[n/a-

- n/a])

EU-EC-
10011833490

09/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Hiccups (4d -
Recovered/Resolved

-)

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
n/a - [1d - n/a - n/a])

Not reported

EU-EC-
10011833635

09/03/2022

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

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

Optic neuritis (n/a -
Recovering/Resolving
- Other Medically
Important

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
n/a - [n/a - 1{DF} - n/a])

Not reported
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Condition),
Vision blurred (n/a -
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 09/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Rash pruritic (n/fa- |COMIRNATY [TOZINAMERAN] |Not reported
10011833638 Professional |Economic Years |Specified Unknown - ) (S - COVID-19 immunisation -
Area n/a - [n/a - 1{DF} - n/al)
EU-EC- 09/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Derealisation (n/a - |COMIRNATY [TOZINAMERAN] |Not reported
10011834464 Professional |Economic Years Not Recovered/Not  |(S - Immunisation - n/a - [n/a
Area Resolved - - n/a - Intramuscular])
Caused/Prolonged
Hospitalisation),
Tachycardia (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Tension (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 09/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Hypoaesthesia (10d - | COMIRNATY [TOZINAMERAN] |Not reported
10011834684 Professional |Economic Years |Specified Not Recovered/Not  |(S-n/a-n/a-[n/a-n/a-
Area Resolved - Disabling, |n/a])
Other Medically
Important Condition)
EU-EC- 09/03/2022 |Spontaneous |Non Non Not available 12-17 |Not Male No COVID-19 (n/a - TOZINAMERAN Not reported
10011834845 Healthcare |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S - COVID-
Professional |Economic - Other Medically 19 immunisation - Not
Area Important applicable - [n/a - n/a - n/a])
Condition),
Drug ineffective (n/a
- Unknown - Other
Medically Important
Condition)
EU-EC- 09/03/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Anxiety (n/a - TOZINAMERAN Not reported
10011834880 Professional |European Years |Specified Unknown -), [TOZINAMERAN] (S - COVID-
Economic 19 immunisation - Not
Area Throat tightness (n/a |applicable - [n/a - n/a -
- Unknown - Other  |Intramuscular])
Medically Important
Condition)
EU-EC- 09/03/2022 | Spontaneous |Non Non Not available 12-17 |Not Female |No Asthma (n/a - TOZINAMERAN [BUDESONIDE] (¢
10011834881 Healthcare |European Years |Specified Unknown - Life [TOZINAMERAN] (S - COVID- |n/a-n/a-[n/a-
Professional |Economic Threatening), 19 immunisation - Not - n/al),
Area applicable - [n/a - n/a - n/al),
Chest discomfort [NORETHISTEROI
(n/a - Not [A/HONG KONG/4801/2014  |ACETATE] (C - Or.
Recovered/Not (H3N2)-LIKE STRAIN contraception - n/
Resolved - Life (A/HONG KONG/4801/2014, |[n/a - n/a - n/al),
Threatening), X-263B),
B/BRISBANE/60/2008-LIKE [SERTRALINE,
Chest pain (n/a - Not |STRAIN SERTRALINE
Recovered/Not (B/BRISBANE/60/2008, WILD |HYDROCHLORIDE
Resolved - Life TYPE), A/CALIFORNIA/7/2009 |- n/a - n/a - [n/a
Threatening), (H1IN1)PDMO09-DERIVED n/a - n/a))
STRAIN USED (NYMC X-181),
Condition aggravated |A/HONG KONG/4801/2014
(n/a - Unknown - (H3N2)-LIKE STRAIN
Life Threatening),  |(A/HONG KONG/4801/2014,
X-263B),
Dyspnoea (n/a - Not |B/BRISBANE/60/2008-LIKE
Recovered/Not STRAIN
Resolved - Life (B/BRISBANE/60/2008, WILD
Threatening), TYPE), A/MICHIGAN/45/2015
(HIN1)PDMO9-LIKE STRAIN
Eye pain (n/a - Not |(A/SINGAPORE/GP1908/2015,
Recovered/Not IVR-180), INFLUENZA
Resolved - Life VACCINE] (S - Immunisation -
Threatening), Not applicable - [n/a - n/a -
n/a])
Hypersensitivity (n/a
- Unknown - Life
Threatening),
Iliness (n/a -
Unknown - Life
Threatening),
Lip discolouration
(n/a - Unknown -
Life Threatening),
Loss of
consciousness (n/a -
Unknown - Life
Threatening, Other
Medically Important
Condition),
Rash (n/a - Unknown
- Life Threatening),
Speech disorder (n/a
- Unknown - Life
Threatening),
Upper respiratory
tract infection (n/a -
Unknown - Life
Threatening)
EU-EC- 09/03/2022 | Spontaneous |Healthcare  |European |Not available 12-17 |Not Female |No Contusion (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011834900 Professional |Economic Years | Specified Unknown - ) (S - COVID-19 immunisation -
Area n/a - [n/a - 1{DF} - n/a])
EU-EC- 09/03/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Syncope (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011834909 Professional |European Years |Specified Recovered/Resolved |(S - COVID-19 immunisation -
Economic - Other Medically Not applicable - [1d - n/a -
Area Important Condition) |Intramuscular])
EU-EC- 09/03/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Epistaxis (n/a - Not |COMIRNATY [TOZINAMERAN] |Not reported
10011835745 Healthcare |Economic Years |Specified Recovered/Not (S - Immunisation - n/a - [n/a
Professional |Area Resolved - ) - n/a - Intramuscular])
EU-EC- 09/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Immune COMIRNATY [TOZINAMERAN] |Not reported
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10011836475 Professional |Economic Years thrombocytopenia (S - COVID-19 immunisation -
Area (n/a - Not Not applicable - [1d - n/a -
Recovered/Not Intramuscular])
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 09/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Asthenia (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011836816 Professional |Economic Years Unknown - ), (S - COVID-19 immunisation -
Area Not applicable - [1d - n/a -
Decreased appetite | Intramuscular])
(n/a - Unknown - ),
Nausea (n/a -
Unknown -),
Vomiting (n/a -
Unknown - )
EU-EC- 09/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Amenorrhoea (n/a - |COMIRNATY [TOZINAMERAN] |Not reported
10011837088 Healthcare |Economic Years Not Recovered/Not | (S - COVID-19 immunisation -
Professional |Area Resolved - ) Not applicable - [1d - 1{DF} -
Intramuscular])
EU-EC- 09/03/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |Yes COVID-19 (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011837795 Professional |European Years |Specified Unknown - (S - COVID-19 immunisation -
Economic Caused/Prolonged Not applicable - [1d - .3mL -
Area Hospitalisation), n/a - More in ICSR])
Drug ineffective (n/a
- Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 09/03/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Syncope (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011837884 Professional |European Years |Specified Recovered/Resolved |(S - n/a - Not applicable -
Economic - Other Medically [n/a - n/a - Intramuscular]),
Area Important Condition)
[A/HONG KONG/4801/2014
(H3N2)-LIKE STRAIN
(A/HONG KONG/4801/2014,
X-263B),
B/BRISBANE/60/2008-LIKE
STRAIN
(B/BRISBANE/60/2008, WILD
TYPE), A/CALIFORNIA/7/2009
(H1N1)PDMO09-DERIVED
STRAIN USED (NYMC X-181),
A/HONG KONG/4801/2014
(H3N2)-LIKE STRAIN
(A/HONG KONG/4801/2014,
X-263B),
B/BRISBANE/60/2008-LIKE
STRAIN
(B/BRISBANE/60/2008, WILD
TYPE), A/MICHIGAN/45/2015
(H1N1)PDMO9-LIKE STRAIN
(A/SINGAPORE/GP1908/2015,
IVR-180), INFLUENZA
VACCINE] (S - n/a - Not
applicable - [n/a - n/a -
Unknown])
EU-EC- 09/03/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Anaphylactic reaction |COMIRNATY [TOZINAMERAN] |Not reported
10011838134 Professional |European Years |Specified (n/a- (S - COVID-19 immunisation -
Economic Recovered/Resolved |Not applicable - [1d - n/a -
Area - Other Medically n/al)
Important Condition)
EU-EC- 09/03/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest pain (n/a - TOZINAMERAN Not reported
10011838346 Professional |European Years |Specified Unknown - Other [TOZINAMERAN] (S - COVID-
Economic Medically Important |19 immunisation - Not
Area Condition), applicable - [n/a - n/a -
Intramuscular])
Dry skin (n/a -
Unknown - ),
Neurodermatitis (n/a
- Unknown -),
Skin warm (n/a -
Unknown - )
EU-EC- 09/03/2022 |Spontaneous |Non Non Not available 12-17 |Not Male No COVID-19 (n/a - Not |COMIRNATY [TOZINAMERAN] |Not reported
10011838473 Healthcare |European Years |Specified Recovered/Not (S - COVID-19 immunisation -
Professional |Economic Resolved - Other Not applicable - [1d - n/a -
Area Medically Important |n/al),
Condition),
[COVID-19 VACCINE] (S -
Headache (n/a - Not |COVID-19 immunisation - Not
Recovered/Not applicable - [n/a - n/a - n/a])
Resolved - Other
Medically Important
Condition),
Pain (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Pyrexia (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 09/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent | Male No Rash (4d - COMIRNATY [TOZINAMERAN] |Not reported
10011838557 Healthcare |Economic Years Recovered/Resolved |(S - Immunisation - n/a - [n/a
Professional |Area - - n/a - n/al)
EU-EC- 09/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Fatigue (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011838561 Healthcare |Economic Years Unknown - ), (S - Immunisation - n/a - [n/a
Professional |Area - n/a-n/a))
Feeling hot (n/a -
Unknown -),
Headache (1d -
Unknown -),
Injection site pain
(0d - Unknown - ),
Myalgia (0d -
Unknown - )
EU-EC- 09/03/2022 | Spontaneous |Non Non Not available 12-17 |Not Male No Decreased appetite |COMIRNATY [TOZINAMERAN] |Not reported
10011839065 Healthcare |European Years | Specified (n/a - Not (S - COVID-19 immunisation -
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Hospitalisation),

Loss of
consciousness (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

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

Vomiting (n/a -
Recovered/Resolved

Intramuscular])

Professional |Economic Recovered/Not Not applicable - [1d - n/a -
Area Resolved - Other n/al)
Medically Important
Condition),
Dizziness postural
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Fatigue (n/a -
Unknown - Other
Medically Important
Condition),
Malaise (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Nausea (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Neck pain (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 09/03/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Pericarditis (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011839481 Professional |European Years |Specified Unknown - Other (S - COVID-19 immunisation -
Economic Medically Important |Not applicable - [n/a - n/a -
Area Condition) n/a])
EU-EC- 09/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Vaccination site COMIRNATY [TOZINAMERAN] |Not reported
10011839659 Professional | Economic Years inflammation (n/a - (S - COVID-19 immunisation -
Area Unknown -), Not applicable - [1d - 1{DF} -
Unknown])
Vaccination site pain
(n/a - Unknown - )
EU-EC- 09/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Malaise (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011839665 Professional |Economic Years Unknown - ), (S - COVID-19 immunisation -
Area Not applicable - [1d - 1{DF} -
Pyrexia (n/a - Unknown])
Unknown - )
EU-EC- 09/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Vaccination site COMIRNATY [TOZINAMERAN] |Not reported
10011839693 Professional |Economic Years lymphadenopathy (S - COVID-19 immunisation -
Area (n/a - Unknown - ) |Not applicable - [1d - 1{DF} -
Unknown])
EU-EC- 09/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Lymphadenopathy ~ |COMIRNATY [TOZINAMERAN] |Not reported
10011839779 Professional |Economic Years (2d- (S - COVID-19 immunisation -
Area Recovered/Resolved |Drug withdrawn - [1d - n/a -
=) Intramuscular])
Pyrexia (2d -
Recovered/Resolved
EU-EC- 09/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Pyrexia (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011839825 Professional | Economic Years Unknown - ) (S - COVID-19 immunisation -
Area Not applicable - [1d - 1{DF} -
Unknown])
EU-EC- 09/03/2022 | Spontaneous |Healthcare  |European |Not available 12-17 |Adolescent | Male No COVID-19 (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011839980 Professional |Economic Years Unknown - Other (S-nfa-n/a-[n/a-n/a-
Area Medically Important |Intramuscular])
Condition),
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 09/03/2022 |Spontaneous |Non Non Not available 12-17 |Not Female |No COVID-19 (n/a - TOZINAMERAN Not reported
10011840022 Healthcare |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S - COVID-
Professional | Economic - Other Medically 19 immunisation - Not
Area Important applicable - [1d - n/a - n/a])
Condition),
Vaccination failure
(n/a-
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 09/03/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Abdominal pain (n/a |COMIRNATY [TOZINAMERAN] |Not reported
10011840447 Professional |European Years |Specified - (S - COVID-19 immunisation -
Economic Recovered/Resolved |Not applicable - [1d - n/a -
Area =) n/al)
Proctitis (n/a -
Recovered/Resolved
=)
Rectal haemorrhage
(n/a -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 08/03/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Headache (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011815581 Healthcare |Economic Years |Specified Recovered/Resolved |(S - COVID-19 immunisation -
Professional |Area - Caused/Prolonged |n/a - [n/a-.3mL -
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- Caused/Prolonged
Hospitalisation)

EU-EC-
10011815610

08/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [n/a - 30ug -
Intramuscular])

Not reported

EU-EC-
10011815646

08/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Asthenia (n/a -
Recovered/Resolved

=)

Headache (n/a -
Recovered/Resolved
=)

Myalgia (n/a -
Recovered/Resolved

-)

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [n/a - .3mL -
Intramuscular])

Not reported

EU-EC-
10011815658

08/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Abdominal pain
lower (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),

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

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

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

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

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

REVINTY ELLIPTA
[FLUTICASONE
FUROATE,
VILANTEROL] (C -
-n/a-[n/a-n/a
n/a])

EU-EC-
10011815715

08/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Somnolence (n/a -
Recovered/Resolved

=)

Syncope (n/a -
Recovered/Resolved

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
n/a - [n/a - 1{DF} -
Intramuscular])

Not reported

EU-EC-
10011815805

08/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

Not reported

EU-EC-
10011815872

08/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

Peripheral swelling
(n/a - Not
Recovered/Not
Resolved - ),

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

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

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

- Intramuscular])

Not reported

EU-EC-
10011816072

08/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Hypomenorrhoea
(41d -
Recovered/Resolved
=)

Menstruation delayed
(1mo -
Recovered/Resolved

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

Not reported

EU-EC-
10011816077

08/03/2022

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/a])

Not reported

EU-EC-
10011816362

08/03/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

Not reported

EU-EC-
10011817604

08/03/2022

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

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

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

International
normalised ratio

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
n/a - [n/a - 1{DF} - n/a])

[PHENPROCOUM(
(C - Arteriovenous
malformation - Dc
not changed - )
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increased (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Pyrexia (n/a -
Recovered/Resolved

7

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

EU-EC-
10011817940

08/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Chills (n/a -
Unknown -),

Cough (n/a -
Unknown - ),

Fatigue (n/a -
Unknown - ),

Influenza (n/a -
Unknown - ),

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

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

Not reported

EU-EC-
10011818126

08/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17 |Not
Years |Specified

Female

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

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

Depressed level of
consciousness (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),

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

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

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

Not reported

EU-EC-
10011818213

08/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17 |Not
Years |Specified

Male

No

Head injury (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10011818214

08/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17 |Not
Years |Specified

Male

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

C-reactive protein
increased (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

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

Initial insomnia (n/a

Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

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

Myocarditis (137h -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

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

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

Viral infection (n/a -
Unknown -
Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10011818251

08/03/2022

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

Spontaneous

Healthcare
Professional

Non
European

Not available

12-17 |Not
Years |Specified

Female

Dehydration (n/a -
Unknown -
Caused/Prolonged

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -

Not reported
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Hospitalisation),

Headache (3d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Urinary tract
infection (n/a -
Unknown -
Caused/Prolonged
Hospitalisation)

Not applicable - [1d - n/a -
Intramuscular])

EU-EC-
10011818264

08/03/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Apathy (3d -
Unknown - ),

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

Fatigue (3d -
Unknown - ),

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

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

Not reported

EU-EC-
10011818285

08/03/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

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

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

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

Tachycardia (n/a -
Unknown -
Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10011818290

08/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Blood creatine
phosphokinase MB
increased (n/a -
Unknown - ),

Blood creatine
phosphokinase
increased (n/a -
Unknown - ),

C-reactive protein
increased (n/a -
Unknown -),

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

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

Myocarditis (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Troponin I increased
(n/a - Unknown - )

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

Not reported

EU-EC-
10011818347

08/03/2022

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

Yes

Abdominal pain
upper (n/a - Not
Recovered/Not
Resolved - Other

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

[LEVOTHYROXINE
LEVOTHYROXINE
SODIUM] (C - n/a
n/a-[n/fa-n/a-
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Medically Important
Condition),

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

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

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

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

n/a),

[LIOTHYRONINE]
n/a-nf/a-[n/a-
- n/a)),

[SERTRALINE,
SERTRALINE
HYDROCHLORIDE
- Depression - n/e
[n/a - n/a - n/a])

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

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

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

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

PROTEIN, HUMAN
PAPILLOMAVIRUS TYPE 18 L1
PROTEIN,
MONOPHOSPHORYL LIPID A,
HUMAN PAPILLOMAVIRUS
TYPE 16 L1 PROTEIN
ADIUVANTED BY AS04
ADSORBED ON ALUMINIUM
HYDROXIDE, HYDRATED
PRODUCED ON
BACULOVIRUS HI-5 RIX4446
CELLS, TRICHOPLUSIA NL.
DERIVED, HUMAN
PAPILLOMAVIRUS TYPE 18 L1
PROTEIN ADJUVANTED BY
AS04 ADSORBED ON
ALUMINIUM HYDROXIDE,
HYDRATED PRODUCED ON
BACULOVIRUS HI-5 RIX4446
CELLS, TRICHOPLUSIA NI
DERIVED, ALGELDRATE] (S -

Condition)
EU-EC- 08/03/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Hernia (5min - COMIRNATY [TOZINAMERAN] |Not reported
10011818374 Professional |European Years |Specified Recovered/Resolved |(S - COVID-19 immunisation -
Economic - Caused/Prolonged |Not applicable - [1d - n/a -
Area Hospitalisation) Intramuscular])
EU-EC- 08/03/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Dizziness (3mo - COMIRNATY [TOZINAMERAN] |Not reported
10011818901 Healthcare |Economic Years |Specified Recovered/Resolved |(S - COVID-19 immunisation -
Professional |Area - Disabling), Not applicable - [n/a - n/a -
n/aj)
Loss of personal
independence in
daily activities (3mo
Recovered/Resolved
=)
Syncope (3mo -
Recovered/Resolved
- Disabling)
EU-EC- 08/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011819233 Professional |Economic Years Unknown - Other (S-nfa-n/a-[n/a-n/a-
Area Medically Important |Intramuscular])
Condition),
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 08/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Myocarditis (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011819343 Professional | Economic Years |Specified Recovered/Resolved (S -n/a-n/a-[n/a-n/a-
Area - Life Threatening, n/al)
Caused/Prolonged
Hospitalisation,
Other Medically
Important Condition)
EU-EC- 08/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Cerebral COMIRNATY [TOZINAMERAN] |Not reported
10011819834 Healthcare |Economic Years haemorrhage (n/a - |(S - Immunisation - n/a - [n/a
Professional |Area Not Recovered/Not |- 1{DF} - n/a])
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 08/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Myocarditis (2d - COMIRNATY [TOZINAMERAN] |Not reported
10011819860 Healthcare |Economic Years Recovered/Resolved |(S - Immunisation - n/a - [n/a
Professional |Area - Caused/Prolonged |- 3{DF} - n/a])
Hospitalisation)
EU-EC- 08/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Headache (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011820139 Healthcare |Economic Years Recovered/Resolved |(S - n/a - Not applicable -
Professional |Area - Caused/Prolonged |[n/a - n/a - n/a])
Hospitalisation)
EU-EC- 08/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011820157 Professional |Economic Years Unknown - Other (S-nfa-n/a-[nfa-n/a-
Area Medically Important | Intramuscular])
Condition),
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 08/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Bradyphrenia (n/a - |COMIRNATY [TOZINAMERAN] |Not reported
10011820619 Healthcare |Economic Years Unknown - ), (S-nfa-n/a-[1d-n/a-
Professional |Area Intramuscular])
Confusional state
(n/a - Unknown - ),
Somnolence (n/a -
Unknown - )
EU-EC- 08/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Petechiae (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011820946 Professional | Economic Years Unknown - ) (S - COVID-19 immunisation -
Area n/a - [n/a - 1{DF} - n/a])
EU-EC- 08/03/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Headache (n/a - Not |CERVARIX SUSPENSION FOR |Not reported
10011821047 Healthcare |Economic Years |Specified Recovered/Not INJECTION [HUMAN
Professional |Area Resolved - ), PAPILLOMAVIRUS TYPE 16 L1
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Immunisation - n/a - [n/a -
n/a - n/aj),
COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [n/a - 1{DF}
- n/a])
EU-EC- 08/03/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Amenorrhoea (n/a - |CERVARIX SUSPENSION FOR |Not reported
10011821074 Healthcare |Economic Years |Specified Not Recovered/Not | INJECTION [HUMAN
Professional |Area Resolved - ) PAPILLOMAVIRUS TYPE 16 L1
PROTEIN, HUMAN
PAPILLOMAVIRUS TYPE 18 L1
PROTEIN,
MONOPHOSPHORYL LIPID A,
HUMAN PAPILLOMAVIRUS
TYPE 16 L1 PROTEIN
ADJUVANTED BY AS04
ADSORBED ON ALUMINIUM
HYDROXIDE, HYDRATED
PRODUCED ON
BACULOVIRUS HI-5 RIX4446
CELLS, TRICHOPLUSIA NI.
DERIVED, HUMAN
PAPILLOMAVIRUS TYPE 18 L1
PROTEIN ADJUVANTED BY
AS04 ADSORBED ON
ALUMINIUM HYDROXIDE,
HYDRATED PRODUCED ON
BACULOVIRUS HI-5 RIX4446
CELLS, TRICHOPLUSIA NI.
DERIVED, ALGELDRATE] (S -
Immunisation - n/a - [n/a -
n/a - n/al),
COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [n/a - 1{DF}
- n/al)
EU-EC- 08/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011821335 Professional |Economic Years Unknown - Other (S-nfa-n/a-[nfa-n/a-
Area Medically Important | Intramuscular])
Condition),
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 08/03/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Rash (n/a - Not COMIRNATY [TOZINAMERAN] |Not reported
10011821485 Healthcare |Economic Years |Specified Recovered/Not (S - COVID-19 immunisation -
Professional |Area Resolved - ), Not applicable - [n/a - n/a -
n/al)
Rash pruritic (n/a -
Not Recovered/Not
Resolved - ),
Urticaria (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 08/03/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chills (n/a - Not TOZINAMERAN Not reported
10011821746 Professional |European Years |Specified Recovered/Not [TOZINAMERAN] (S - COVID-
Economic Resolved - ), 19 immunisation - Not
Area applicable - [n/a - n/a - n/a])
Pyrexia (n/a - Not
Recovered/Not
Resolved - ),
Tremor (n/a - Not
Recovered/Not
Resolved - ),
Vertigo (n/a - Not
Recovered/Not
Resolved - ),
Vestibular neuronitis
(n/a-
Recovering/Resolving
- Disabling, Other
Medically Important
Condition)
EU-EC- 08/03/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Migraine (n/a - Not | TOZINAMERAN [ETHINYLESTRAC
10011821747 Professional |European Years |Specified Recovered/Not [TOZINAMERAN] (S - COVID- |NORGESTIMATE]
Economic Resolved - Disabling, |19 immunisation - Not Oral contraceptior
Area Other Medically applicable - [n/a - n/a - n/a-[n/a-n/a-
Important Condition) |Intramuscular]) Oral])
EU-EC- 08/03/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Diarrhoea (n/a - TOZINAMERAN Not reported
10011821771 Professional |European Years |Specified Unknown - [TOZINAMERAN] (S - COVID-
Economic Caused/Prolonged 19 immunisation - Not
Area Hospitalisation, applicable - [n/a - .3mL -
Other Medically n/a])
Important
Condition),
Inappropriate
schedule of product
administration (n/a -
Unknown - ),
Nausea (n/a -
Unknown -
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),
Vomiting (n/a -
Unknown -
Caused/Prolonged
Hospitalisation,
Other Medically
Important Condition)
EU-EC- 08/03/2022 | Spontaneous |Non Non Not available 12-17 |Not Male No Aldolase increased | TOZINAMERAN [INSULIN ASPART
10011821839 Healthcare |European Years |Specified (n/a - Unknown - [TOZINAMERAN] (S - COVID- |- Type 1 diabetes
Professional | Economic Caused/Prolonged 19 immunisation - Not mellitus - n/a - [n
Area Hospitalisation), applicable - [n/a - n/a - n/a - n/al),
Intramuscular])
Arthropathy (n/a - [SALBUTAMOL,
Recovering/Resolving SALBUTAMOL
https://dap.ema.europa.eu/analytics/saw.dlI?Go 26/66
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- Caused/ﬁrolonged -
Hospitalisation),

Blood creatine
phosphokinase
decreased (n/a -
Unknown -),

Blood fibrinogen
increased (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),

Blood magnesium
decreased (n/a -
Unknown - ),

Blood phosphorus
increased (n/a -
Unknown -),

Blood test abnormal
(n/a - Unknown - ),

C-reactive protein
increased (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Cardiac disorder (n/a

Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Chest X-ray
abnormal (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),

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

Fibrin D dimer
increased (n/a -
Unknown - ),

Hepatic function
abnormal (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),

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

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

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

Muscle disorder (n/a

Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

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

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

Pulmonary oedema
(n/a - Unknown -
Caused/Prolonged
Hospitalisation),

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

Red blood cell
sedimentation rate
increased (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),

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

Serum ferritin
increased (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

SULFATE] (C -
Asthma - n/a - [n,
n/a - n/a])
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Still's disease (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Troponin I increased
(n/a - Unknown - )

EU-EC-
10011821902

08/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

Reaction to excipient
(n/a - Unknown -
Other Medically
Important Condition)

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

Not reported

EU-EC-
10011821937

08/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

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

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

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

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

NOT AVAILABLE (
n/a-n/a-[n/a-
- n/al),

[FLUTICASONE
PROPIONATE] (C
n/a-n/a-[n/a-
- n/al),

[IPRATROPIUM
BROMIDE] (C - ny
n/a-[n/a-n/a-
n/al),

[SALBUTAMOL,
SALBUTAMOL
SULFATE] (C - n/z
n/a-[n/a-n/a-

n/al)

EU-EC-
10011821955

08/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

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

- n/a])

Not reported

EU-EC-
10011822123

08/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Dizziness (n/a -
Recovered/Resolved
=)

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

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

Not reported

EU-EC-
10011822124

08/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Multiple injuries (n/a
- Unknown -),

Road traffic accident
(5min -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10011822149

08/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

Not reported

EU-EC-
10011822152

08/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

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

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

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

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

Not reported

EU-EC-
10011822163

08/03/2022

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

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

Cough (190h -
Recovered/Resolved

=)

Pyrexia (74h -
Recovered/Resolved

»

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

Not reported
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Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 08/03/2022 |Spontaneous |Non Non Not available 12-17 |Not Female |No Asymptomatic COMIRNATY [TOZINAMERAN] |Not reported
10011822177 Healthcare |European Years |Specified COVID-19 (n/a - (S - COVID-19 immunisation -
Professional |Economic Unknown - Other Not applicable - [n/a - n/a -
Area Medically Important |n/a])
Condition),
Drug ineffective (n/a
- Unknown - Other
Medically Important
Condition)
EU-EC- 08/03/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Disorientation (n/a - |COMIRNATY [TOZINAMERAN] |Not reported
10011822182 Professional |European Years |Specified Unknown - (S - COVID-19 immunisation -
Economic Caused/Prolonged Not applicable - [1d - n/a -
Area Hospitalisation), Intramuscular])
Gait inability (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),
Headache (136h -
Recovered/Resolved
=)
Pyrexia (7d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Speech disorder (n/a
- Unknown -),
Vaccination site pain
(64h -
Recovered/Resolved
EU-EC- 08/03/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Brain contusion COMIRNATY [TOZINAMERAN] |Not reported
10011822188 Professional |European Years |Specified (5min - (S - COVID-19 immunisation -
Economic Recovered/Resolved |Not applicable - [1d - n/a -
Area - Caused/Prolonged |Intramuscular])
Hospitalisation,
Other Medically
Important Condition)
EU-EC- 08/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Insomnia (n/a - Not |COMIRNATY [TOZINAMERAN] |Not reported
10011822355 Healthcare |Economic Years Recovered/Not (S-nfa-n/a-[nfa-n/a-
Professional |Area Resolved - ), n/al)
Muscle spasms (n/a -
Not Recovered/Not
Resolved - ),
Neurological
symptom (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 08/03/2022 |Spontaneous |Healthcare |Non Yalcinkaya, R.. A Case of Multisystem 12-17 |Not Male No Multisystem TOZINAMERAN Not reported
10011823425 Professional |European |Inflammatory Syndrome in a 12-Year- |Years |Specified inflammatory [TOZINAMERAN] (S - COVID-
Economic |old Male After COVID-19 mRNA syndrome (n/a - 19 immunisation - Not
Area Vaccine.. Pediatric Infectious Disease Unknown - Other applicable - [n/a - n/a - n/a])
Journal.. 2022;41(3):e87-e89. Medically Important
doi:10.1097/INF.0000000000003432 Condition)
EU-EC- 08/03/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Polymenorrhoea (n/a |COMIRNATY [TOZINAMERAN] |Not reported
10011823690 Healthcare |Economic Years |Specified - Not Recovered/Not |(S - COVID-19 immunisation -
Professional |Area Resolved -) Not applicable - [n/a - 1{DF}
- n/a])
EU-EC- 08/03/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Serum ferritin CERVARIX SUSPENSION FOR |Not reported
10011823757 Healthcare |Economic Years |Specified decreased (n/a - Not |INJECTION [HUMAN
Professional |Area Recovered/Not PAPILLOMAVIRUS TYPE 16 L1
Resolved - ) PROTEIN, HUMAN
PAPILLOMAVIRUS TYPE 18 L1
PROTEIN,
MONOPHOSPHORYL LIPID A,
HUMAN PAPILLOMAVIRUS
TYPE 16 L1 PROTEIN
ADJUVANTED BY AS04
ADSORBED ON ALUMINIUM
HYDROXIDE, HYDRATED
PRODUCED ON
BACULOVIRUS HI-5 RIX4446
CELLS, TRICHOPLUSIA NI.
DERIVED, HUMAN
PAPILLOMAVIRUS TYPE 18 L1
PROTEIN ADJUVANTED BY
AS04 ADSORBED ON
ALUMINIUM HYDROXIDE,
HYDRATED PRODUCED ON
BACULOVIRUS HI-5 RIX4446
CELLS, TRICHOPLUSIA NI.
DERIVED, ALGELDRATE] (S -
Immunisation - n/a - [n/a -
n/a - n/al),
COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [n/a - 1{DF}
- n/a])
EU-EC- 08/03/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male Yes Guttate psoriasis COMIRNATY [TOZINAMERAN] |Not reported
10011823902 Professional |European Years |Specified (n/a - Not (S - COVID-19 immunisation -
Economic Recovered/Not Not applicable - [1d - n/a -
Area Resolved - Other n/al)
Medically Important
Condition),
Rash macular (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 08/03/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No COVID-19 (7d - COMIRNATY [TOZINAMERAN] |Not reported
10011823911 Professional |European Years | Specified Recovered/Resolved |(S - COVID-19 immunisation -
Economic - Other Medically Not applicable - [1d - n/a -
Area Important Intramuscular])
Condition),
Vaccination failure
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(7d -
Recovered/Resolved
- Other Medically
Important Condition)

EU-EC-
10011823919

08/03/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

Not reported

EU-EC-
10011823938

08/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Yes

Cyanosis (n/a -
Unknown - Life
Threatening, Other
Medically Important
Condition),

Hypersensitivity (0d -
Recovered/Resolved
- Life Threatening,
Other Medically
Important
Condition),

Lip swelling (n/a -
Unknown - Life
Threatening, Other
Medically Important
Condition),

Pharyngeal swelling
(n/a - Unknown -
Life Threatening,
Other Medically
Important
Condition),

Throat tightness (n/a
- Unknown - Life
Threatening, Other
Medically Important
Condition)

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

Not reported

EU-EC-
10011823953

08/03/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Confusional state (0d
Recovered/Resolved
- Other Medically
Important
Condition),

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

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

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

Loss of personal
independence in
daily activities (n/a -
Unknown - Other
Medically Important
Condition),

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

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

Not reported

EU-EC-
10011823955

08/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Injury (n/a -
Unknown - ),

Road traffic accident
(5min -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10011823985

08/03/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

Alopecia (n/a -
Recovering/Resolving

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

Not reported

EU-EC-
10011823997

08/03/2022

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

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

Dyspnoea (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Mucosal disorder
(n/a-
Recovered/Resolved
=)

Pruritus (n/a -
Recovered/Resolved
- Caused/Prolonged

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

[EPINEPHRINE] (1
n/a-nfa-[n/a-
- Intramuscular]),

[EPINEPHRINE] (1
n/a-n/a-[n/a-

- n/al),

[FAMOTIDINE] (C
n/a-n/a-[n/a-
- n/al),

[PREDNISONE] (C
n/a-n/a-[n/a-
- n/al),

[SERTRALINE,
SERTRALINE
HYDROCHLORIDE
-n/a-nfa-[n/a
25mg - n/a])
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Hospitalisation,
Other Medically
Important
Condition),

Rash (n/a -
Recovered/Resolved

7

Respiration abnormal
(n/a-
Recovered/Resolved
=)

Respiratory disorder
(n/a-
Recovered/Resolved
=)

Skin disorder (n/a -
Recovered/Resolved

)
Throat tightness (n/a

Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Urticaria (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Vaccination site
urticaria (n/a -
Recovered/Resolved

EU-EC-
10011824541

08/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

Juvenile idiopathic
arthritis (n/a -
Unknown -
Caused/Prolonged
Hospitalisation,
Other Medically
Important Condition)

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

Not reported

EU-EC-
10011824593

08/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Atrial tachycardia
(n/a - Not
Recovered/Not
Resolved - ),

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

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
n/a-[1d - 1{DF} -
Intramuscular])

Not reported

EU-EC-
10011824740

08/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

Immunisation
reaction (n/a -
Recovering/Resolving

=)

Oral herpes (n/a -
Not Recovered/Not
Resolved - )

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Drug withdrawn - [1d - 1{DF}
- Intramuscular])

Not reported

EU-EC-
10011824773

08/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Headache (n/a -
Unknown - ),

Nausea (n/a -
Recovering/Resolving
=)

Vomiting (n/a -
Recovering/Resolving

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

Not reported

EU-EC-
10011825468

08/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

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

Not reported

EU-EC-
10011825639

08/03/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Headache (n/a -
Unknown - ),

Loss of
consciousness (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),

Vomiting (n/a -
Unknown - )

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

Not reported

EU-EC-
10011825954

08/03/2022

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

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

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

EU-EC-
10011826017

08/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

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

Not reported

EU-EC-
10011826125

08/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

Arthritis (n/a -
Unknown - ),

Periarthritis (n/a -
Unknown - )

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

Not reported

EU-EC-
10011826425

08/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Myocarditis (12d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)

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

[METHYLPHENID/
HYDROCHLORIDE
-n/a-nfa-[n/a
36mg - Oral])

EU-EC-
10011826527

08/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Dengue fever (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),

Pyrexia (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10011827016

08/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Lymphadenopathy
(12d -

Recovered/Resolved

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Drug withdrawn - [1d - n/a -
Intramuscular])

Not reported

EU-EC-
10011827346

08/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

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

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

Not reported

EU-EC-
10011827466

08/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

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

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

Not reported

EU-EC-
10011827585

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

08/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

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

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

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

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

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

Not reported
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Resolved - ),

Sensory disturbance
(n/a - Not
Recovered/Not
Resolved - )

EU-EC-
10011827676

08/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

Not reported

EU-EC-
10011802788

07/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Syncope (1min -
Recovered/Resolved
- Other Medically
Important Condition)

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

Not reported

EU-EC-
10011802831

07/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [n/a - .3mL -
Intramuscular])

Not reported

EU-EC-
10011802843

07/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

Not reported

EU-EC-
10011803033

07/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

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

Not reported

EU-EC-
10011803056

07/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Bell's palsy (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition),

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

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

Not reported

EU-EC-
10011803066

07/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

Vaccination site pain
(n/a-
Recovered/Resolved

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

Not reported

EU-EC-
10011803076

07/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

Not reported

EU-EC-
10011803079

07/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Chest pain (n/a -
Unknown - ),

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

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

Pain (n/a - Unknown

i

Palpitations (n/a -
Unknown -),

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

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

Not reported

EU-EC-
10011803406

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

07/03/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Depressed level of
consciousness (n/a -
Recovering/Resolving
- Life Threatening,
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Encephalitis (n/a -
Recovering/Resolving
- Life Threatening,
Caused/Prolonged

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

Not reported
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Hospitalisation,
Other Medically
Important Condition)

EU-EC-
10011803437

07/03/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

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

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

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

Not reported

EU-EC-
10011803491

07/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

Tachycardia (n/a -
Unknown -
Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10011804666

07/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Malaise (n/a -
Unknown - ),

Urticaria (4d -
Recovered/Resolved

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

Not reported

EU-EC-
10011804672

07/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Menstrual disorder
(n/a - Unknown - ),

Polymenorrhoea (n/a
- Unknown - )

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

Not reported

EU-EC-
10011804674

07/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

Tonsillar hypertrophy
(n/a - Not
Recovered/Not
Resolved - )

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

Not reported

EU-EC-
10011804812

07/03/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

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

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

[METHYLPHENID/
(C-nfa-n/a-[n
n/a - n/a])

EU-EC-
10011804913

07/03/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Yes

Body temperature
increased (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Feeling hot (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),

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

Heart rate increased
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10011804951

07/03/2022

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

Spontaneous

Non
Healthcare

Non
European

Not available

12-17
Years

Not
Specified

Male

Chest pain (n/a -
Recovered/Resolved

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -

Not reported
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- Other Medically
Important Condition)

Not applicable - [1d - n/a -
n/a])

EU-EC-
10011804980

07/03/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Body temperature
increased (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Heart rate increased
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

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

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

Not reported

EU-EC-
10011804986

07/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Yes

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

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [1d - .3mL -
n/aj)

Not reported

EU-EC-
10011805000

07/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Generalised tonic-
clonic seizure (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),

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

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

Not reported

EU-EC-
10011805018

07/03/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

Arthralgia (n/a -
Unknown -),

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

Dizziness (n/a -
Unknown - ),

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

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

Headache (n/a -
Unknown -),

Hypoaesthesia (n/a -
Unknown - ),

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

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

Movement disorder
(n/a - Unknown - ),

Musculoskeletal
stiffness (n/a -
Unknown - ),

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

Neck pain (n/a -
Unknown - ),

Pyrexia (n/a -
Unknown - ),

Vomiting (n/a -
Unknown - )

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

Not reported

EU-EC-
10011805046

07/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

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

Not available

12-17
Years

Not
Specified

Female

Yes

Anal incontinence
(n/a - Unknown -
Caused/Prolonged
Hospitalisation),

Back pain (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),

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

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

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [1d - .3mL -
n/a)

Not reported
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Gait disturbance (n/a
- Unknown -
Caused/Prolonged
Hospitalisation),

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

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

EU-EC-
10011805058

07/03/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Yes

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

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

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

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

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

Not reported

EU-EC-
10011805070

07/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Cough (n/a -
Recovered/Resolved

)

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

Upper respiratory
tract inflammation
(n/a-

Recovering/Resolving

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

Not reported

EU-EC-
10011805251

07/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Headache (n/a -
Recovering/Resolving
=)

Malaise (n/a -
Recovering/Resolving

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

Not reported

EU-EC-
10011805491

07/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Administration site
pain (n/a -
Recovering/Resolving

i

Axillary pain (n/a -
Recovering/Resolving

»

Chest pain (n/a -
Recovering/Resolving

=)

Chills (n/a -
Recovering/Resolving
=)

Headache (n/a -
Recovering/Resolving

»

Pyrexia (n/a -
Recovering/Resolving

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
n/a - [n/a - 1{DF} - n/a])

Not reported

EU-EC-
10011805649

07/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Myalgia (2d -
Recovered/Resolved

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

Not reported

EU-EC-
10011805689

07/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Headache (0d -
Recovering/Resolving
=)

Injection site pain
(0d -
Recovering/Resolving

)

Malaise (0d -
Recovering/Resolving

»

Pyrexia (0d -
Recovered/Resolved

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

Not reported

EU-EC-
10011805720

07/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

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

- n/a-n/a])

Not reported

EU-EC-
10011805856

07/03/2022

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

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

Arrhythmia (n/a -
Recovered/Resolved
- Other Medically

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
n/a - [n/a - 1{DF} - n/a])

Not reported
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Important
Condition),

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

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

Chronic fatigue
syndrome (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

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

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

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

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

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

Loss of
consciousness (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Loss of personal
independence in
daily activities (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition),

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

Poor quality sleep
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

Syncope (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)

EU-EC-
10011806135

07/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Menstrual disorder
(n/a-
Recovering/Resolving

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

Not reported

EU-EC-
10011806499

07/03/2022

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

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Anxiety (n/a -
Unknown -
Disabling),

Asthenia (n/a -
Unknown -
Disabling),

Ear pain (n/a -
Unknown -
Disabling),

Epistaxis (n/a -
Unknown -
Disabling),

Headache (n/a -
Unknown -
Disabling),

Hypoaesthesia (n/a -
Unknown -
Disabling),

Oropharyngeal pain
(n/a - Unknown -
Disabling),

Pyrexia (n/a -
Unknown -
Disabling),

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

Not reported
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Vertigo (n/a -
Unknown -
Disabling)

EU-EC-
10011807517

07/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Fatigue (14d -
Recovered/Resolved

=)

Headache (14d -
Recovered/Resolved

)
Injection site pain

(2d-
Recovered/Resolved

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

- n/a-n/a])

Not reported

EU-EC-
10011807555

07/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Fatigue (1d -
Recovered/Resolved

)

Injection site pain

Recovered/Resolved

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

- n/a-n/a])

Not reported

EU-EC-
10011808087

07/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

- n/a])

Not reported

EU-EC-
10011808227

07/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

Myopericarditis (5Smo
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

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

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

Not reported

EU-EC-
10011808443

07/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Paraesthesia (n/a -

Recovered/Resolved
- Caused/Prolonged
Hospitalisation)

COMIRNATY [TOZINAMERAN]
(S - Immunisation - n/a - [n/a
- I{DF} - n/a])

Not reported

EU-EC-
10011808473

07/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Arrhythmia (6d -
Recovered/Resolved

»

Tachycardia (6d -
Recovered/Resolved

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

Not reported

EU-EC-
10011808835

07/03/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

COVID-19 (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

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

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

Not reported

EU-EC-
10011809314

07/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Bell's palsy (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),

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

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

Not reported

EU-EC-
10011809419

07/03/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

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

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

Not reported

EU-EC- 07/03/2022

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

Spontaneous

Non

European

Not available

12-17

Male

No

Abdominal pain

COMIRNATY [TOZINAMERAN]

Not reported
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10011809450

Healthcare
Professional

Economic
Area

Run Line Listing Report

Years

Specified

upper (n/a -
Recovering/Resolving

»

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

Lymphadenopathy
(n/a-
Recovering/Resolving

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

EU-EC-
10011809725

07/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
n/a - [n/a - 1{DF} -
Intramuscular])

Not reported

EU-EC-
10011810051

07/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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

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

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

Fatigue (n/a -
Unknown - ),

Feeling cold (n/a -
Unknown - ),

Glassy eyes (n/a -
Unknown - ),

Headache (n/a -
Unknown - ),

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

Myalgia (n/a -
Unknown - ),

Pain (n/a - Unknown

7

Peripheral vascular
disorder (n/a -
Recovered/Resolved

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

Not reported

EU-EC-
10011810199

07/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Pulmonary embolism
(n/a - Not
Recovered/Not
Resolved - Life
Threatening,
Caused/Prolonged
Hospitalisation),

Venous thrombosis
limb (n/a - Not
Recovered/Not
Resolved - Life
Threatening,
Caused/Prolonged
Hospitalisation)

COMIRNATY [TOZINAMERAN]
(S - Immunisation - n/a - [n/a
- 2{DF} - n/a])

Not reported

EU-EC-
10011810331

07/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Not
Specified

No

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

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

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

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

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

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

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

Not reported

EU-EC-
10011810470

07/03/2022

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

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Dyspnoea (2d -
Recovered/Resolved

7

Epileptic aura (2d -
Recovered/Resolved
=)

Hallucination (2d -
Recovered/Resolved

»

Pain of skin (2d -
Recovered/Resolved
=)

Paraesthesia (2d -
Recovered/Resolved

»

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

- Intramuscular])

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

Pyrexia (2d -
Recovered/Resolved
EU-EC- 07/03/2022 | Spontaneous |Non European |Not available 12-17 |Child Female |No Tremor (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011811084 Healthcare |Economic Years Unknown -) (S-nfa-n/a-[43d-n/a-
Professional |Area Intramuscular])
EU-EC- 07/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Chest pain (n/a - Not |COMIRNATY [TOZINAMERAN] |Not reported
10011811280 Healthcare |Economic Years Recovered/Not (S - COVID-19 immunisation -
Professional |Area Resolved - Other Not applicable - [n/a - 1{DF}
Medically Important |- Intramuscular])
Condition)
EU-EC- 07/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Cataplexy (n/a - Not |COMIRNATY [TOZINAMERAN] |Not reported
10011811354 Healthcare |Economic Years Recovered/Not (S - COVID-19 immunisation -
Professional |Area Resolved - Other Not applicable - [1d - 30ug -
Medically Important |Intramuscular])
Condition),
Narcolepsy (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 07/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Angioedema (n/a - |COMIRNATY [TOZINAMERAN] |Not reported
10011811615 Professional |Economic Years Recovering/Resolving | (S - COVID-19 immunisation -
Area - Not applicable - [1d - 1{DF} -
Intramuscular])
EU-EC- 07/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Acne (n/a - Not COMIRNATY [TOZINAMERAN] |Not reported
10011811683 Healthcare |Economic Years Recovered/Not (S - COVID-19 immunisation -
Professional |Area Resolved - ), Not applicable - [1d - 1{DF} -
Intramuscular])
Menstrual disorder
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 07/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Syncope (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011811775 Professional |Economic Years |Specified Recovered/Resolved | (S - COVID-19 immunisation -
Area - Not applicable - [1d - n/a -
Intramuscular])
EU-EC- 07/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Chest pain (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011811904 Healthcare |Economic Years Recovering/Resolving | (S - COVID-19 immunisation -
Professional |Area =), n/a-[1d - 1{DF} -
Intradermal])
Dyspnoea (n/a -
Recovering/Resolving
=)
Immunisation
reaction (n/a -
Recovering/Resolving
=)
Vertigo (n/a -
Recovering/Resolving
EU-EC- 07/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Menstrual disorder | COMIRNATY [TOZINAMERAN] |Not reported
10011811911 Professional |Economic Years (3wk - (S - COVID-19 immunisation -
Area Recovered/Resolved |n/a - [1d - 1{DF} -
- Intramuscular])
EU-EC- 07/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Lymphadenopathy COMIRNATY 30 Not reported
10011812055 Healthcare |Economic Years (3d - Not MICROGRAMS/DOSE
Professional |Area Recovered/Not DISPERSION FOR INJECTION
Resolved - ) COVID-19 MRNA VACCINE
(NUCLEOSIDE MODIFIED)
[TOZINAMERAN] (S -
Immunisation - Not applicable
-[n/a-.3mL-
Intramuscular])
EU-EC- 07/03/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Asthenia (n/a - Not |COMIRNATY [TOZINAMERAN] |Not reported
10011812269 Healthcare |Economic Years |Specified Recovered/Not (S - COVID-19 immunisation -
Professional |Area Resolved - ), Not applicable - [1d - n/a -
n/a])
Dyspnoea (n/a - Not
Recovered/Not
Resolved - ),
Syncope (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 07/03/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Abdominal pain (n/a |COMIRNATY [TOZINAMERAN] |Not reported
10011812284 Professional |European Years |Specified - (S - COVID-19 immunisation -
Economic Recovering/Resolving |Not applicable - [1d - n/a -
Area - Caused/Prolonged |Intramuscular])
Hospitalisation,
Other Medically
Important
Condition),
Coeliac artery
stenosis (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Conjunctivitis (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),
Coronary artery
dilatation (n/a -
Recovering/Resolving
=)
Hepatitis (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Iridocyclitis (n/a -
Recovering/Resolving
- Other Medically
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Important
Condition),

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

Palmar-plantar
erythrodysaesthesia
syndrome (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

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

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

EU-EC-
10011812323

07/03/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Asthenia (n/a -
Unknown - ),

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

Loss of
consciousness (0d -
Recovered/Resolved
- Other Medically
Important Condition)

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

Not reported

EU-EC-
10011812342

07/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Blister (n/a -
Recovering/Resolving
=l

Localised infection
(n/a -
Recovering/Resolving

i

Skin mass (n/a -
Recovering/Resolving

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

Not reported

EU-EC-
10011812369

07/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

Electrocardiogram ST
segment elevation
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

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

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

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

Not reported

EU-EC-
10011812375

07/03/2022

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

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

Influenza like illness
(n/a-
Recovering/Resolving
- Other Medically
Important
Condition),

Ligament sprain (n/a

Recovering/Resolving
- Other Medically
Important
Condition),

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

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

Not reported
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Osteomyelitis (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),

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

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

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

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

EU-EC-
10011812384

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

07/03/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

Alopecia (n/a -
Unknown -
Disabling),

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

Back pain (n/a -
Unknown -
Disabling),

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

Chills (n/a -
Unknown -
Disabling),

Disturbance in
attention (n/a - Not
Recovered/Not
Resolved -
Disabling),

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

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

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

Feeling abnormal
(n/a - Unknown -
Disabling),

Feeling of body
temperature change
(n/a - Not
Recovered/Not
Resolved -
Disabling),

Fluid retention (n/a -
Unknown -
Disabling),

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

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

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

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

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

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

Not reported
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Malaise (n/a -
Unknown -
Disabling),

Memory impairment
(n/a - Unknown -
Disabling),

Muscle spasms (n/a -
Unknown -

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

Not Recovered/Not
Resolved -
Disabling),

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

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

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

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

Throat tightness (n/a
- Not Recovered/Not
Resolved -
Disabling),

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

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

Vision blurred (n/a -
Not Recovered/Not
Resolved -
Disabling),

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

Weight decreased
(n/a - Unknown -
Disabling),

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

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

Hospitalisation),

Diarrhoea (n/a -
Fatal - Results in
Death,
Caused/Prolonged
Hospitalisation),

Headache (n/a -
Fatal - Results in
Death,
Caused/Prolonged
Hospitalisation),

Vomiting (n/a - Fatal
- Results in Death,

EU-EC- 07/03/2022 | Spontaneous |Non Non Not available 12-17 |Not Male No Immunisation (n/a - |TOZINAMERAN Not reported
10011812773 Healthcare |European Years |Specified Unknown - Other [TOZINAMERAN] (S - COVID-
Professional |Economic Medically Important |19 immunisation - Not
Area Condition), applicable - [n/a - n/a - n/a])
Myocarditis (n/a -
Unknown - Other
Medically Important
Condition),
Off label use (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 07/03/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Dehydration (n/a- |COMIRNATY [TOZINAMERAN] |Not reported
10011812778 Professional |European Years |Specified Fatal - Results in (S - COVID-19 immunisation -
Economic Death, Not applicable - [1d - n/a -
Area Caused/Prolonged Intramuscular])
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Caused/Prolonged
Hospitalisation)

EU-EC-
10011813060

07/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17 |Not
Years |Specified

Female |No

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

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

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

Rash (n/a - Unknown

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

Not reported

EU-EC-
10011813435

07/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17 |Not
Years |Specified

Female |No

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

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

Menstruation delayed
(n/a - Unknown - )

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

IRON [IRON] (C -
-nfa-),

[ESCITALOPRAM]
Depression - n/a -
[/a - n/a - n/a)),

[VITAMIN D] (C -
-nfa-)

EU-EC-
10011813458

07/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17 |Not Female |No

Years |Specified

Arthralgia (3d -
Recovered/Resolved

=)

Diarrhoea (3d -
Recovered/Resolved

-

Fatigue (3d -
Recovered/Resolved

»

Headache (3d -
Recovered/Resolved

i

Malaise (3d -
Recovered/Resolved

»

Pyrexia (3d -
Recovered/Resolved

i

Vomiting (3d -
Recovered/Resolved

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

Not reported

EU-EC-
10011814578

07/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17 |Adolescent |[Female |No

Years

Pityriasis lichenoides
et varioliformis acuta
(n/a-
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Drug withdrawn - [1d - .3mL -
Intramuscular])

Not reported

EU-EC-
10011815007

07/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17 |Not Male No
Years |Specified

Diarrhoea
haemorrhagic (n/a -
Recovering/Resolving
- Life Threatening,
Caused/Prolonged
Hospitalisation),

Gastrointestinal
haemorrhage (n/a -
Recovering/Resolving
- Life Threatening,
Caused/Prolonged
Hospitalisation),

Shock haemorrhagic
(n/a-
Recovering/Resolving
- Life Threatening,
Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10011815024

07/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17 |Not
Years |Specified

Female |No

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

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

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

Not reported

EU-EC-
10011801602

06/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17 |Not Male No
Years |Specified

Axillary pain (n/a -
Recovering/Resolving
=)

Febrile convulsion
(n/a-
Recovering/Resolving

a

Syncope (n/a -
Recovering/Resolving
=)

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

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [n/a - 30ug -
Intramuscular])

Not reported

EU-EC-
10011801959

06/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17 |Not
Years |Specified

Female |No

Chest discomfort (1d

Recovered/Resolved

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

Not reported

EU-EC-
10011802250

06/03/2022

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

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent |Female |No

Chills (3d -
Recovered/Resolved

)

Fatigue (3d -
Recovered/Resolved

COMIRNATY 30
MICROGRAMS/DOSE
DISPERSION FOR INJECTION
COVID-19 MRNA VACCINE
(NUCLEOSIDE MODIFIED)
[TOZINAMERAN] (S -

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

=) Immunisation - Not applicable
-[n/a-.3mL-
Headache (2d - Intramuscular])
Recovered/Resolved
=)
Pyrexia (0d -
Recovered/Resolved
EU-EC- 06/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011802596 Professional |Economic Years Unknown - Other (S-nfa-nf/a-[n/a-n/a-
Area Medically Important | Intramuscular])
Condition),
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 05/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Chest pain (n/a - Not |COMIRNATY [TOZINAMERAN] |Not reported
10011799076 Healthcare |Economic Years Recovered/Not (S - Immunisation - n/a - [n/a
Professional |Area Resolved - ), - 1{DF} - n/a]),
Dizziness (3d - COMIRNATY [TOZINAMERAN]
Recovered/Resolved |(S - Immunisation - n/a - [n/a
- - 2{DF} - n/a])
EU-EC- 05/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Syncope (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011799777 Professional |Economic Years |Specified Unknown - Other (S-nfa-n/a-[n/a-n/a-
Area Medically Important | Intramuscular])
Condition)
EU-EC- 05/03/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Myalgia (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011799800 Healthcare |Economic Years |Specified Recovered/Resolved |(S - COVID-19 immunisation -
Professional |Area -) Unknown - [n/a - 1{DF} -
Intramuscular])
EU-EC- 05/03/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Polymenorrhoea (n/a |COMIRNATY [TOZINAMERAN] |Not reported
10011801191 Healthcare |Economic Years |Specified - Not Recovered/Not |(S - COVID-19 immunisation -
Professional |Area Resolved - ) Not applicable - [n/a - 1{DF}
- n/al)
EU-EC- 05/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Syncope (1min - COMIRNATY [TOZINAMERAN] |Not reported
10011801505 Professional | Economic Years Recovered/Resolved |(S - COVID-19 immunisation -
Area - Other Medically Unknown - [n/a - .3mL -
Important Intramuscular])
Condition),
Vomiting (n/a -
Recovered/Resolved
-)
EU-EC- 04/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Pericarditis (20d - COMIRNATY [TOZINAMERAN] |Not reported
10011786962 Professional |Economic Years |Specified Recovered/Resolved |(S - COVID-19 immunisation -
Area - Drug withdrawn - [n/a - n/a -
Intramuscular])
EU-EC- 04/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Pallor (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011786977 Professional |Economic Years |Specified Recovered/Resolved |(S - COVID-19 immunisation -
Area - Other Medically Not applicable - [n/a - .3mL -
Important Intramuscular])
Condition),
Presyncope (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),
Visual impairment
(n/a-
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 04/03/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Arthralgia (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011787187 Healthcare |Economic Years |Specified Recovering/Resolving |(S - COVID-19 immunisation -
Professional |Area - Caused/Prolonged |Not applicable - [n/a - 1{DF}
Hospitalisation), - Intramuscular])
Migraine (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 04/03/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Asthenopia (3d - COMIRNATY [TOZINAMERAN] |Not reported
10011787246 Healthcare |Economic Years |Specified Recovered/Resolved |(S - COVID-19 immunisation -
Professional |Area =) Not applicable - [n/a - 1{DF}
- Intramuscular])
Capillary fragility (3d
Recovered/Resolved
=)
Eye inflammation (3d
Recovered/Resolved
=)
Eye pain (3d -
Recovered/Resolved
=)
Headache (3d -
Recovered/Resolved
=)
Ocular hyperaemia
(3d-
Recovered/Resolved
-)
EU-EC- 04/03/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Myocarditis (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011787862 Professional |European Years |Specified Unknown - (S - COVID-19 immunisation -
Economic Caused/Prolonged Not applicable - [1d - n/a -
Area Hospitalisation, Intramuscular])
Other Medically
Important Condition)
EU-EC- 04/03/2022 | Spontaneous |Non Non Not available 12-17 |Not Female |No Erythema (n/a - Not |COMIRNATY [TOZINAMERAN] |Not reported
10011787869 Healthcare |European Years |Specified Recovered/Not (S - COVID-19 immunisation -
Professional |Economic Resolved - Other Not applicable - [n/a - n/a -
Area Medically Important |n/a])
Condition),
Limb discomfort (n/a
- Not Recovered/Not
Resolved - Other
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Medically Important
Condition),

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

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

EU-EC-
10011788479

04/03/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

Myalgia (2d -
Recovered/Resolved
- Other Medically
Important Condition)

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Unknown - [n/a - 1{DF} -
Unknown]),

SPIKEVAX [COVID-19 MRNA
VACCINE MODERNA (CX-
024414)] (S - Product used
for unknown indication -
Unknown - [n/a - 1{DF} -
Unknown])

Not reported

EU-EC-
10011788582

04/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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

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

Type 1 diabetes
mellitus (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

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

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

[NAPROXEN,
NAPROXEN SODII
(C - Arthritis reac
-n/a-)

EU-EC-
10011788706

04/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Arthralgia (4d -
Recovered/Resolved

=)
Pain in extremity (8d

Recovered/Resolved

»

Pain in extremity
(n/a - Unknown - )

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [n/a - .3mL -
Intramuscular])

Not reported

EU-EC-
10011788959

04/03/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

Musculoskeletal
stiffness (n/a -
Unknown - Other
Medically Important
Condition)

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

Not reported

EU-EC-
10011789243

04/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

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

Fatigue (n/a -
Unknown - ),

Hypokinesia (n/a -
Unknown - )

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

Not reported

EU-EC-
10011789250

04/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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

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

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

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

Quality of life
decreased (n/a - Not
Recovered/Not
Resolved - ),

Respiratory tract
infection (n/a - Not
Recovered/Not
Resolved - )

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

Not reported

https://dap.ema.europa.eu/analytics/saw.dll?Go
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EU-EC- 04/03/2022

10011789338

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

Run Line Listing Report

12-17 |Adolescent |Male No

Years

Cardiovascular
disorder (n/a - Not
Recovered/Not
Resolved - ),

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

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

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

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

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

Not reported

EU-EC-
10011789339

04/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent |Male No

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

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

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

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

COMIRNATY [TOZINAMERAN]
(S - Immunisation - n/a -
[22d - n/a - Intramuscular])

IBUPROFEN
[IBUPROFEN,
IBUPROFEN SODI
(C - Pyrexia - n/a
[n/a - 600mg - Ot

EU-EC-
10011789586

04/03/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

Years

12-17 |Not Male No
Specified

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

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

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

Not reported

EU-EC-
10011789647

04/03/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

Years

12-17 |Not
Specified

Female |No

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

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

Not reported

EU-EC-
10011790111

04/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

Years

12-17 |Adolescent |Female |No

Aphthous ulcer (4d -
Unknown -),

Aphthous ulcer (n/a -
Unknown -),

Vulval ulceration (4d
- Unknown -),

Vulvitis (4d -
Unknown -)

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

- n/a-n/a))

Not reported

EU-EC-
10011790139

04/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

Years

12-17 |Adolescent |[Female |No

Vomiting (n/a -
Unknown - )

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

Not reported

EU-EC-
10011790184

04/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

Years

12-17 |Adolescent |Male No

Dizziness (12d -
Recovered/Resolved

»

Headache (12d -
Recovered/Resolved

»

Influenza (12d -
Recovered/Resolved

»

Pyrexia (12d -
Recovered/Resolved

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

Not reported

EU-EC-
10011790246

04/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

Years

12-17 |Adolescent |Male No

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

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

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

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

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

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

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

Not reported

EU-EC-
10011790255

04/03/2022

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

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

Years

12-17 |Adolescent |Male No

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

Headache (n/a - Not
Recovered/Not

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

Not reported
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Resolved - ),

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

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

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

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

EU-EC-
10011790510

04/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Chills (3d -
Recovered/Resolved
- Disabling),

Fatigue (3d -
Recovered/Resolved
- Disabling),

Headache (3d -
Recovered/Resolved
- Disabling),

Injection site
reaction (3d -
Recovered/Resolved
- Disabling),

Malaise (3d -
Recovered/Resolved
- Disabling),

Myalgia (3d -
Recovered/Resolved
- Disabling),

Pyrexia (3d -
Recovered/Resolved
- Disabling)

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

Not reported

EU-EC-
10011790541

04/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Chills (3d -
Recovered/Resolved
- Disabling),

Fatigue (3d -
Recovered/Resolved
- Disabling),

Headache (3d -
Recovered/Resolved
- Disabling),

Injection site
reaction (3d -
Recovered/Resolved
- Disabling),

Malaise (3d -
Recovered/Resolved
- Disabling),

Myalgia (3d -
Recovered/Resolved
- Disabling),

Pyrexia (3d -
Recovered/Resolved
- Disabling)

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

Not reported

EU-EC-
10011790590

04/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Chest pain (1h -
Recovered/Resolved

=)

Dyspnoea exertional
(1h-
Recovered/Resolved

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

- n/al)

Not reported

EU-EC-
10011790905

04/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Facial paresis (33d -
Recovered/Resolved
- Other Medically
Important Condition)

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

Not reported

EU-EC-
10011790906

04/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

COVID-19
immunisation (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition),

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

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

Not reported

EU-EC-
10011791113

04/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

Pyrexia (0d -
Recovered/Resolved
=)

Vomiting (0d -
Recovered/Resolved

-)

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

- n/a-n/a])

Not reported

EU-EC-
10011791262

04/03/2022

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

Spontaneous

Healthcare
Professional

European
Economic

Area

Not available

12-17
Years

Adolescent

Male

No

Headache (36h -
Recovered/Resolved

»

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -

Not reported
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Nausea (36h -
Recovered/Resolved

Not applicable - [1d - .3mL -
Subcutaneous])

EU-EC-
10011791281

04/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Body temperature
increased (n/a -
Recovered/Resolved

»

Nausea (n/a -
Recovered/Resolved
=)

Vaccination site
movement
impairment (n/a -
Recovered/Resolved

=)

Vomiting (n/a -
Recovered/Resolved

COMIRNATY COVID-19 MRNA
VACCINE (NUCLEOSIDE
MODIFIED) [TOZINAMERAN]
(S-nfa-n/a-[n/a-.3mL-
Intramuscular])

Not reported

EU-EC-
10011791549

04/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Dizziness (n/a -
Unknown - ),

Headache (n/a -
Unknown -),

Hyperhidrosis (n/a -
Unknown - ),

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

Nausea (n/a -
Unknown - ),

Tinnitus (n/a -
Unknown - )

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

Not reported

EU-EC-
10011791734

04/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Breast tenderness
(n/a - Not
Recovered/Not
Resolved - ),

Dizziness (n/a -
Unknown - ),

Peripheral swelling
(1d -
Recovered/Resolved

a

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

Tenderness (1d -
Recovered/Resolved
=)

Vaccination site pain
(n/a - Unknown - )

COMIRNATY [TOZINAMERAN]
(S - Immunisation - n/a - [1d
- n/a - Intramuscular])

Not reported

EU-EC-
10011792702

04/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Not
Specified

Influenza (0d -
Recovering/Resolving

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

Not reported

EU-EC-
10011792904

04/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Lymphadenopathy
(n/a - Unknown - ),

Pyrexia (n/a -
Unknown - )

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

Not reported

EU-EC-
10011793001

04/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

Iliness (n/a -
Unknown - ),

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

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

Not reported

EU-EC-
10011793147

04/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Rash pruritic (4d -
Recovered/Resolved

-)

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

- n/al)

Not reported

EU-EC-
10011793210

04/03/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

Not reported

EU-EC-
10011793296

04/03/2022

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

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

Headache (n/a - Not

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

Not reported
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Recovered/Not
Resolved -
Disabling),

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

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

Muscle spasms (n/a -
Not Recovered/Not
Resolved -
Disabling),

Muscular weakness
(n/a - Not
Recovered/Not
Resolved -
Disabling),

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

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

EU-EC-
10011793351

04/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

Asthenia (n/a -
Recovered/Resolved
=)

Asthma (n/a -
Recovered/Resolved

=)

Cough (n/a -
Recovered/Resolved

»

Headache (n/a -
Recovered/Resolved

»

Malaise (n/a -
Recovered/Resolved

»

Pyrexia (6d -
Recovered/Resolved

i

Vaccination site
erythema (n/a -
Recovered/Resolved
=)

Vaccination site
oedema (n/a -
Recovered/Resolved
=)

Vaccination site pain
(n/a -
Recovered/Resolved

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

Not reported

EU-EC-
10011793762

04/03/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Abdominal pain
upper (1d -
Recovered/Resolved
- Other Medically
Important
Condition),

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

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

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

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

Not reported

EU-EC-
10011793913

04/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Abdominal pain
lower (1d -
Recovered/Resolved

=)

Menstruation delayed
(6d - Not
Recovered/Not
Resolved - ),

Proctalgia (1d -
Recovered/Resolved

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

Not reported

EU-EC-
10011794001

04/03/2022

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 -
Recovered/Resolved
- Other Medically
Important
Condition),

Nasopharyngitis (1d

Recovered/Resolved

)

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

[FLUOXETINE,
FLUOXETINE
HYDROCHLORIDE
-n/a-nfa-[n/a
10mg - n/a])
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https://dap.ema.europa.eu/analytics/saw.dll?Go

Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 04/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Chest pain (1d - COMIRNATY [TOZINAMERAN] |Not reported
10011794338 Healthcare |Economic Years Recovered/Resolved |(S - COVID-19 immunisation -
Professional |Area =), Not applicable - [n/a - 1{DF}
-n/a)
Dyspnoea (1d -
Recovered/Resolved
=)
Fatigue (1d -
Recovered/Resolved
Injection site pain
(5h -
Recovered/Resolved
EU-EC- 04/03/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Epistaxis (n/a - COMIRNATY [TOZINAMERAN] |[ASCORBIC ACID,
10011794879 Healthcare |Economic Years |Specified Recovering/Resolving | (S - Immunisation - n/a - [n/a | CALCIUM
Professional |Area - - n/a - Intramuscular]) GLUBIONATE,
CALCIUM
CARBONATE,
CALCIUM, CALCIL
GLUBIONATE,
CALCIUM
CARBONATE,
COLECALCIFEROL
CALCIUM] (C - n/.
n/a-[n/a-n/a-
n/al),
[CYANOCOBALAM
VITAMIN B12] (C
n/a-n/a-[n/a-
- Intramuscular]),
[DOCONEXENT,
ICOSAPENT, FISH
OIL, ICOSAPENT
ETHYL,
DOCOSAHEXAEN(
ACID ETHYL ESTE
OMEGA-3-ACID
ETHYL ESTERS 9(
OMEGA-3-ACID
ETHYL ESTERS 9(
DOCOSAHEXAEN(
ACID ETHYL ESTE
(C-nfa-n/a-[n
n/a - n/a)
EU-EC- 04/03/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest discomfort COMIRNATY [TOZINAMERAN] |Not reported
10011795012 Professional |European Years |Specified (n/a - Unknown - (S - COVID-19 immunisation -
Economic Caused/Prolonged Not applicable - [n/a - n/a -
Area Hospitalisation), n/al)
Chest pain (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),
Palpitations (n/a -
Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 04/03/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Arthralgia (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011795029 Professional |European Years |Specified Unknown -), (S - COVID-19 immunisation -
Economic Not applicable - [n/a - n/a -
Area Blood pressure Intramuscular])
decreased (n/a -
Unknown - Other
Medically Important
Condition),
Clavicle fracture (n/a
- Unknown - Other
Medically Important
Condition),
Fall (n/a - Unknown -
)
Feeling abnormal
(n/a - Unknown - ),
Loss of
consciousness (n/a -
Unknown - Other
Medically Important
Condition),
Presyncope (n/a -
Recovered/Resolved
EU-EC- 04/03/2022 |Spontaneous |Non Non Not available 12-17 |Not Male No Immunisation (n/a - |TOZINAMERAN Not reported
10011795049 Healthcare |European Years |Specified Unknown - Other [TOZINAMERAN] (S - COVID-
Professional | Economic Medically Important |19 immunisation - Not
Area Condition), applicable - [n/a - n/a - n/a])
Myocarditis (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Off label use (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 04/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Malaise (n/a - Not ~ |COMIRNATY [TOZINAMERAN] |Not reported
10011795150 Professional |Economic Years Recovered/Not (S - COVID-19 immunisation -
Area Resolved - Other n/a-[1d-.3mL-
Medically Important | Intramuscular])
Condition),
Vertigo (n/a -
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Recovered/Resolved
EU-EC- 04/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Amenorrhoea (n/a - |COMIRNATY [TOZINAMERAN] |Not reported
10011795397 Healthcare |Economic Years Not Recovered/Not  |(S - COVID-19 immunisation -
Professional |Area Resolved - ) Not applicable - [n/a - 1{DF}
- Intramuscular])
EU-EC- 04/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Lymphadenopathy COMIRNATY [TOZINAMERAN] |Not reported
10011795464 Professional |Economic Years (n/a - Unknown -) |(S - COVID-19 immunisation -
Area Not applicable - [1d - 1{DF} -
Intramuscular])
EU-EC- 04/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Vaccination site COMIRNATY [TOZINAMERAN] |Not reported
10011795501 Professional |Economic Years reaction (n/a - Not  |(S - COVID-19 immunisation -
Area Recovered/Not n/a-[1id-.3mL-
Resolved - ) Intramuscular])
EU-EC- 04/03/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Bell's palsy (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011795955 Professional |European Years |Specified Not Recovered/Not  |(S - COVID-19 immunisation -
Economic Resolved - Other Not applicable - [1d - n/a -
Area Medically Important |n/a])
Condition)
EU-EC- 04/03/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Feeling of despair COMIRNATY [TOZINAMERAN] |Not reported
10011796311 Professional |European Years |Specified (n/a- (S - COVID-19 immunisation -
Economic Recovered/Resolved |Not applicable - [1d - n/a -
Area -), n/al)
Suicidal ideation (n/a
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 04/03/2022 | Spontaneous |Non Non Not available 12-17 |Not Male Yes Chest pain (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011796601 Healthcare |European Years |Specified Recovering/Resolving | (S - COVID-19 immunisation -
Professional | Economic - Caused/Prolonged |Not applicable - [n/a - n/a -
Area Hospitalisation, n/al)
Other Medically
Important
Condition),
Dyspnoea (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation,
Other Medically
Important Condition)
EU-EC- 04/03/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Chest pain (n/a - Not |COMIRNATY [TOZINAMERAN] |Not reported
10011797170 Professional |European Years |Specified Recovered/Not (S - COVID-19 immunisation -
Economic Resolved - ), Not applicable - [n/a - n/a -
Area n/a])
Pericarditis (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 04/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Dysphagia (2d - COMIRNATY [TOZINAMERAN] |Not reported
10011797953 Healthcare |Economic Years Recovered/Resolved |(S - COVID-19 immunisation -
Professional |Area =) Unknown - [n/a - 1{DF} -
n/aj)
Dyspnoea (2d -
Recovered/Resolved
=)
Headache (2d -
Recovered/Resolved
Hypoaesthesia (2d -
Recovered/Resolved
=)
Iliness (n/a -
Unknown - )
EU-EC- 03/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Educational problem |COMIRNATY [TOZINAMERAN] |Not reported
10011774164 Professional |Economic Years (n/a-Unknown -), [(S-nfa-n/a-[n/a-n/a-
Area Intramuscular])
Headache (n/a -
Unknown - )
EU-EC- 03/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Headache (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011774208 Healthcare |Economic Years Recovered/Resolved |(S-n/a-n/a-[nfa-n/a-
Professional |Area - n/al)
EU-EC- 03/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Myocarditis (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011774587 Professional |Economic Years |Specified Recovering/Resolving | (S - COVID-19 immunisation -
Area - Other Medically n/a-[n/a-n/a-
Important Condition) |Intramuscular])
EU-EC- 03/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Abdominal pain (7d - | COMIRNATY [TOZINAMERAN] |Not reported
10011774786 Professional |Economic Years |Specified Recovered/Resolved |(S - COVID-19 immunisation -
Area - Caused/Prolonged |Not applicable - [n/a - 1{DF}
Hospitalisation), - Intramuscular])
Asthenia (7d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Chest pain (7d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Headache (7d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Injection site pain
(7d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Pyrexia (7d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Vertigo (7d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)

https://dap.ema.europa.eu/analytics/saw.dll?Go
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EU-EC- 03/03/2022

10011774807

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

Run Line Listing Report

12-17
Years

Not
Specified

Female

No

Choking sensation
(n/a - Unknown -
Caused/Prolonged
Hospitalisation),

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

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

Tachyarrhythmia (n/a
- Unknown -
Caused/Prolonged
Hospitalisation)

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

- Intramuscular])

Not reported

EU-EC-
10011774811

03/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [n/a - .3mL -
Intramuscular])

Not reported

EU-EC-
10011774817

03/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Urticaria (2d -
Recovered/Resolved

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

Not reported

EU-EC-
10011775328

03/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

Pain in extremity
(n/a-
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

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

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

Not reported

EU-EC-
10011776048

03/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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

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

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

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

Vision blurred (n/a -
Not Recovered/Not
Resolved - )

COMIRNATY [TOZINAMERAN]
(S-nfa-nfa-[1d-n/a-
Intramuscular])

Not reported

EU-EC-
10011776198

03/03/2022

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

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Blindness (0d -
Recovered/Resolved
- Disabling, Other
Medically Important
Condition),

Hyperhidrosis (1d -
Recovered/Resolved
- Disabling),

Hypersomnia (0d -
Recovered/Resolved
- Disabling),

Malaise (1d -
Recovered/Resolved
- Disabling),

Nausea (1d -
Recovered/Resolved
- Disabling),

Presyncope (0d -
Recovered/Resolved
- Disabling),

Vomiting (1d -

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

Not reported
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Recovered/Resolved
- Disabling)

EU-EC-
10011776829

03/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

- 3{DF} - n/a])

Not reported

EU-EC-
10011776850

03/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Eye swelling (n/a -
Not Recovered/Not
Resolved - ),

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

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

Swelling face (n/a -
Not Recovered/Not
Resolved - )

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

Not reported

EU-EC-
10011777029

03/03/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Yes

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

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

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

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

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

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

Not reported

EU-EC-
10011777049

03/03/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

Not reported

EU-EC-
10011777119

03/03/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

Not reported

EU-EC-
10011777121

03/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Arteritis coronary
(n/a-
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

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

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

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

Myocarditis (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Pyrexia (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10011777180

03/03/2022

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

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

Not reported
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Condition),

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

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

EU-EC-
10011777268

03/03/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

Not reported

EU-EC-
10011777462

03/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

- n/a])

Not reported

EU-EC-
10011777660

03/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Angina pectoris (4d -
Recovered/Resolved

- Caused/Prolonged

Hospitalisation),

Aphasia (4d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Dizziness (4d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Ear pain (4d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Headache (4d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Speech disorder (4d
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Vision blurred (4d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)

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

- n/a])

Not reported

EU-EC-
10011777742

03/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

Pyrexia (0d -
Recovered/Resolved

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

- n/a - n/a])

Not reported

EU-EC-
10011777783

03/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Chills (2d -
Recovered/Resolved

7

Fatigue (3d -
Recovered/Resolved
=)

Feeling hot (2d -
Recovered/Resolved

=)

Headache (4d -
Recovered/Resolved

)

Injection site
swelling (3d -
Recovered/Resolved

»

Pyrexia (2d -
Recovered/Resolved

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

Not reported

EU-EC-
10011777841

03/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

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

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

Not reported

EU-EC-
10011777851

03/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

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

Not available

12-17
Years

Adolescent

Male

No

Dizziness (0d -
Recovered/Resolved

»

Headache (0d -
Recovered/Resolved

»

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

Not reported
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Malaise (0d -
Recovered/Resolved

»

Nausea (0d -
Recovered/Resolved

EU-EC-
10011777868

03/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

Not reported

EU-EC-
10011778290

03/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Yes

Vaccination failure
(n/a - Unknown -
Caused/Prolonged
Hospitalisation)

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [n/a - .3mL -
Intramuscular])

Not reported

EU-EC-
10011779987

03/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

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

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

Not reported

EU-EC-
10011779988

03/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

Fatigue (n/a -
Recovering/Resolving
=)

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

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

- n/al)

Not reported

EU-EC-
10011780823

03/03/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Cough (n/a -
Recovered/Resolved
=)

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

Oropharyngeal pain
(n/a - Unknown - ),

Pyrexia (0d -
Recovered/Resolved

)

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

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

Not reported

EU-EC-
10011781205

03/03/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Vaccination site
swelling (2d -
Recovered/Resolved
- Other Medically
Important Condition)

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

Not reported

EU-EC-
10011781567

03/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Dizziness (n/a -
Unknown - ),

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

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

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

Not reported

EU-EC-
10011781594

03/03/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Disturbance in
attention (n/a -
Unknown - Other
Medically Important
Condition),

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

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

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

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

[THYROXINE] (C
n/a-n/a-[n/a-
- n/a])

EU-EC-
10011781609

03/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

Not reported

EU-EC-
10011782057

03/03/2022

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

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Cerebral venous
sinus thrombosis
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Fatigue (12d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

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

- n/a-n/a])

Not reported
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Headache (13d - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

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

Myalgia (13d - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Nausea (0d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Neck pain (13d - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Vomiting (0d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)

EU-EC-
10011782076

03/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

Muscular weakness
(n/a - Unknown - ),

Skin lesion (n/a -
Unknown -),

Varicella zoster virus
infection (n/a -
Unknown - Life
Threatening,
Caused/Prolonged
Hospitalisation)

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

[COLECALCIFERO
(C-nfa-n/a-[n
n/a - n/a])

EU-EC-
10011782200

03/03/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

Suspected COVID-19
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)

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

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

[METHYLPHENID/
HYDROCHLORIDE
- Attention deficit
hyperactivity disol
-n/a-[nfa-n/a

n/al)

EU-EC-
10011782261

03/03/2022

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

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

Autoimmune
disorder (n/a - Not
Recovered/Not
Resolved -
Disabling),

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

Loss of personal
independence in
daily activities (n/a -
Not Recovered/Not
Resolved -
Disabling),

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

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

Postural orthostatic
tachycardia
syndrome (n/a - Not
Recovered/Not
Resolved -

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

Not reported
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Disabling),

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

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

EU-EC-
10011782302

03/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

Not reported

EU-EC-
10011782342

03/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Fatigue (n/a -
Recovered/Resolved
=)

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

Menstruation
irregular (n/a -
Recovered/Resolved

=)

Pain in extremity
(n/a-
Recovered/Resolved

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

[DYDROGESTERC
(C - Polymenorrhc
n/a-[8d-n/a-
Oral])

EU-EC-
10011782343

03/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

Grip strength
decreased (n/a -
Unknown -),

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

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

Not reported

EU-EC-
10011782402

03/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

Injection site
inflammation (48h -
Recovered/Resolved

7

Injection site pain
(48h -
Recovered/Resolved
=)

Injection site
swelling (48h -
Recovered/Resolved
-)

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

- n/a)

Not reported

EU-EC-
10011782628

03/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

Not reported

EU-EC-
10011782705

03/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Lucares, A.. Tozinameran: Myocarditis:
case report. Reactions 1894. 2022;p303
Lucares, A.. Cardiomyopathy associated
with anti-sars-cov-2 vaccination: What
do we know?.. Viruses, 2021;13 (12):1-
12. doi:10.3390/v13122493

12-17
Years

Not
Specified

Male

No

Myocarditis (5d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important Condition)

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

Not reported

EU-EC-
10011782780

03/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Intermenstrual
bleeding (n/a -
Unknown -)

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

Not reported

EU-EC-
10011783006

03/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Urticaria (1wk - Not
Recovered/Not
Resolved - )

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

- Intramuscular])

Not reported

EU-EC-
10011783361

03/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Burning sensation
(n/a - Not
Recovered/Not
Resolved - ),

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

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

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

Not reported

EU-EC-
10011783836

03/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Angina pectoris (2d -
Recovered/Resolved

- Caused/Prolonged

Hospitalisation),

Myocarditis (2d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)

COMIRNATY [TOZINAMERAN]
(S - Immunisation - n/a - [n/a
- 2{DF} - n/a])

Not reported

EU-EC-
10011784014

03/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

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

Not available

12-17
Years

Not
Specified

Male

No

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

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

Not reported
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Chest pain (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

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

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

Pyrexia (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)

EU-EC-
10011784382

03/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Diarrhoea (27d -
Recovered/Resolved

)

Headache (4d -
Recovered/Resolved

i

Vaccination site pain
(6d -
Recovered/Resolved

a

Vaccination site
swelling (6d -
Recovered/Resolved

COMIRNATY [TOZINAMERAN]
(S - Immunisation - n/a - [n/a
- n/a-nja])

Not reported

EU-EC-
10011784424

03/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Syncope (93d -
Unknown -
Caused/Prolonged
Hospitalisation)

COMIRNATY [TOZINAMERAN]
(S - Immunisation - n/a - [n/a
- n/a-n/a])

Not reported

EU-EC-
10011784457

03/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Dysmenorrhoea (n/a
- Not Recovered/Not
Resolved - ),

Fatigue (n/a - Not
Recovered/Not
Resolved - ),

Malaise (n/a - Not
Recovered/Not
Resolved - )

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [n/a - 1{DF}

- n/aj)

Not reported

EU-EC-
10011784523

03/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Amenorrhoea (153d
- Unknown - )

COMIRNATY [TOZINAMERAN]
(S - Immunisation - n/a - [n/a

- n/a - n/a])

Not reported

EU-EC-
10011784616

03/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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])

Not reported

EU-EC-
10011784670

03/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

COVID-19 (n/a -
Unknown - Other
Medically Important
Condition),

Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)

COMIRNATY [TOZINAMERAN]
(S-nfa-nfa-[nfa-n/a-
Intramuscular])

Not reported

EU-EC-
10011785353

03/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Chills (1d -
Recovered/Resolved

»

Malaise (1d -
Recovered/Resolved

)
Polymenorrhoea (n/a

Recovered/Resolved

=)

Pyrexia (1d -
Recovered/Resolved

=)

Vaccination site
lymphadenopathy
(n/a-
Recovered/Resolved
=)

Vaccination site pain
(n/a-
Recovered/Resolved

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [0d - n/a -
n/a)

Not reported

EU-EC-
10011785411

03/03/2022

Spontaneous

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 - )

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [1d - n/a -
Intramuscular])

Not reported

EU-EC-
10011785474

03/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Dizziness (n/a -
Unknown - ),

Headache (n/a -
Unknown -)

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Drug withdrawn - [1d - n/a -
n/a])

[INSULIN, INSULI
HUMAN] (C - n/a
nfa-),

[SERTRALINE] (C
n/a-nfa-)

EU-EC-
10011785897

03/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic

Area

https://dap.ema.europa.eu/analytics/saw.dll?Go

Not available

12-17
Years

Adolescent

Female

Menstrual disorder
(n/a-

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -

Not reported
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https://dap.ema.europa.eu/analytics/saw.dll?Go

Recovered/Resolved |Not applicable - [n/a - 1{DF}
- - n/a])
EU-EC- 03/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Menstrual disorder | COMIRNATY [TOZINAMERAN] |[ETHINYLESTRAC
10011785967 Professional |Economic Years (n/a- (S - COVID-19 immunisation - |LEVONORGESTRE
Area Recovering/Resolving |Unknown - [n/a - 1{DF} - (C - Contraceptior
- n/al) n/a-[n/fa-n/a-
Oral]),
[HYDROCORTISO
OXYTETRACYCLIM
(C - Eczema infec
n/a-[n/a-n/a-
Cutaneous]),
[METRONIDAZOL
(C - Skin disorder
n/a-[n/a-n/a-
Cutaneous])
EU-EC- 03/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Amenorrhoea (33d - |COMIRNATY [TOZINAMERAN] |Not reported
10011786024 Healthcare |Economic Years Recovered/Resolved |(S - COVID-19 immunisation -
Professional |Area - Not applicable - [n/a - 1{DF}
- n/al)
EU-EC- 03/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Neurodermatitis (n/a |COMIRNATY [TOZINAMERAN] |Not reported
10011786446 Healthcare  |Economic Years - Not Recovered/Not |(S - n/a-n/a-[n/a-n/a-
Professional |Area Resolved - ) n/al)
EU-EC- 02/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Menstrual disorder | COMIRNATY [TOZINAMERAN] |Not reported
10011754555 Professional |Economic Years |Specified (n/a- (S - COVID-19 immunisation -
Area Recovered/Resolved |n/a - [n/a - 1{DF} -
- Intramuscular])
EU-EC- 02/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Injection site pain COMIRNATY [TOZINAMERAN] |Not reported
10011754556 Professional |Economic Years |Specified (1d - (S - COVID-19 immunisation -
Area Recovered/Resolved |n/a - [n/a - 1{DF} -
- Intramuscular])
EU-EC- 02/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Menstrual disorder | COMIRNATY [TOZINAMERAN] |Not reported
10011754558 Professional |Economic Years |Specified (6d - (S - COVID-19 immunisation -
Area Recovered/Resolved |n/a - [n/a - 1{DF} -
=) Intramuscular])
Pyrexia (6d -
Recovered/Resolved
EU-EC- 02/03/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Headache (n/a - Not |COMIRNATY [TOZINAMERAN] |Not reported
10011754706 Healthcare |Economic Years |Specified Recovered/Not (S - COVID-19 immunisation -
Professional |Area Resolved - n/a - [n/a - 1{DF} -
Caused/Prolonged Intramuscular])
Hospitalisation),
Hypertension (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 02/03/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Ventricular pre- COMIRNATY [TOZINAMERAN] |Not reported
10011754999 Healthcare |Economic Years |Specified excitation (n/a - Not |(S - COVID-19 immunisation -
Professional |Area Recovered/Not n/a-[n/a-.3mL-
Resolved - Other Intramuscular])
Medically Important
Condition)
EU-EC- 02/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Headache (3d - COMIRNATY [TOZINAMERAN] |Not reported
10011755107 Professional |Economic Years |Specified Recovered/Resolved |(S - COVID-19 immunisation -
Area - Other Medically n/a - [n/a - 30ug -
Important Intramuscular])
Condition),
Hyperpyrexia (3d -
Recovered/Resolved
- Other Medically
Important
Condition),
Vomiting (3d -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 02/03/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Pain in extremity (1d |COMIRNATY [TOZINAMERAN] |Not reported
10011755181 Healthcare |Economic Years |Specified - (S - COVID-19 immunisation -
Professional |Area Recovered/Resolved |n/a - [n/a - 30ug -
=) Intramuscular])
Pyrexia (1d -
Recovered/Resolved
EU-EC- 02/03/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Asthenia (2d - COMIRNATY [TOZINAMERAN] |Not reported
10011755184 Healthcare |Economic Years |Specified Recovered/Resolved |(S - COVID-19 immunisation -
Professional |Area =) n/a - [n/a - 30ug -
Intramuscular])
Headache (2d -
Recovered/Resolved
=)
Pain in extremity (2d
Recovered/Resolved
EU-EC- 02/03/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Diarrhoea (2d - COMIRNATY [TOZINAMERAN] |Not reported
10011755194 Healthcare |Economic Years |Specified Recovered/Resolved | (S - COVID-19 immunisation -
Professional |Area =) n/a - [n/a - 30ug - n/a])
Headache (2d -
Recovered/Resolved
EU-EC- 02/03/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Asthenia (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011755219 Healthcare |Economic Years |Specified Recovered/Resolved |(S - COVID-19 immunisation -
Professional |Area =), n/a-[n/a - 30ug -
Intramuscular])
Headache (n/a -
Recovered/Resolved
=)
Pain (n/a -
Recovered/Resolved
=)
Pyrexia (n/a -
Recovered/Resolved
EU-EC- 02/03/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Pain (n/a - Not COMIRNATY [TOZINAMERAN] |Not reported
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10011755245

Healthcare
Professional

Economic
Area

Run Line Listing Report

Years

Specified

Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Pustule (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)

(S - COVID-19 immunisation -
Not applicable - [n/a - 1{DF}
- n/a])

EU-EC-
10011755377

02/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Pyrexia (0d -
Recovered/Resolved
- Other Medically
Important
Condition),

Seizure (0d -
Recovered/Resolved
- Other Medically
Important Condition)

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [n/a - n/a -
Intramuscular])

[ENALAPRIL
MALEATE] (C - n/
n/a-[n/a-n/a-
n/al),

[SODIUM
VALPROATE,
VALPROIC ACID,
SODIUM VALPRO:
(C-n/a-nfa-[n
n/a-n/al),

[WARFARIN SODI
(C-nfa-n/a-[n
n/a - n/a])

EU-EC-
10011755864

02/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Chest pain (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [1d - n/a -
Intramuscular])

Not reported

EU-EC-
10011755898

02/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Multiple injuries (n/a
- Unknown -
Caused/Prolonged
Hospitalisation),

Road traffic accident
(5min -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [1d - n/a -
Intramuscular])

Not reported

EU-EC-
10011755948

02/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Parotitis (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [n/a - n/a -
n/a])

Not reported

EU-EC-
10011755958

02/03/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Menstruation delayed
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

Nausea (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

Premenstrual
syndrome (n/a -
Unknown - Other
Medically Important
Condition)

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [n/a - n/a -
n/a])

Not reported

EU-EC-
10011756751

02/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Headache (n/a - Not
Recovered/Not
Resolved - ),

Menstrual disorder
(n/a - Not
Recovered/Not
Resolved - ),

Nausea (n/a - Not
Recovered/Not
Resolved - )

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [n/a - 1{DF}
- n/a])

Not reported

EU-EC-
10011756819

02/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Chest pain (n/a -
Unknown - Other
Medically Important
Condition),

Myocarditis (n/a -
Unknown - Other
Medically Important
Condition),

Palpitations (n/a -
Unknown - Other
Medically Important
Condition),

Troponin increased
(n/a - Unknown -
Other Medically
Important Condition)

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [n/a - n/a -
n/a)

Not reported

EU-EC-
10011757567

02/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

COVID-19 (n/a -
Unknown - ),

Drug ineffective (n/a
- Unknown - ),

Headache (3d -
Recovered/Resolved

)
Pain in extremity (3d

Recovered/Resolved

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [n/a - 1{DF}
- Intramuscular])

Not reported

EU-EC-
10011757645

02/03/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Lymphadenopathy
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [1d - n/a -
n/a)

Not reported

EU-EC-
10011757649

https://dap.ema.europa.eu/analytics/saw.dll?Go

02/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Asthenia (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [1d - n/a -
Intramuscular])

Not reported
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Dizziness (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)

EU-EC-
10011757659

02/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Chest pain (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),

Heart rate increased
(n/a-
Recovered/Resolved
- Other Medically
Important
Condition),

Heart rate irregular
(n/a-
Recovered/Resolved
- Other Medically
Important Condition)

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [1d - n/a -
n/a])

Not reported

EU-EC-
10011757683

02/03/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Gait disturbance (n/a
- Not Recovered/Not
Resolved - Other
Medically Important
Condition),

Inappropriate
schedule of product
administration (n/a -
Unknown -),

Pain in extremity
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [n/a - n/a -
n/a)

Not reported

EU-EC-
10011757689

02/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Yes

Gastrointestinal pain
(n/a-
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Nausea (n/a -
Unknown -
Caused/Prolonged
Hospitalisation)

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [n/a - .3mL -
n/al)

Not reported

EU-EC-
10011757710

02/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Chest discomfort
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

Headache (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

Overdose (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [1d - .5mL -
Intramuscular])

Not reported

EU-EC-
10011757745

02/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Dizziness (n/a -
Recovered/Resolved
With Sequelae -
Other Medically
Important
Condition),

Syncope (n/a -
Recovered/Resolved
With Sequelae -
Other Medically
Important Condition)

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [1d - n/a -
Intramuscular])

Not reported

EU-EC-
10011757780

02/03/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Lymphadenopathy
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [n/a - n/a -
n/al)

Not reported

EU-EC-
10011757824

02/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Gastrooesophageal
reflux disease (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),

Urinary tract
infection (n/a -
Unknown -
Caused/Prolonged
Hospitalisation)

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [1d - n/a -
Intramuscular])

Not reported

EU-EC-
10011757826

02/03/2022

https://dap.ema.europa.eu/analytics/saw.dll?Go

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Furuncle (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

Pain in extremity
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

Pruritus (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

Rash erythematous
(n/a - Not
Recovered/Not

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [n/a - n/a -
Intramuscular])

Not reported
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Resolved - Other
Medically Important
Condition),

Skin swelling (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition),

Skin weeping (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition),

Urticaria (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)

EU-EC-
10011757833

02/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Asthenia (n/a -
Recovering/Resolving

»

Asthma (n/a -
Recovering/Resolving

i

Chest discomfort
(n/a-
Recovering/Resolving

7

Chest pain (n/a -
Recovering/Resolving
=)

Dizziness (n/a -
Recovering/Resolving

-

Syncope (n/a -
Recovering/Resolving
- Other Medically
Important Condition)

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [1d - n/a -
Intramuscular])

Not reported

EU-EC-
10011757910

02/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Deafness
neurosensory (n/a -
Recovered/Resolved
- Disabling),

Sudden hearing loss
(n/a-
Recovered/Resolved
- Disabling)

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [n/a - n/a -
n/al)

Not reported

EU-EC-
10011757911

02/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Chest discomfort
(n/a-
Recovering/Resolving
- Other Medically
Important
Condition),

Chest pain (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),

Dyspnoea (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),

Inappropriate
schedule of product
administration (n/a -
Unknown - Other
Medically Important
Condition),

Palpitations (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),

Pyrexia (n/a -
Recovering/Resolving
- Other Medically
Important Condition)

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [1d - n/a -
Unknown])

Not reported

EU-EC-
10011758016

02/03/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Diarrhoea (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [n/a - n/a -
n/al])

Not reported

EU-EC-
10011758044

02/03/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Influenza like illness
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [n/a - n/a -
n/al)

Not reported

EU-EC-
10011759252

02/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Urticaria (0d -
Recovered/Resolved
- Other Medically
Important Condition)

COMIRNATY [TOZINAMERAN]
(S-nfa-nfa-[n/a-n/a-
n/al)

Not reported

EU-EC-
10011760464

02/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Amenorrhoea (n/a -
Not Recovered/Not
Resolved - )

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [n/a - 1{DF}

- n/a])

Not reported

EU-EC-
10011762533

02/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

https://dap.ema.europa.eu/analytics/saw.dll?Go

Not available

12-17
Years

Not
Specified

Female

No

Angioedema (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Urticaria (n/a -
Recovering/Resolving

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
n/a - [n/a - n/a - n/al])

Not reported
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- Caused/Prolonged
Hospitalisation)

EU-EC-
10011762934

02/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Chills (n/a -
Unknown - ),

Headache (n/a -
Unknown - ),

Nausea (n/a -
Unknown - ),

Pain (n/a - Unknown

i

Rash (n/a - Not
Recovered/Not
Resolved - ),

Urticaria (15h -
Recovered/Resolved
- Other Medically
Important
Condition),

Urticaria (n/a - Not
Recovered/Not
Resolved - )

TOZINAMERAN
[TOZINAMERAN] (S - COVID-
19 immunisation - Not
applicable - [n/a - n/a -
Intramuscular])

Not reported

EU-EC-
10011763682

02/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Urticaria (n/a -
Unknown -)

COMIRNATY CONCENTRATE
FOR DISPERSION FOR
INJECTION COVID-19 MRNA
VACCINE (NUCLEOSIDE
MODIFIED) [TOZINAMERAN]
(S-nfa-n/a-[n/a-n/a-
Intramuscular])

Not reported

EU-EC-
10011763746

02/03/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Drug ineffective (n/a
- Unknown - Other
Medically Important
Condition),

Pyrexia (n/a -
Unknown - ),

Suspected COVID-19
(n/a - Unknown -
Other Medically
Important Condition)

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [1d - n/a -
n/a)

Not reported

EU-EC-
10011763749

02/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Arthralgia (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),

Cardiomegaly (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),

Chest discomfort
(n/a - Unknown -
Caused/Prolonged
Hospitalisation),

Decreased activity
(n/a - Unknown -
Caused/Prolonged
Hospitalisation),

Decreased appetite
(n/a-
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Diarrhoea (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Dyspnoea (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),

Headache (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Inappropriate
schedule of product
administration (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),

Myocarditis (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Pyrexia (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Vomiting (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [1d - .3mL -
Intramuscular])

Not reported

EU-EC-
10011763770

02/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

https://dap.ema.europa.eu/analytics/saw.dll?Go

Not available

12-17
Years

Not
Specified

Male

No

Chest pain (n/a -
Recovering/Resolving

7

Myocarditis (n/a -
Unknown - Other
Medically Important
Condition),

Paraesthesia (n/a -

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [1d - n/a -
Unknown])

Not reported
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Recovering/Resolving

EU-EC-
10011763774

02/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Stab wound (5min -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [1d - n/a -
Intramuscular])

Not reported

EU-EC-
10011763775

02/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Injury (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Road traffic accident
(n/a-
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [1d - n/a -
Intramuscular])

Not reported

EU-EC-
10011765161

02/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Angioedema (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Eyelid oedema (n/a -
Recovered/Resolved

- Caused/Prolonged

Hospitalisation),

Fatigue (5d -
Recovered/Resolved
=)

Hypoaesthesia oral
(n/a-
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Lip oedema (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Vision blurred (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Visual field defect
(n/a-
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [n/a - 1{DF}

- Intramuscular]),

[NAPROXEN SODIUM] (I - n/a
- n/a - [n/a - 550mg - n/a])

Not reported

EU-EC-
10011765367

02/03/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Headache (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),

Inappropriate
schedule of product
administration (n/a -
Unknown - ),

Malaise (n/a -
Unknown - Other
Medically Important
Condition),

Vomiting (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [1d - n/a -
n/a])

Not reported

EU-EC-
10011765386

02/03/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Headache (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),

Inappropriate
schedule of product
administration (n/a -
Unknown - ),

Lymphadenopathy
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

Nausea (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),

Pain (n/a -
Recovered/Resolved
- Other Medically
Important Condition)

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [1d - n/a -
n/al)

Not reported

EU-EC-
10011765672

02/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Eczema (n/a -
Unknown - Other
Medically Important
Condition),

Eczema herpeticum
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

Skin lesion (n/a -
Unknown - Other
Medically Important
Condition)

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [n/a - n/a -
n/aj)

Not reported

EU-EC-
10011765696

02/03/2022

https://dap.ema.europa.eu/analytics/saw.dll?Go

Spontaneous

Non
Healthcare
Professional

Non
European

Not available

12-17
Years

Not
Specified

Male

Malaise (n/a -
Unknown - ),

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -

Not reported
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Suspected COVID-19
(n/a - Unknown -
Other Medically
Important Condition)

Not applicable - [n/a - n/a -
n/a])

EU-EC-
10011765714

02/03/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Back pain (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),

Eye pain (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),

Headache (4d -
Recovered/Resolved
- Other Medically
Important
Condition),

Hypoaesthesia (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),

Muscle spasms (1d -
Recovered/Resolved
- Other Medically
Important
Condition),

Vaccination site
hypoaesthesia (n/a -
Recovered/Resolved
- Other Medically
Important Condition)

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [n/a - n/a -
n/a])

Not reported

EU-EC-
10011765730

02/03/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Headache (0d -
Recovered/Resolved
- Other Medically
Important
Condition),

Vomiting (0d -
Recovered/Resolved
- Other Medically
Important Condition)

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [n/a - n/a -
n/al)

Not reported

EU-EC-
10011766955

02/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

COVID-19 (8d -
Recovered/Resolved
- Other Medically
Important
Condition),

Vaccination failure
(8d-
Recovered/Resolved
- Other Medically
Important Condition)

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [1d - n/a -
Intramuscular])

Not reported

EU-EC-
10011766971

02/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Blood pressure
decreased (n/a -
Unknown -),

Body temperature
decreased (n/a -
Unknown - ),

Chest discomfort
(n/a - Unknown -
Other Medically
Important
Condition),

Chest pain (n/a -
Unknown - Other
Medically Important
Condition),

Dyspnoea (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),

Palpitations (n/a -
Unknown - Other
Medically Important
Condition)

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [1d - n/a -
Intramuscular])

Not reported

EU-EC-
10011766986

02/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

COVID-19 (n/a -
Unknown - Other
Medically Important
Condition),

Drug ineffective (n/a
- Unknown - Other
Medically Important
Condition)

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [n/a - n/a -
n/a])

Not reported

EU-EC-
10011767018

02/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

COVID-19 (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

Drug ineffective (n/a
- Not Recovered/Not
Resolved - Other
Medically Important
Condition)

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [n/a - n/a -
n/aj)

Not reported
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