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Primary
EV N Source . Patient . . i Suspect/interacting Drug List |Concomitant/!
E‘U Local Gateway Report Type ggmy Country | iterature Reference thelent Age Group | Patient zizﬁlnt giigtolr?:e I:IssteFr’i‘lt;S?r:Jersasflon (Drug Char - Indication PT - | Drug List (Dru
umber Receipt Qualification for Group (as per Sex Report |Criteria) Action taken - [Duration - Indication PT -
Date Regulatory reporter) Dose - Route]) [Duration - Dc
Purposes
EU-EC- 03/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Pyrexia (3d - COMIRNATY [TOZINAMERAN] |Not reported
10011488382 Professional |Economic Years Recovered/Resolved - ), (S - COVID-19 immunisation -
Area Not applicable - [1d - 1{DF} -
Vaccination site inflammation |n/a])
(4d - Recovered/Resolved - )
EU-EC- 03/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Pyrexia (n/a - Unknown - ) COMIRNATY [TOZINAMERAN] |Not reported
10011488394 Professional |Economic Years (S - COVID-19 immunisation -
Area Not applicable - [1d - 1{DF} -
n/al)
EU-EC- 03/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Lymphadenopathy (n/a - Not |COMIRNATY [TOZINAMERAN] |Not reported
10011488407 Professional |Economic Years Recovered/Not Resolved - ) (S - COVID-19 immunisation -
Area Not applicable - [1d - 1{DF} -
n/a])
EU-EC- 03/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Headache (n/a - Not COMIRNATY [TOZINAMERAN] |[HUMAN PAPI
10011488425 Professional |Economic Years Recovered/Not Resolved - ), (S - COVID-19 immunisation - |VACCINE] (C -
Area Not applicable - [1d - 1{DF} - |applicable - [1
Pyrexia (n/a - Not n/al) n/al),
Recovered/Not Resolved - )
[MENINGOCO
(C-nfa-Not
- 1{DF} - n/a]
EU-EC- 03/02/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No Chills (2d - COMIRNATY [TOZINAMERAN] |Not reported
10011488435 Professional |Economic Years Recovered/Resolved - ), (S - COVID-19 immunisation -
Area Not applicable - [1d - 1{DF} -
Pyrexia (2d - n/aj)
Recovered/Resolved - ),
Vomiting (2d -
Recovered/Resolved - )
EU-EC- 03/02/2022 | Spontaneous |Healthcare  |European |Not available 12-17 |Adolescent |Male No Headache (1d - COMIRNATY [TOZINAMERAN] |Not reported
10011488447 Professional |Economic Years Recovered/Resolved - ), (S - COVID-19 immunisation -
Area Not applicable - [1d - 1{DF} -
Oropharyngeal pain (n/a - Not |n/a])
Recovered/Not Resolved - ),
Pyrexia (1d -
Recovered/Resolved - )
EU-EC- 02/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - Unknown - |COMIRNATY [TOZINAMERAN] |Not reported
10011462794 Professional | Economic Years Other Medically Important (S-nfa-n/fa-[n/a-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 02/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - Unknown - COMIRNATY [TOZINAMERAN] |Not reported
10011462801 Professional | Economic Years Other Medically Important (S-nfa-n/a-[nfa-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 02/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - Unknown - |COMIRNATY [TOZINAMERAN] |Not reported
10011462804 Professional | Economic Years Other Medically Important (S-nfa-nfa-[n/a-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 02/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Asthenia (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011462963 Professional |Economic Years |Specified Recovering/Resolving - ), (S - n/a - Not applicable -
Area [n/a - n/a - n/a])
Gait disturbance (n/a -
Recovering/Resolving - )
EU-EC- 02/02/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Breast enlargement (n/a - Not |COMIRNATY [TOZINAMERAN] |Not reported
10011463019 Healthcare |Economic Years |Specified Recovered/Not Resolved - ), (S - COVID-19 immunisation -
Professional |Area n/a-[n/a-n/a-
Pain (n/a - Not Recovered/Not |Intramuscular])
Resolved - )
EU-EC- 02/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Dyspnoea (0d - COMIRNATY [TOZINAMERAN] |Not reported
10011463211 Professional |Economic Years |Specified Recovered/Resolved - ) (S - COVID-19 immunisation -
Area n/a-[n/a - 30ug -
Intramuscular])
EU-EC- 02/02/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Headache (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011463324 Healthcare |Economic Years |Specified Recovering/Resolving - ), (S - COVID-19 immunisation -
Professional |Area Not applicable - [n/a - n/a -
Lymphadenopathy (n/a - n/a])
Recovering/Resolving - ),
Pyrexia (n/a -
Recovering/Resolving - ),
Vaccination site pain (n/a -
Recovering/Resolving - )
EU-EC- 02/02/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female [No Asthenia (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011464137 Professional |European Years |Specified Recovering/Resolving - (S - COVID-19 immunisation -
Economic Caused/Prolonged Not applicable - [1d - n/a -
Area Hospitalisation) Intramuscular])
EU-EC- 02/02/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female [No Loss of consciousness (35min - |COMIRNATY [TOZINAMERAN] |Not reported
10011464138 Professional |European Years |Specified Recovered/Resolved - Other (S - COVID-19 immunisation -
Economic Medically Important Condition) |Not applicable - [1d - n/a -
Area Intramuscular])
EU-EC- 02/02/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Abdominal pain (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011464174 Professional |European Years |Specified Recovering/Resolving - (S - COVID-19 immunisation -
Economic Caused/Prolonged Not applicable - [1d - n/a -
Area Hospitalisation) Intramuscular])
EU-EC- 02/02/2022 | Spontaneous |Non Non Not available 12-17 |Not Female |No COVID-19 (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011464203 Healthcare |European Years |Specified Recovering/Resolving - Other |(S - COVID-19 immunisation -
Professional | Economic Medically Important Not applicable - [1d - n/a -
Area Condition), n/a - More in ICSR])
Drug ineffective (n/a -
Recovering/Resolving - Other
Medically Important Condition)
EU-EC- 02/02/2022 | Spontaneous |Non Non Not available 12-17 |Not Male No COVID-19 (n/a - Unknown - |COMIRNATY [TOZINAMERAN] |Not reported
10011464222 Healthcare |European Years |Specified Other Medically Important (S - COVID-19 immunisation -
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Professional |Economic Condition), Not applicable - [1d - n/a -
Area n/a])
Drug ineffective (n/a -
Unknown - Other Medically
Important Condition),
Rash (n/a - Not Recovered/Not
Resolved - Other Medically
Important Condition)
EU-EC- 02/02/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Headache (n/a - Not COMIRNATY [TOZINAMERAN] |Not reported
10011464399 Healthcare |Economic Years |Specified Recovered/Not Resolved - ), (S - Immunisation - n/a - [n/a
Professional |Area - n/a - Intramuscular])
Nausea (n/a -
Recovered/Resolved - )
EU-EC- 02/02/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Chest pain (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011465198 Healthcare |Economic Years |Specified Recovering/Resolving - ), (S - COVID-19 immunisation -
Professional |Area n/a - [n/a - 1{DF} -
Cough (n/a - Intramuscular])
Recovering/Resolving - ),
Dizziness (n/a -
Recovering/Resolving - ),
Dyspnoea (n/a -
Recovering/Resolving - ),
Pyrexia (n/a -
Recovering/Resolving - )
EU-EC- 02/02/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Chills (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011465225 Healthcare |Economic Years |Specified Recovered/Resolved - ), (S - COVID-19 immunisation -
Professional |Area n/a-[n/a - 1{DF} -
Dizziness (n/a - Intramuscular])
Recovered/Resolved - ),
Headache (n/a -
Recovered/Resolved - ),
Nausea (n/a -
Recovered/Resolved - )
EU-EC- 02/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Vaccination site reaction (n/a - |COMIRNATY CONCENTRATE |Not reported
10011465338 Professional |Economic Years |Specified Unknown - ) FOR DISPERSION FOR
Area INJECTION COVID-19 MRNA
VACCINE (NUCLEOSIDE
MODIFIED) [TOZINAMERAN]
(S-n/a-n/a-[n/a-.3mL-
Intramuscular])
EU-EC- 02/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Arrhythmia (4d - Not COMIRNATY [TOZINAMERAN] |Not reported
10011465551 Healthcare |Economic Years Recovered/Not Resolved - ) (S - Immunisation - n/a - [n/a
Professional |Area - n/a - n/al)
EU-EC- 02/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Lymphadenopathy (78d - Not |COMIRNATY [TOZINAMERAN] |Not reported
10011465569 Healthcare |Economic Years Recovered/Not Resolved - ) (S - Immunisation - n/a - [n/a
Professional |Area - n/a - n/a])
EU-EC- 02/02/2022 | Spontaneous |Non European |Not available 12-17 |Not Female [No Amenorrhoea (107d - COMIRNATY [TOZINAMERAN] |Not reported
10011466060 Healthcare |Economic Years |Specified Recovered/Resolved - ) (S - COVID-19 immunisation -
Professional |Area Not applicable - [n/a - n/a -
n/a])
EU-EC- 02/02/2022 |Spontaneous |Non European |Not available 12-17 |Not Female [No Amenorrhoea (n/a - Not COMIRNATY [TOZINAMERAN] |Not reported
10011466137 Healthcare |Economic Years |Specified Recovered/Not Resolved - ) (S - COVID-19 immunisation -
Professional |Area Not applicable - [n/a - 1{DF}
- n/aj)
EU-EC- 02/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female [No Fatigue (0d - COMIRNATY [TOZINAMERAN] |Not reported
10011466398 Professional |Economic Years |Specified Recovered/Resolved - (S - COVID-19 immunisation -
Area Caused/Prolonged Not applicable - [n/a - 1{DF}
Hospitalisation), - Intramuscular])
Malaise (0d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Orthostatic hypotension (0d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 02/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Dizziness (25d - COMIRNATY [TOZINAMERAN] |Not reported
10011466455 Healthcare |Economic Years Recovering/Resolving - ), (S - Immunisation - n/a - [n/a
Professional |Area - n/a - n/al])
Headache (25d -
Recovering/Resolving - ),
Malaise (25d -
Recovering/Resolving - ),
Nausea (25d -
Recovering/Resolving - ),
Pyrexia (11d -
Recovering/Resolving - )
EU-EC- 02/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Dizziness (25d - COMIRNATY [TOZINAMERAN] |Not reported
10011466464 Healthcare |Economic Years Recovering/Resolving - ), (S - Immunisation - n/a - [n/a
Professional |Area - n/a-n/a])
Headache (25d -
Recovering/Resolving - ),
Malaise (25d -
Recovering/Resolving - ),
Nausea (25d -
Recovering/Resolving - ),
Pyrexia (11d -
Recovering/Resolving - )
EU-EC- 02/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Chills (1d - COMIRNATY [TOZINAMERAN] |Not reported
10011466514 Healthcare |Economic Years Recovering/Resolving - ), (S - Immunisation - n/a - [n/a
Professional |Area - n/a-n/a])
Headache (1d -
Recovering/Resolving - )
EU-EC- 02/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Facial paralysis (n/a - Not COMIRNATY [TOZINAMERAN] |Not reported
10011466517 Healthcare |Economic Years Recovered/Not Resolved - (S - Immunisation - n/a - [n/a
Professional |Area Caused/Prolonged - n/a-n/a])
Hospitalisation)
EU-EC- 02/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Chest pain (n/a - Unknown - |COMIRNATY [TOZINAMERAN] |Not reported
10011466546 Healthcare |Economic Years Caused/Prolonged (S - Immunisation - n/a - [n/a
Professional |Area Hospitalisation) - 1{DF} - n/a])
EU-EC- 02/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Myocarditis (n/a - Not COMIRNATY [TOZINAMERAN] |Not reported
10011466548 Healthcare |Economic Years Recovered/Not Resolved - (S - Immunisation - n/a - [n/a
Professional |Area - 2{DF} - n/a])
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Caused/Prolonged
Hospitalisation)

EU-EC-
10011466852

02/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Fatigue (27d -
Recovering/Resolving - ),

Feeling hot (2d -
Recovered/Resolved - ),

Headache (2d -
Recovered/Resolved - )

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

Not reported

EU-EC-
10011466858

02/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Limb discomfort (1d -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),

Myocarditis (1d -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10011466900

02/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Chills (0d -
Recovered/Resolved - ),

Dizziness (1d -
Recovered/Resolved - ),

Dyspnoea (0d -
Recovered/Resolved - ),

Fatigue (1d -
Recovering/Resolving - ),

Headache (2d -
Recovering/Resolving - ),

Injection site pain (2d -
Recovering/Resolving - ),

Pyrexia (0d -
Recovered/Resolved - )

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

- n/a-n/a])

Not reported

EU-EC-
10011466913

02/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

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

- n/a - n/a])

Not reported

EU-EC-
10011467311

02/02/2022

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-[nfa-n/a-
Intramuscular])

Not reported

EU-EC-
10011467319

02/02/2022

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-
10011467322

02/02/2022

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

Not reported

EU-EC-
10011467435

02/02/2022

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-
10011467464

02/02/2022

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-[nfa-n/a-
Intramuscular])

Not reported

EU-EC-
10011467485

02/02/2022

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-
10011467741

02/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Guillain-Barre syndrome (n/a -
Unknown - Caused/Prolonged
Hospitalisation),

Hypoaesthesia (n/a - Unknown

i

Pain in extremity (n/a -
Unknown - )

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

Not reported

EU-EC-
10011468082

02/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

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

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

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

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

Myalgia (n/a -
Recovered/Resolved - ),

Pyrexia (3d -
Recovered/Resolved - ),

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

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

Not reported

https://dap.ema.europa.eu/analytics/saw.dll?Go
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EU-EC-
10011468091

02/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Run Line Listing Report

Adolescent

Male

No

Chills (1d -
Recovering/Resolving - ),

Malaise (2d -
Recovering/Resolving - )

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

Not reported

EU-EC-
10011468273

02/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

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

Not reported

EU-EC-
10011468290

02/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Injection site pain (n/a -
Unknown - )

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

- n/a - n/a])

Not reported

EU-EC-
10011468422

02/02/2022

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-
10011468461

02/02/2022

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-
10011468735

02/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Blood lactate dehydrogenase
increased (n/a - Unknown - ),

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

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

Genital pain (6d -
Recovered/Resolved - ),

Headache (269h -
Recovered/Resolved - ),

Herpes simplex (n/a -
Unknown - ),

Hypoaesthesia (n/a - Unknown

4

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

Lower respiratory tract
infection (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),

Lymphocyte count decreased
(n/a - Recovering/Resolving -
Caused/Prolonged
Hospitalisation),

Nausea (341h -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Pyrexia (2d -
Recovered/Resolved - ),

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

Stomatitis (19d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Tremor (n/a - Unknown - ),

Vomiting (341h -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

White blood cell count
decreased (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)

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

[CIMETIDINE,
HYDROCHLOR
n/a-[n/a-n/

[COLCHICINE;
[n/a-n/a-0Or

[PREDNISOLO
PREDNISOLO?!
-nfa-nfa-[t
Oral]),

[SALAZOSULF;
n/a-nfa-[n/

EU-EC-
10011468741

02/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

Not reported

EU-EC-
10011468746

02/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

Not reported

EU-EC-
10011468748

02/02/2022

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

Altered state of consciousness
(270min - Recovered/Resolved
- Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),

Disorganised speech (270min -
Recovered/Resolved -

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

[LEVETIRACE]
Epilepsy - n/a
- Oral - More i
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Caused/Prolonged
Hospitalisation),

Epilepsy (270min -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),

Muscle spasms (270min -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)

EU-EC-
10011468834

02/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

Not reported

EU-EC-
10011468835

02/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

Not reported

EU-EC-
10011468939

02/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

Hypoaesthesia oral (n/a -
Unknown - Other Medically
Important Condition)

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

Not reported

EU-EC-
10011469157

02/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

Confusional state (n/a -
Recovering/Resolving - ),

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

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

Hepatic enzyme increased (n/a
- Recovering/Resolving - ),

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

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

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

Rash (n/a -
Recovering/Resolving - )

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

Not reported

EU-EC-
10011469210

02/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Chest pain (n/a - Unknown - ),

Deep vein thrombosis (n/a -
Unknown - Other Medically
Important Condition),

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

Pleural effusion (n/a -
Unknown - ),

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

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

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

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

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

Not reported

EU-EC-
10011469303

02/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Pyrexia (2d -
Recovered/Resolved - )

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

Not reported

EU-EC-
10011469395

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

02/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

Pallor (0d -
Recovered/Resolved - ),

Product administration error
(0d - Unknown - ),

Seizure (0d -
Recovered/Resolved - Other

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

[INFLUENZA A VIRUS
A/BRISBANE/10/2010 (H1N1)
ANTIGEN (MDCK CELL
DERIVED, PROPIOLACTONE
INACTIVATED)] (S - n/a - Not
applicable - [n/a - n/a -
Intramuscular])

Not reported
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Medically Important
Condition),
Tongue biting (0d -
Recovered/Resolved - )
EU-EC- 02/02/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female [No Dizziness (0d - COMIRNATY [TOZINAMERAN] |Not reported
10011469397 Professional |European Years |Specified Recovered/Resolved - ), (S - n/a - Not applicable -
Economic [n/a - n/a - Intramuscular]),
Area Loss of consciousness (0d -
Recovered/Resolved - Other [B/PHUKET/3073/2013-LIKE
Medically Important STRAIN,
Condition), A/MICHIGAN/45/2015
(H1N1)PDMO09-LIKE STRAIN
Product administration error (A/SINGAPORE/GP1908/2015,
(0d - Unknown - ), IVR-180),
B/COLORADO/06/2017-LIKE
Seizure (0d - VIRUS (B/VICTORIA/2/87
Recovered/Resolved - Other LINEAGE)
Medically Important Condition) |(B/MARYLAND/15/2016,
NYMC BX-69A),
A/SINGAPORE/INFIMH-16-
0019/2016 (H3N2)-LIKE
STRAIN
(A/SINGAPORE/INFIMH-16~
0019/2016, IVR-186)] (S -
n/a - Not applicable - [n/a -
n/a - Intramuscular])
EU-EC- 02/02/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - Unknown - |COMIRNATY [TOZINAMERAN] |Not reported
10011469893 Professional | Economic Years Other Medically Important (S-nfa-nfa-[n/a-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 02/02/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Heavy menstrual bleeding (n/a |COMIRNATY [TOZINAMERAN] |Not reported
10011470391 Healthcare |Economic Years |Specified - Not Recovered/Not Resolved |(S - COVID-19 immunisation -
Professional |Area - Other Medically Important Not applicable - [n/a - n/a -
Condition), n/al)
Impaired quality of life (n/a -
Not Recovered/Not Resolved -
Other Medically Important
Condition),
Loss of personal independence
in daily activities (n/a - Not
Recovered/Not Resolved -
Other Medically Important
Condition),
Nausea (n/a - Not
Recovered/Not Resolved -
Other Medically Important
Condition),
Pain (n/a - Not Recovered/Not
Resolved - Other Medically
Important Condition),
Syncope (n/a - Not
Recovered/Not Resolved -
Other Medically Important
Condition)
EU-EC- 02/02/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Chest pain (4d - COMIRNATY [TOZINAMERAN] |Not reported
10011470536 Healthcare |Economic Years |Specified Recovered/Resolved - ), (S - COVID-19 immunisation -
Professional |Area Not applicable - [1d - n/a -
Dysphagia (4d - n/al)
Recovered/Resolved - ),
Fatigue (4d -
Recovered/Resolved - ),
Pericarditis (4d -
Recovered/Resolved - Other
Medically Important Condition)
EU-EC- 02/02/2022 |Spontaneous |Non Non Not available 12-17 |Not Female [No COVID-19 (n/a - Not COMIRNATY [TOZINAMERAN] |Not reported
10011470538 Healthcare |European Years |Specified Recovered/Not Resolved - (S - COVID-19 immunisation -
Professional |Economic Other Medically Important Not applicable - [1d - n/a -
Area Condition), n/al)
Chest discomfort (n/a -
Unknown - Other Medically
Important Condition),
Drug ineffective (n/a - Not
Recovered/Not Resolved -
Other Medically Important
Condition),
Heart rate increased (0d -
Recovered/Resolved - Other
Medically Important
Condition),
Hypotension (0d -
Recovered/Resolved - Other
Medically Important
Condition),
Retching (0d -
Recovered/Resolved - Other
Medically Important
Condition),
Syncope (0d -
Recovered/Resolved - Other
Medically Important Condition)
EU-EC- 02/02/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No COVID-19 (n/a - Unknown - |COMIRNATY [TOZINAMERAN] |Not reported
10011470787 Healthcare |Economic Years |Specified Other Medically Important (S - COVID-19 immunisation -
Professional |Area Condition), Not applicable - [1d - n/a -
Intramuscular - More in
Drug ineffective (n/a - ICSR])
Unknown - Other Medically
Important Condition),
Oropharyngeal pain (n/a -
Unknown - ),

https://dap.ema.europa.eu/analytics/saw.dll?Go
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Rhinorrhoea (n/a - Unknown -

EU-EC-
10011470818

02/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

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

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

Lymph node pain (n/a - Not
Recovered/Not Resolved -
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-
10011470916

02/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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

Chest discomfort (n/a -
Recovering/Resolving - )

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

REVINTY ELLI
[FLUTICASON
VILANTEROL]
Unknown - [n;
Respiratory (ir

EU-EC-
10011471006

02/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

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

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

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

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

Not reported

EU-EC-
10011471041

02/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Depersonalisation/derealisation
disorder (2h -
Recovered/Resolved - )

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

Not reported

EU-EC-
10011471046

02/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Immunisation reaction (n/a -
Not Recovered/Not Resolved -
)

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

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

Not reported

EU-EC-
10011471149

02/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

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

Ear infection (n/a - Not
Recovered/Not Resolved - ),

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

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

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

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

Not reported

EU-EC-
10011471745

02/02/2022

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

Not reported

EU-EC-
10011471763

02/02/2022

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

Not reported

EU-EC-
10011471986

02/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

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

Not reported

EU-EC-
10011472039

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

02/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Blood pressure diastolic
decreased (n/a - Unknown -
Caused/Prolonged
Hospitalisation),

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

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

Loss of consciousness (n/a -
Unknown - Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),

Mouth haemorrhage (n/a -
Unknown - Caused/Prolonged
Hospitalisation),

Seizure (n/a - Unknown -
Caused/Prolonged

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

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

Hospitalisation, Other
Medically Important
Condition),
Swelling face (n/a - Unknown -
Other Medically Important
Condition)
EU-EC- 02/02/2022 |Spontaneous |Non Non Not available 12-17 |Not Female |No COVID-19 (n/a - Unknown - TOZINAMERAN Not reported
10011472263 Healthcare |European Years |Specified Other Medically Important [TOZINAMERAN] (S - COVID-
Professional |Economic Condition), 19 immunisation - Not
Area applicable - [1d - n/a - n/a])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 02/02/2022 |Spontaneous |Healthcare |Non O&apos;leary, S.. Myocarditis 12-17 |Not Male No Cough (n/a - Unknown - TOZINAMERAN Not reported
10011472762 Professional |European |after SARS-CoV-2 Vaccination: Years |Specified Caused/Prolonged [TOZINAMERAN] (S - COVID-
Economic |True, True, and Related?. Hospitalisation), 19 immunisation - Not
Area Pediatrics. 2021 Marshall, M.. applicable - [n/a - n/a - n/a])
Symptomatic Acute Myocarditis Headache (n/a - Unknown -
in 7 Adolescents After Pfizer- Caused/Prolonged
BioNTech COVID-19 Vaccination. Hospitalisation),
Pediatrics.
2021;148(3):10.1542/peds.2021- Myocarditis (n/a - Unknown -
052478. doi:10.1542/peds.2021- Caused/Prolonged
052478 Marshall, M.. Hospitalisation, Other
Symptomatic Acute Myocarditis Medically Important
in Seven Adolescents Following Condition),
Pfizer BioNTech COVID- 19
Vaccination. Pediatrics. Oropharyngeal pain (n/a -
2021;doi:10.1542/peds.2021- Unknown - Caused/Prolonged
052478 Hospitalisation),
Pain (n/a - Unknown -
Caused/Prolonged
Hospitalisation),
Pyrexia (n/a - Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 02/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Chest pain (n/a - Unknown - ), |COMIRNATY [TOZINAMERAN] |Not reported
10011472771 Professional |Economic Years |Specified (S - COVID-19 prophylaxis -
Area Hypoaesthesia (n/a - Unknown |n/a - [n/a - .3mL -
=) Intramuscular])
Pyrexia (n/a - Unknown - ),
Vaccination site reaction (n/a -
Unknown - )
EU-EC- 02/02/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Bell's palsy (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011473156 Healthcare |Economic Years |Specified Recovering/Resolving - ), (S-nfa-n/a-[nfa-n/a-
Professional |Area n/a])
Malaise (2d -
Recovered/Resolved - )
EU-EC- 02/02/2022 |Spontaneous |Healthcare |Non ORapos;leary, S.. Myocarditis 12-17 |Not Male No Myocarditis (n/a - TOZINAMERAN Not reported
10011473176 Professional |European |after SARS-CoV-2 Vaccination: Years |Specified Recovered/Resolved - [TOZINAMERAN] (S - COVID-
Economic |True, True, and Related?. Caused/Prolonged 19 immunisation - Not
Area Pediatrics. 2021 Marshall, M.. Hospitalisation, Other applicable - [n/a - n/a - n/a])
Symptomatic Acute Myocarditis Medically Important Condition)
in Seven Adolescents Following
Pfizer BioNTech COVID- 19
Vaccination. Pediatrics.
2021;148(3):1-11.
doi:10.1542/peds.2021-052478
Marshall, M.. Symptomatic Acute
Myocarditis in 7 Adolescents
After Pfizer-BioNTech COVID-19
Vaccination. Pediatrics.
2021;148(3):e2021052478.
doi:10.1542/peds.2021-052478
EU-EC- 02/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Blood pressure orthostatic (n/a |COMIRNATY [TOZINAMERAN] |Not reported
10011473246 Professional |Economic Years |Specified - Recovering/Resolving - (S-nfa-nfa-[n/a-n/a-
Area Caused/Prolonged n/a])
Hospitalisation),
Dizziness (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Nausea (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Vomiting (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation)
EU-EC- 02/02/2022 | Spontaneous |Non Non Not available 12-17 |Not Female |No Asymptomatic COVID-19 (13d |TOZINAMERAN Not reported
10011473251 Healthcare |European Years |Specified - Recovered/Resolved - Other |[TOZINAMERAN] (S - COVID-
Professional |Economic Medically Important 19 immunisation - Not
Area Condition), applicable - [1d - n/a -
Intramuscular])
Vaccination failure (13d -
Recovered/Resolved - Other
Medically Important Condition)
EU-EC- 02/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Not No Rash (13d - COMIRNATY [TOZINAMERAN] |Not reported
10011473483 Healthcare |Economic Years Specified Recovered/Resolved - ) (S - Immunisation - n/a - [n/a
Professional |Area - 1{DF} - n/al)
EU-EC- 02/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Gingival discolouration (n/a - |COMIRNATY [TOZINAMERAN] |Not reported
10011473549 Healthcare |Economic Years Unknown - ) (S - Immunisation - n/a - [n/a
Professional |Area - 1{DF} - n/a])
EU-EC- 02/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Pruritus (6d - COMIRNATY [TOZINAMERAN] |Not reported
10011473552 Healthcare |Economic Years Recovered/Resolved - ), (S - Immunisation - n/a - [n/a
Professional |Area - 2{DF} - n/a])
Restlessness (0d -
Recovered/Resolved - ),
Tachycardia (n/a -
Recovered/Resolved - ),
Urticaria (6d -
Recovered/Resolved - )
EU-EC- 02/02/2022 | Spontaneous |Healthcare |Non O8&apos;leary, S.. Myocarditis 12-17 |Not Male No Chest pain (n/a - Unknown - | TOZINAMERAN Not reported
10011473611 Professional |European |after SARS-CoV-2 Vaccination: Years |Specified Caused/Prolonged [TOZINAMERAN] (S - COVID-
Economic |True, True, and...Related?. Hospitalisation, Other 19 immunisation - Not
Area Pediatrics. Medically Important applicable - [n/a - n/a - n/a])
2021;doi:10.1542/peds.2021- Condition),
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052644 Marshall, M..
Symptomatic Acute Myocarditis Dyspnoea (n/a - Unknown -
in 7 Adolescents After Pfizer- Caused/Prolonged
BioNTech COVID-19 Vaccination. Hospitalisation, Other
Pediatrics. Medically Important
2021;148(3):10.1542/peds.2021- Condition),
052478. doi:10.1542/peds.2021-
052478 Marshall, M.. Myocarditis (n/a - Unknown -
Symptomatic Acute Myocarditis Caused/Prolonged
in Seven Adolescents Following Hospitalisation, Other
Pfizer BioNTech COVID- 19 Medically Important Condition)
Vaccination. Pediatrics.
2021;doi:DOI:
10.1542/peds.2021-052478
EU-EC- 02/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Albuminuria (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011473652 Healthcare |Economic Years Recovered/Resolved - ) (S - Immunisation - n/a - [n/a
Professional |Area - 1{DF} - n/a])
EU-EC- 02/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Type 1 diabetes mellitus (n/a - |COMIRNATY [TOZINAMERAN] |Not reported
10011473868 Healthcare |Economic Years Recovered/Resolved With (S - Immunisation - n/a - [n/a
Professional |Area Sequelae - Life Threatening, - 1{DF} - n/a]),
Caused/Prolonged
Hospitalisation) COMIRNATY [TOZINAMERAN]
(S - Immunisation - n/a - [n/a
- 2{DF} - n/a])
EU-EC- 02/02/2022 | Spontaneous |Non Non Not available 12-17 |Not Male No Bell's palsy (n/a - Unknown - |COMIRNATY [TOZINAMERAN] |Not reported
10011473992 Healthcare |European Years |Specified Other Medically Important (S - COVID-19 immunisation -
Professional |Economic Condition) Not applicable - [1d - n/a -
Area n/a])
EU-EC- 02/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Urticaria (3d - Unknown - ) COMIRNATY [TOZINAMERAN] |Not reported
10011474065 Healthcare |Economic Years (S - Immunisation - n/a - [n/a
Professional |Area - 2{DF} - n/a])
EU-EC- 02/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Dyspnoea exertional (n/a - COMIRNATY [TOZINAMERAN] [Not reported
10011474089 Healthcare |Economic Years Recovered/Resolved - ) (S - Immunisation - n/a - [n/a
Professional |Area - 2{DF} - n/a])
EU-EC- 02/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Fatigue (n/a - Not COMIRNATY [TOZINAMERAN] |COMIRNATY [/
10011474124 Healthcare |Economic Years Recovered/Not Resolved - ), (S - Immunisation - n/a - [n/a | (C - Immunisa
Professional |Area - 2{DF} - n/a]) - 1{DF} - n/a]
Headache (n/a - Not
Recovered/Not Resolved - )
EU-EC- 02/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Gingival discolouration (153d - |COMIRNATY [TOZINAMERAN] |Not reported
10011474218 Healthcare |Economic Years Unknown - ) (S - Immunisation - n/a - [n/a
Professional |Area - 1{DF} - n/a]),
COMIRNATY [TOZINAMERAN]
(S - Immunisation - n/a - [n/a
- 2{DF} - n/a])
EU-EC- 02/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Gingival discolouration (61d - |COMIRNATY [TOZINAMERAN] |Not reported
10011474225 Healthcare |Economic Years Unknown -) (S - Immunisation - n/a - [n/a
Professional |Area - 1{DF} - n/a]),
COMIRNATY [TOZINAMERAN]
(S - Immunisation - n/a - [n/a
- 2{DF} - n/a])
EU-EC- 02/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Gingival oedema (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011474235 Healthcare |Economic Years Unknown - ) (S - Immunisation - n/a - [n/a
Professional |Area - 1{DF} - n/a])
EU-EC- 02/02/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Fatigue (n/a - Not COMIRNATY [TOZINAMERAN] |Not reported
10011474316 Healthcare |Economic Years |Specified Recovered/Not Resolved - ), (S - COVID-19 immunisation -
Professional |Area Not applicable - [n/a - 1{DF}
Headache (n/a - - n/a])
Recovering/Resolving - ),
Injection site pain (2d -
Recovered/Resolved - ),
Malaise (n/a - Not
Recovered/Not Resolved - ),
Nausea (n/a - Not
Recovered/Not Resolved - )
EU-EC- 02/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Myositis (7d - COMIRNATY [TOZINAMERAN] |Not reported
10011474323 Healthcare |Economic Years Recovered/Resolved - (S - Immunisation - n/a - [n/a
Professional |Area Caused/Prolonged - 1{DF} - n/a])
Hospitalisation)
EU-EC- 02/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Dyspnoea exertional (10d - COMIRNATY [TOZINAMERAN] |Not reported
10011474340 Healthcare |Economic Years Recovered/Resolved - Other (S - Immunisation - n/a - [n/a
Professional |Area Medically Important Condition) |- 2{DF} - n/a])
EU-EC- 02/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Dysphagia (n/a - Not COMIRNATY [TOZINAMERAN] |COMIRNATY [/
10011474420 Healthcare |Economic Years Recovered/Not Resolved - (S - Immunisation - n/a - [n/a | (C - Immunisa
Professional |Area Other Medically Important - 1{DF} - n/a]) - 2{DF} - n/a]
Condition),
Somnolence (n/a - Not
Recovered/Not Resolved -
Other Medically Important
Condition)
EU-EC- 02/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Chills (1d - Not Recovered/Not |COMIRNATY [TOZINAMERAN] |Not reported
10011474437 Healthcare |Economic Years Resolved - ), (S - Immunisation - n/a - [n/a
Professional |Area - n/a-n/al)
Dizziness (0d - Not
Recovered/Not Resolved -
Other Medically Important
Condition),
Feeling hot (0d -
Recovered/Resolved - ),
Nausea (0d -
Recovered/Resolved - ),
Pyrexia (0d - Not
Recovered/Not Resolved - ),
Syncope (0d - Not
Recovered/Not Resolved -
Other Medically Important
Condition)
EU-EC- 02/02/2022 | Spontaneous |Non European | Not available 12-17 |Adolescent |Female |No Blood loss anaemia (n/a - Not |COMIRNATY [TOZINAMERAN] |Not reported
10011474539 Healthcare |Economic Years Recovered/Not Resolved - (S - Immunisation - n/a - [n/a
Professional |Area Caused/Prolonged - 2{DF} - n/a])
Hospitalisation),
Fatigue (n/a - Not
Recovered/Not Resolved - ),
Heavy menstrual bleeding (n/a
- Not Recovered/Not Resolved
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)
Polymenorrhoea (n/a - Not
Recovered/Not Resolved - ),
Syncope (n/a -
Recovered/Resolved - )
EU-EC- 02/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Vertigo (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011474542 Healthcare |Economic Years Recovered/Resolved - ), (S - Immunisation - n/a - [n/a
Professional |Area - n/a-n/al)
Visual impairment (n/a -
Recovered/Resolved - )
EU-EC- 02/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Anaphylactic reaction (0d - COMIRNATY [TOZINAMERAN] [COMIRNATY [
10011474545 Healthcare |Economic Years Recovered/Resolved - Other (S - Immunisation - n/a - [n/a | (C - Immunisa
Professional |Area Medically Important Condition) |- 2{DF} - n/a]) - 1{DF} - n/a]
EU-EC- 02/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Syncope (n/a - Not COMIRNATY [TOZINAMERAN] |COMIRNATY [/
10011474566 Healthcare |Economic Years Recovered/Not Resolved - (S - Immunisation - n/a - [n/a |(C - Immunisa
Professional |Area Other Medically Important - 2{DF} - n/a]) - 1{DF} - n/a]
Condition)
EU-EC- 02/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Lymphadenopathy (n/a - Not |COMIRNATY [TOZINAMERAN] |Not reported
10011474891 Professional | Economic Years Recovered/Not Resolved - ) (S - COVID-19 immunisation -
Area Not applicable - [1d - 1{DF} -
n/a])
EU-EC- 02/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Lymphadenopathy (n/a - Not |COMIRNATY [TOZINAMERAN] |Not reported
10011474902 Professional |Economic Years Recovered/Not Resolved - ) (S - COVID-19 immunisation -
Area Not applicable - [1d - 1{DF} -
n/a])
EU-EC- 02/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Pyrexia (n/a - Not COMIRNATY [TOZINAMERAN] |Not reported
10011474987 Professional |Economic Years Recovered/Not Resolved - ) (S - COVID-19 immunisation -
Area Not applicable - [1d - 1{DF} -
n/a])
EU-EC- 02/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Pyrexia (n/a - Not COMIRNATY [TOZINAMERAN] |Not reported
10011474996 Professional |Economic Years Recovered/Not Resolved - ) (S - COVID-19 immunisation -
Area Not applicable - [1d - 1{DF} -
n/a])
EU-EC- 02/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Headache (n/a - Not COMIRNATY [TOZINAMERAN] |Not reported
10011475004 Professional |Economic Years Recovered/Not Resolved - ), (S - COVID-19 immunisation -
Area Not applicable - [1d - 1{DF} -
Pyrexia (n/a - Not n/a])
Recovered/Not Resolved - ),
Vaccination site pain (n/a - Not
Recovered/Not Resolved - )
EU-EC- 02/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Eye pain (n/a - Not COMIRNATY [TOZINAMERAN] |Not reported
10011475012 Professional |Economic Years Recovered/Not Resolved - (S - COVID-19 immunisation -
Area Other Medically Important Not applicable - [1d - 1{DF} -
Condition), n/al)
Headache (2d -
Recovered/Resolved - )
EU-EC- 02/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Pyrexia (n/a - Not COMIRNATY [TOZINAMERAN] |Not reported
10011475013 Professional |Economic Years Recovered/Not Resolved - ), (S - COVID-19 immunisation -
Area Not applicable - [1d - 1{DF} -
Vomiting (n/a - Not n/a - More in ICSR])
Recovered/Not Resolved - )
EU-EC- 02/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No Cough (n/a - Not COMIRNATY [TOZINAMERAN] [[PHENOXYME
10011475048 Professional | Economic Years Recovered/Not Resolved - ) (S - COVID-19 immunisation - |POTASSIUM] (
Area Unknown - [n/a - 1{DF} - n/a-[n/a-n/
n/a])
[POTASSIUM,
MACROGOL 3.
ION, HYDROG
CARBONATE, !
HYDROGEN G
POTASSIUM C
SODIUM CHLC
MACROGOL 3.
Constipation -
- Oral])
EU-EC- 02/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Headache (8d - COMIRNATY [TOZINAMERAN] |Not reported
10011475121 Professional | Economic Years Recovered/Resolved - ), (S - COVID-19 immunisation -
Area Not applicable - [1d - 1{DF} -
Myalgia (8d - n/al)
Recovered/Resolved - ),
Pyrexia (8d -
Recovered/Resolved - )
EU-EC- 02/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Lymphadenopathy (9d - COMIRNATY [TOZINAMERAN] |Not reported
10011475152 Professional | Economic Years Recovered/Resolved - ) (S - COVID-19 immunisation -
Area Not applicable - [1d - 1{DF} -
n/a])
EU-EC- 02/02/2022 | Spontaneous |Healthcare  |European |Not available 12-17 |Adolescent |Female |No Sinus tachycardia (1d - COMIRNATY [TOZINAMERAN] |Not reported
10011475178 Professional |Economic Years Recovered/Resolved - ) (S - COVID-19 immunisation -
Area Not applicable - [1d - 1{DF} -
n/al)
EU-EC- 02/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Myalgia (n/a - Not COMIRNATY [TOZINAMERAN] |Not reported
10011475214 Professional |Economic Years Recovered/Not Resolved - ), (S - COVID-19 immunisation -
Area Not applicable - [1d - 1{DF} -
Pyrexia (n/a - Not n/al)
Recovered/Not Resolved - ),
Vaccination site pain (n/a - Not
Recovered/Not Resolved - )
EU-EC- 02/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Headache (n/a - Unknown - ), |COMIRNATY [TOZINAMERAN] |Not reported
10011475219 Professional | Economic Years (S - COVID-19 immunisation -
Area Myalgia (n/a - Unknown - ), Not applicable - [n/a - 1{DF}
- Intramuscular])
Pyrexia (n/a - Unknown - )
EU-EC- 02/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Petechiae (2d - COMIRNATY [TOZINAMERAN] |Not reported
10011475889 Healthcare |Economic Years Recovering/Resolving - ), (S - Immunisation - n/a - [n/a
Professional |Area - n/a - n/al)
Rash (2d -
Recovering/Resolving - )
EU-EC- 02/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Asthenia (n/a - Not COMIRNATY [TOZINAMERAN] |Not reported
10011475890 Healthcare |Economic Years Recovered/Not Resolved - ),  |(S - Immunisation - n/a - [n/a
Professional |Area - n/a-n/a])
Headache (n/a - Not
Recovered/Not Resolved - ),
Malaise (n/a - Not
Recovered/Not Resolved - ),
Nausea (n/a - Not
Recovered/Not Resolved - ),
Tachycardia (n/a - Not
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Recovered/Not Resolved - ),
Vomiting (n/a - Unknown - )
EU-EC- 02/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Herpes zoster (14d - Not COMIRNATY [TOZINAMERAN] |Not reported
10011475891 Healthcare |Economic Years Recovered/Not Resolved - ), (S - Immunisation - n/a - [n/a
Professional |Area - n/a-n/a])
Rash (14d - Not
Recovered/Not Resolved - )
EU-EC- 02/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Chills (1d - COMIRNATY [TOZINAMERAN] |Not reported
10011475892 Healthcare |Economic Years Recovering/Resolving - ), (S - Immunisation - n/a - [n/a
Professional |Area - n/a-n/a])
Influenza like illness (1d -
Recovering/Resolving - )
EU-EC- 02/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Cardiovascular disorder (n/a - |COMIRNATY [TOZINAMERAN] |Not reported
10011475893 Healthcare |Economic Years Not Recovered/Not Resolved - |(S - Immunisation - n/a - [n/a
Professional |Area ) - n/a-n/a])
Dizziness (n/a - Not
Recovered/Not Resolved - ),
Feeling hot (n/a - Not
Recovered/Not Resolved - )
EU-EC- 02/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Chest discomfort (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011475910 Healthcare |Economic Years Recovered/Resolved - ), (S - Immunisation - n/a - [n/a
Professional |Area - n/a-n/al)
Tachycardia (n/a -
Recovered/Resolved - )
EU-EC- 02/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Dizziness (0d - COMIRNATY [TOZINAMERAN] |Not reported
10011475912 Healthcare |Economic Years Recovered/Resolved - ), (S - Immunisation - n/a - [n/a
Professional |Area - n/a-n/al)
Headache (3d -
Recovered/Resolved - ),
Hyperhidrosis (0d -
Recovered/Resolved - ),
Lymphadenopathy (4d -
Recovering/Resolving - ),
Nausea (0d -
Recovered/Resolved - ),
Pyrexia (0d -
Recovered/Resolved - )
EU-EC- 02/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Headache (0d - COMIRNATY [TOZINAMERAN] |Not reported
10011475914 Healthcare |Economic Years Recovered/Resolved - ), (S - Immunisation - n/a - [n/a
Professional |Area - n/a-n/a])
Lymphadenopathy (7d -
Recovering/Resolving - ),
Migraine without aura (0d -
Recovered/Resolved - )
EU-EC- 02/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Dizziness (1d - Not COMIRNATY [TOZINAMERAN] |Not reported
10011475916 Healthcare |Economic Years Recovered/Not Resolved - ), (S - Immunisation - n/a - [n/a
Professional |Area - n/a-n/al)
Tachycardia (1d - Not
Recovered/Not Resolved - ),
Vomiting (0d - Not
Recovered/Not Resolved - )
EU-EC- 02/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Lymphadenopathy (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011475917 Healthcare |Economic Years Recovered/Resolved With (S - Immunisation - n/a - [n/a
Professional |Area Sequelae - ) - n/a - n/al])
EU-EC- 02/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Pityriasis rosea (24d - Not COMIRNATY [TOZINAMERAN] |Not reported
10011475918 Healthcare |Economic Years Recovered/Not Resolved - ), (S - Immunisation - n/a - [n/a
Professional |Area - n/a-n/al)
Rash (24d - Not
Recovered/Not Resolved - )
EU-EC- 02/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Injection site pain (36d - COMIRNATY [TOZINAMERAN] |Not reported
10011475919 Healthcare |Economic Years Unknown - ) (S - Immunisation - n/a - [n/a
Professional |Area - n/a - n/a])
EU-EC- 02/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Dizziness (60d - Not COMIRNATY [TOZINAMERAN] |Not reported
10011475922 Healthcare |Economic Years Recovered/Not Resolved - ), (S - Immunisation - n/a - [n/a
Professional |Area - n/a-n/al)
Headache (60d - Not
Recovered/Not Resolved - ),
Hypoaesthesia (60d - Not
Recovered/Not Resolved - )
EU-EC- 02/02/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Lymphadenopathy (0d - Not COMIRNATY [TOZINAMERAN] |Not reported
10011475924 Healthcare |Economic Years |Specified Recovered/Not Resolved - ) (S - Immunisation - n/a - [n/a
Professional |Area - n/a - nfal)
EU-EC- 02/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Fatigue (2d - COMIRNATY [TOZINAMERAN] |Not reported
10011475926 Healthcare |Economic Years Recovering/Resolving - ), (S - Immunisation - n/a - [n/a
Professional |Area - n/a-n/al)
Headache (2d -
Recovering/Resolving - ),
Injection site pain (2d -
Recovering/Resolving - ),
Lymphadenopathy (2d -
Recovering/Resolving - ),
Pyrexia (0d -
Recovered/Resolved - )
EU-EC- 02/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Lymphadenopathy (2d - Not COMIRNATY [TOZINAMERAN] |Not reported
10011475927 Healthcare |Economic Years Recovered/Not Resolved - ), (S - Immunisation - n/a - [n/a
Professional |Area - n/a-n/al)
Pyrexia (2d - Not
Recovered/Not Resolved - )
EU-EC- 02/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Dizziness (n/a - Not COMIRNATY [TOZINAMERAN] |Not reported
10011475930 Healthcare |Economic Years Recovered/Not Resolved - ) (S - Immunisation - n/a - [n/a
Professional |Area - n/a - n/a])
EU-EC- 02/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Dizziness (0d - COMIRNATY [TOZINAMERAN] |Not reported
10011475932 Healthcare |Economic Years Recovering/Resolving - ), (S - Immunisation - n/a - [n/a
Professional |Area - n/a-n/al)
Headache (2d -
Recovering/Resolving - ),
Injection site erythema (3d -
Recovering/Resolving - ),
Injection site pain (3d -
Recovering/Resolving - ),
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Injection site swelling (2d -
Recovering/Resolving - ),
Pyrexia (1d -
Recovering/Resolving - )
EU-EC- 02/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Headache (3d - COMIRNATY [TOZINAMERAN] |Not reported
10011475933 Healthcare |Economic Years Recovering/Resolving - ), (S - Immunisation - n/a - [n/a
Professional |Area - n/a-n/al)
Lymphadenopathy (3d -
Recovering/Resolving - )
EU-EC- 02/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Hypoaesthesia (n/a - Not COMIRNATY [TOZINAMERAN] |Not reported
10011475934 Healthcare |Economic Years Recovered/Not Resolved - ), (S - Immunisation - n/a - [n/a
Professional |Area - n/a-n/a])
Paraesthesia (n/a - Not
Recovered/Not Resolved - )
EU-EC- 02/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Headache (2d - COMIRNATY [TOZINAMERAN] |Not reported
10011475938 Healthcare |Economic Years Recovered/Resolved - ), (S - Immunisation - n/a - [n/a
Professional |Area - n/a - Intramuscular])
Influenza (2d -
Recovered/Resolved - )
EU-EC- 02/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Rash (50d - Not COMIRNATY [TOZINAMERAN] |Not reported
10011475939 Healthcare |Economic Years Recovered/Not Resolved - ),  |(S - Immunisation - n/a - [n/a
Professional |Area - n/a - n/aj])
Urticaria (50d - Not
Recovered/Not Resolved - )
EU-EC- 02/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Headache (9d - Not COMIRNATY [TOZINAMERAN] |Not reported
10011475940 Healthcare |Economic Years Recovered/Not Resolved - ), (S - Immunisation - n/a - [n/a
Professional |Area - n/a-n/a])
Influenza like illness (9d - Not
Recovered/Not Resolved - ),
Photophobia (9d - Not
Recovered/Not Resolved - )
EU-EC- 02/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Lymphadenopathy (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011475941 Healthcare |Economic Years Unknown - ) (S - Immunisation - n/a - [n/a
Professional |Area - n/a - nfal)
EU-EC- 02/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Headache (1d - COMIRNATY [TOZINAMERAN] |Not reported
10011475942 Healthcare |Economic Years Recovered/Resolved - ) (S - Immunisation - n/a - [n/a
Professional |Area - n/a - n/al)
EU-EC- 02/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Rash (0d - Recovered/Resolved | COMIRNATY [TOZINAMERAN] |Not reported
10011475943 Healthcare |Economic Years - (S - Immunisation - n/a - [n/a
Professional |Area - n/a - n/a])
EU-EC- 02/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Rash (2d - Not Recovered/Not |COMIRNATY [TOZINAMERAN] |Not reported
10011475945 Healthcare |Economic Years Resolved - ) (S - Immunisation - n/a - [n/a
Professional |Area - n/a-n/a])
EU-EC- 02/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Abdominal pain (1d - COMIRNATY [TOZINAMERAN] |Not reported
10011475949 Healthcare |Economic Years Recovering/Resolving - ), (S - Immunisation - n/a - [n/a
Professional |Area - n/a-n/a])
Groin pain (1d -
Recovering/Resolving - ),
Injection site pain (1d -
Recovering/Resolving - )
EU-EC- 02/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Influenza like illness (43d - COMIRNATY [TOZINAMERAN] |Not reported
10011475950 Healthcare |Economic Years Recovering/Resolving - ), (S - Immunisation - n/a - [n/a
Professional |Area - n/a-n/al)
Tachycardia (43d -
Recovering/Resolving - )
EU-EC- 02/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Malaise (0d - COMIRNATY [TOZINAMERAN] |Not reported
10011475951 Healthcare |Economic Years Recovered/Resolved - ) (S - Immunisation - n/a - [n/a
Professional |Area - n/a - n/a])
EU-EC- 02/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Gastrointestinal pain (1d - COMIRNATY [TOZINAMERAN] |Not reported
10011475952 Healthcare |Economic Years Recovering/Resolving - ), (S - Immunisation - n/a - [n/a
Professional |Area - n/a-n/al)
Headache (1d -
Recovering/Resolving - ),
Influenza (1d -
Recovering/Resolving - )
EU-EC- 02/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Chills (1d - COMIRNATY [TOZINAMERAN] |Not reported
10011475954 Healthcare |Economic Years Recovered/Resolved - ), (S - Immunisation - n/a - [n/a
Professional |Area - n/a-n/al)
Fatigue (1d -
Recovered/Resolved - ),
Headache (1d -
Recovered/Resolved - ),
Hot flush (1d -
Recovered/Resolved - ),
Pyrexia (1d -
Recovered/Resolved - ),
Vomiting (1d -
Recovered/Resolved - )
EU-EC- 02/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Chills (0d - COMIRNATY [TOZINAMERAN] |Not reported
10011475956 Healthcare |Economic Years Recovered/Resolved - ), (S - Immunisation - n/a - [n/a
Professional |Area - n/a-n/a])
Feeling hot (1d -
Recovered/Resolved - ),
Headache (2d -
Recovering/Resolving - ),
Lymphadenopathy (6d -
Unknown - )
EU-EC- 02/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Lymphadenopathy (n/a - Not |COMIRNATY [TOZINAMERAN] |Not reported
10011475958 Healthcare |Economic Years Recovered/Not Resolved - ), (S - Immunisation - n/a - [n/a
Professional |Area - n/a-n/al)
Vaccination site pain (n/a - Not
Recovered/Not Resolved - )
EU-EC- 02/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Influenza like illness (3d - COMIRNATY [TOZINAMERAN] |Not reported
10011475960 Healthcare |Economic Years Recovering/Resolving - ), (S - Immunisation - n/a - [n/a
Professional |Area - n/a-n/al)
Lymphadenopathy (3d -
Recovering/Resolving - )
EU-EC- 02/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Headache (0d - COMIRNATY [TOZINAMERAN] |Not reported
10011475976 Healthcare |Economic Years Recovered/Resolved - ), (S - Immunisation - n/a - [n/a
Professional |Area - n/a-n/al)
Myalgia (0d -
Recovered/Resolved - )
EU-EC- 02/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Headache (n/a - Not COMIRNATY [TOZINAMERAN] |Not reported
10011475978 Healthcare |Economic Years Recovered/Not Resolved - ), (S - Immunisation - n/a - [n/a
Professional |Area - n/a-n/al)
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Lymphadenopathy (n/a - Not
Recovered/Not Resolved - )
EU-EC- 02/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Headache (8d - Not COMIRNATY [TOZINAMERAN] |Not reported
10011475979 Healthcare |Economic Years Recovered/Not Resolved - ), (S - Immunisation - n/a - [n/a
Professional |Area - n/a-n/al])
Myalgia (8d - Not
Recovered/Not Resolved - ),
Paraesthesia (8d - Not
Recovered/Not Resolved - )
EU-EC- 02/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Herpes zoster (5d - Not COMIRNATY [TOZINAMERAN] |Not reported
10011475980 Healthcare |Economic Years Recovered/Not Resolved - ),  |(S - Immunisation - n/a - [n/a
Professional |Area - n/a-n/a])
Rash (5d - Not Recovered/Not
Resolved - )
EU-EC- 02/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Rash (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011475983 Healthcare |Economic Years Recovering/Resolving - ), (S - Immunisation - n/a - [n/a
Professional |Area - n/a-n/a])
Rash pruritic (n/a -
Recovering/Resolving - ),
Vaccination site reaction (4d -
Recovered/Resolved - )
EU-EC- 02/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Injection site swelling (19d - |COMIRNATY [TOZINAMERAN] |Not reported
10011475984 Healthcare |Economic Years Recovering/Resolving - ), (S - Immunisation - n/a - [n/a
Professional |Area - n/a-n/al)
Lymphadenopathy (19d -
Recovering/Resolving - )
EU-EC- 02/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Pyrexia (0d - COMIRNATY [TOZINAMERAN] |Not reported
10011475985 Healthcare |Economic Years Recovered/Resolved - ), (S - Immunisation - n/a - [n/a
Professional |Area - n/a-n/al)
Tachycardia (0d -
Recovered/Resolved - )
EU-EC- 02/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Tachycardia (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011475986 Healthcare |Economic Years Recovering/Resolving - ) (S - Immunisation - n/a - [n/a
Professional |Area - n/a - nfal)
EU-EC- 02/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Rash (n/a - Not Recovered/Not | COMIRNATY [TOZINAMERAN] |Not reported
10011475988 Healthcare |Economic Years Resolved - ) (S - Immunisation - n/a - [n/a
Professional |Area - n/a - n/a])
EU-EC- 02/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Injection site pain (144d - Not |COMIRNATY [TOZINAMERAN] |Not reported
10011475989 Healthcare |Economic Years Recovered/Not Resolved - ), (S - Immunisation - n/a - [n/a
Professional |Area - n/a-n/a])
Rash (144d - Not
Recovered/Not Resolved - ),
Vaccination site pain (144d -
Not Recovered/Not Resolved -
EU-EC- 02/02/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Pain (0d - Recovered/Resolved |COMIRNATY [TOZINAMERAN] |Not reported
10011475990 Healthcare |Economic Years |Specified =) (S - Immunisation - n/a - [n/a
Professional |Area - n/a-n/al)
Pyrexia (0d -
Recovered/Resolved - )
EU-EC- 02/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Influenza like illness (2d - COMIRNATY [TOZINAMERAN] |Not reported
10011475992 Healthcare |Economic Years Recovering/Resolving - ), (S - Immunisation - n/a - [n/a
Professional |Area - n/a-n/al)
Lymphadenopathy (2d -
Recovering/Resolving - )
EU-EC- 02/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Headache (n/a - Unknown - ), |COMIRNATY [TOZINAMERAN] |Not reported
10011475993 Healthcare |Economic Years (S - Immunisation - n/a - [n/a
Professional |Area Influenza like illness (n/a - - n/a-n/al)
Unknown - )
EU-EC- 02/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Petechiae (n/a - Not COMIRNATY [TOZINAMERAN] |Not reported
10011475994 Healthcare |Economic Years Recovered/Not Resolved - ), (S - Immunisation - n/a - [n/a
Professional |Area - n/a-n/al)
Rash (n/a - Not Recovered/Not
Resolved - )
EU-EC- 02/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Abdominal pain lower (6d - COMIRNATY [TOZINAMERAN] [Not reported
10011475995 Healthcare |Economic Years Not Recovered/Not Resolved - |(S - Immunisation - n/a - [n/a
Professional |Area ) - n/a-n/a])
Dizziness (6d - Not
Recovered/Not Resolved - ),
Fatigue (6d - Not
Recovered/Not Resolved - ),
Headache (2d -
Recovered/Resolved - ),
Injection site pain (6d - Not
Recovered/Not Resolved - ),
Limb discomfort (6d -
Recovering/Resolving - ),
Malaise (6d - Not
Recovered/Not Resolved - ),
Menstrual disorder (6d - Not
Recovered/Not Resolved - )
EU-EC- 02/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Influenza like illness (13d - Not | COMIRNATY [TOZINAMERAN] |Not reported
10011475996 Healthcare |Economic Years Recovered/Not Resolved - ), (S - Immunisation - n/a - [n/a
Professional |Area - n/a-n/a])
Lymphadenopathy (13d - Not
Recovered/Not Resolved - ),
Nasopharyngitis (13d - Not
Recovered/Not Resolved - ),
Paraesthesia (13d - Not
Recovered/Not Resolved - ),
Pyrexia (13d - Not
Recovered/Not Resolved - )
EU-EC- 02/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Chills (2d - Unknown - ), COMIRNATY [TOZINAMERAN] |Not reported
10011475997 Healthcare |Economic Years (S - Immunisation - n/a - [n/a
Professional |Area Lymphadenopathy (3d - - n/a-n/a])
Unknown - )
EU-EC- 02/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Chills (2d - COMIRNATY [TOZINAMERAN] |Not reported
10011475999 Healthcare |Economic Years Recovered/Resolved - ), (S - Immunisation - n/a - [n/a
Professional |Area - n/a-n/a])
Fatigue (2d -
Recovered/Resolved - ),
Influenza (2d -
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Recovered/Resolved - ),

Pyrexia (2d -
Recovered/Resolved - )

EU-EC-
10011476004

02/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Injection site pain (16d - Not
Recovered/Not Resolved - ),

Menstrual disorder (16d - Not
Recovered/Not Resolved - )

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

- n/a-n/a])

Not reported

EU-EC-
10011476005

02/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Diarrhoea (119d - Not
Recovered/Not Resolved - ),

Dizziness (119d - Not
Recovered/Not Resolved - ),

Pyrexia (119d - Not
Recovered/Not Resolved - ),

Vomiting (119d - Not
Recovered/Not Resolved - )

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

- n/a-n/a])

Not reported

EU-EC-
10011476006

02/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Lymphadenopathy (1d -
Recovering/Resolving - )

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

- n/a - n/a])

Not reported

EU-EC-
10011476007

02/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

Syncope (n/a -
Recovered/Resolved - )

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

Not reported

EU-EC-
10011476011

02/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Dizziness (2d -
Recovered/Resolved - ),

Fatigue (2d -
Recovered/Resolved - ),

Headache (n/a -
Recovered/Resolved - ),

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

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

Malaise (n/a -
Recovered/Resolved - ),

Nausea (2d -
Recovered/Resolved - )

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

Not reported

EU-EC-
10011476012

02/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Headache (6d -
Recovered/Resolved - ),

Influenza (7d -
Recovered/Resolved - ),

Lymphadenopathy (8d - Not
Recovered/Not Resolved - ),

Pyrexia (5d -
Recovered/Resolved - )

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

- n/a-n/a])

Not reported

EU-EC-
10011476013

02/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Chills (n/a - Unknown - ),
Dizziness (n/a - Unknown - ),
Headache (n/a - Unknown - ),

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

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

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

Not reported

EU-EC-
10011476014

02/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Genital infection (21d -
Recovered/Resolved - ),

Pyrexia (21d -
Recovered/Resolved - )

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

Not reported

EU-EC-
10011476017

02/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Hypotension (0d -
Recovered/Resolved - ),

Pyrexia (0d -
Recovered/Resolved - )

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

Not reported

EU-EC-
10011476020

02/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

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

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

Not reported

EU-EC-
10011476021

02/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Headache (1d -
Recovering/Resolving - ),

Influenza like illness (1d -
Recovering/Resolving - ),

Lymphadenopathy (1d -
Recovering/Resolving - ),

Vaccination site pain (1d -
Recovering/Resolving - )

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

Not reported

EU-EC-
10011476022

02/02/2022

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

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Chills (n/a - Unknown - ),
Cough (n/a - Unknown - ),
Fatigue (n/a - Unknown - ),
Influenza (n/a - Unknown - ),

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

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

Limb discomfort (n/a -
Unknown - ),

Myalgia (n/a - Unknown - ),

Peripheral swelling (n/a -
Unknown - ),

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

Not reported
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Pyrexia (n/a - Unknown - )
EU-EC- 02/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Fatigue (6d - COMIRNATY [TOZINAMERAN] |Not reported
10011476023 Healthcare |Economic Years Recovering/Resolving - ), (S - Immunisation - n/a - [n/a
Professional |Area - n/a-n/a)])
Influenza like illness (6d -
Recovering/Resolving - ),
Injection site pain (6d -
Recovering/Resolving - ),
Pyrexia (6d -
Recovering/Resolving - )
EU-EC- 02/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Chest pain (27d - Not COMIRNATY [TOZINAMERAN] |Not reported
10011476024 Healthcare |Economic Years Recovered/Not Resolved - ),  |(S - Immunisation - n/a - [n/a
Professional |Area - n/a-n/al)
Fatigue (30d -
Recovered/Resolved - ),
Lymphadenopathy (27d - Not
Recovered/Not Resolved - ),
Malaise (27d -
Recovering/Resolving - ),
Myalgia (27d - Not
Recovered/Not Resolved - )
EU-EC- 02/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Headache (32d - Not COMIRNATY [TOZINAMERAN] |Not reported
10011476025 Healthcare |Economic Years Recovered/Not Resolved - ) (S - Immunisation - n/a - [n/a
Professional |Area - n/a - n/a])
EU-EC- 02/02/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Amenorrhoea (83d - Not COMIRNATY [TOZINAMERAN] |Not reported
10011476026 Healthcare |Economic Years |Specified Recovered/Not Resolved - ), (S - Immunisation - n/a - [n/a
Professional |Area - n/a-n/a])
Myalgia (83d - Not
Recovered/Not Resolved - )
EU-EC- 02/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Chills (0d - COMIRNATY [TOZINAMERAN] |Not reported
10011476034 Healthcare |Economic Years Recovered/Resolved - ), (S - Immunisation - n/a - [n/a
Professional |Area - n/a-n/al)
Headache (1d -
Recovering/Resolving - ),
Pyrexia (0d -
Recovered/Resolved - ),
Vomiting (0d -
Recovered/Resolved - )
EU-EC- 02/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Influenza like illness (3d - COMIRNATY [TOZINAMERAN] |Not reported
10011476035 Healthcare |Economic Years Recovering/Resolving - ) (S - Immunisation - n/a - [n/a
Professional |Area - n/a - Intramuscular])
EU-EC- 02/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Asthenia (2d - COMIRNATY [TOZINAMERAN] |Not reported
10011476036 Healthcare |Economic Years Recovering/Resolving - ), (S - Immunisation - n/a - [n/a
Professional |Area - n/a-n/a])
Dizziness (2d -
Recovering/Resolving - ),
Headache (2d -
Recovering/Resolving - )
EU-EC- 02/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Headache (n/a - Unknown - ), |COMIRNATY [TOZINAMERAN] |Not reported
10011476038 Healthcare |Economic Years (S - Immunisation - n/a - [n/a
Professional |Area Malaise (n/a - Unknown - ) - n/a - Intramuscular])
EU-EC- 02/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Abnormal faeces (3d - COMIRNATY [TOZINAMERAN] |Not reported
10011476039 Healthcare |Economic Years Recovered/Resolved - ), (S - Immunisation - n/a - [n/a
Professional |Area - n/a-n/al)
Malaise (3d -
Recovered/Resolved - ),
Nausea (3d -
Recovered/Resolved - )
EU-EC- 02/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Headache (6d - Not COMIRNATY [TOZINAMERAN] |Not reported
10011476040 Healthcare |Economic Years Recovered/Not Resolved - ), (S - Immunisation - n/a - [n/a
Professional |Area - n/a-n/al)
Influenza (6d - Not
Recovered/Not Resolved - )
EU-EC- 02/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Fatigue (2d - Not COMIRNATY [TOZINAMERAN] |Not reported
10011476043 Healthcare |Economic Years Recovered/Not Resolved - ), (S - Immunisation - n/a - [n/a
Professional |Area - n/a-n/a])
Lymphadenopathy (2d - Not
Recovered/Not Resolved - ),
Paraesthesia (1d - Not
Recovered/Not Resolved - ),
Pyrexia (2d - Not
Recovered/Not Resolved - ),
Vaccination site swelling (1d -
Not Recovered/Not Resolved -
EU-EC- 02/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Amenorrhoea (n/a - Not COMIRNATY [TOZINAMERAN] |Not reported
10011476045 Healthcare |Economic Years Recovered/Not Resolved - ), (S - Immunisation - n/a - [n/a
Professional |Area - n/a-n/a])
Influenza (n/a - Not
Recovered/Not Resolved - ),
Menstrual disorder (n/a - Not
Recovered/Not Resolved - )
EU-EC- 01/02/2022 |Spontaneous |Non European |Not available 12-17 |Not Female [No Injection site pain (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011449074 Healthcare |Economic Years |Specified Recovered/Resolved - ), (S - COVID-19 immunisation -
Professional |Area n/a-[n/a-.3mL-
Pyrexia (n/a - Intramuscular])
Recovered/Resolved - )
EU-EC- 01/02/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Urticaria (n/a - Not COMIRNATY [TOZINAMERAN] |Not reported
10011449149 Healthcare |Economic Years |Specified Recovered/Not Resolved - ) (S - COVID-19 immunisation -
Professional |Area n/a-[n/a-.3mL-
Intramuscular])
EU-EC- 01/02/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Urticaria (n/a - Not COMIRNATY [TOZINAMERAN] |Not reported
10011449160 Healthcare |Economic Years |Specified Recovered/Not Resolved - ) (S - COVID-19 immunisation -
Professional |Area n/a-[n/a - 1{DF} -
Intramuscular])
EU-EC- 01/02/2022 |Spontaneous |Non European |Not available 12-17 |Not Female [No Decreased appetite (n/a - Not |COMIRNATY [TOZINAMERAN] |Not reported
10011449337 Healthcare |Economic Years |Specified Recovered/Not Resolved - ), (S - COVID-19 immunisation -
Professional |Area n/a-[n/a - 1{DF} -
Fatigue (n/a - Not Intramuscular])
Recovered/Not Resolved - ),

15/40



30.11.2022 17.10

Run Line Listing Report

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

EU-EC-
10011450302

01/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Headache (2d -
Recovered/Resolved - ),

Malaise (2d -
Recovered/Resolved - )

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

Not reported

EU-EC-
10011450351

01/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Pericarditis (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-
10011450517

01/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Injection site joint movement
impairment (n/a - Not
Recovered/Not Resolved - ),

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

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

-

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

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

Not reported

EU-EC-
10011450870

01/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

Not reported

EU-EC-
10011450922

01/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

[SODIUM PIC(
n/a-n/a-[n/

EU-EC-
10011450940

01/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

COVID-19 (n/a - Unknown -
Caused/Prolonged
Hospitalisation),

Vaccination failure (n/a -
Unknown - Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10011450957

01/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

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

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

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

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

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

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

[INFLUENZA \
Immunisation
n/a - n/al)

EU-EC-
10011450970

01/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

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

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

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

Nausea (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-
10011450972

01/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Dyskinesia (n/a -
Recovered/Resolved - ),

Eye movement disorder (n/a -
Recovered/Resolved - ),

Loss of consciousness (n/a -
Recovered/Resolved - Other
Medically Important
Condition),

Pallor (n/a -
Recovered/Resolved - )

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

Not reported

EU-EC-
10011451322

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

01/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

i

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

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

EU-EC-
10011451341

01/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

Not reported

EU-EC-
10011451852

01/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Child

Female

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

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

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

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

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

- n/a])

Not reported

EU-EC-
10011452028

01/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

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

Migraine with aura (0d -
Recovered/Resolved - Other
Medically Important
Condition),

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

Visual acuity reduced (n/a -
Unknown - 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/a])

[FEXOFENADI
FEXOFENADIN
HYDROCHLOR
Antiallergic the
Hypersensitivit
n/a - n/al)

EU-EC-
10011452037

01/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

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

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

Pyrexia (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-
10011452074

01/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

TACROLIMUS
TACROLIMUS
MONOHYDRAT
transplant - n/

n/al)

EU-EC-
10011452169

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

01/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

Headache (n/a -

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

Not reported
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Recovering/Resolving - Other
Medically Important
Condition),

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

Vomiting (12h -
Recovering/Resolving - Other
Medically Important Condition)

EU-EC-
10011452209

01/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

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

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

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

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

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

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

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

Not reported

EU-EC-
10011452286

01/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

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

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

Not reported

EU-EC-
10011452293

01/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Foreign body in skin or
subcutaneous tissue (n/a -
Recovering/Resolving - ),

Product preparation issue (n/a
- Recovering/Resolving - ),

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

W

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

W

Vaccination site swelling (n/a -
Recovering/Resolving - )

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

Not reported

EU-EC-
10011452333

01/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Cardiac discomfort (n/a -
Recovering/Resolving - ),

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

Product administered at
inappropriate site (n/a -
Recovering/Resolving - ),

Syncope (n/a -
Recovering/Resolving - )

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

Not reported

EU-EC-
10011452724

01/02/2022

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-
10011452752

01/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

Not reported

EU-EC-
10011452762

01/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Hypersensitivity (n/a -
Unknown - )

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

Not reported

EU-EC-
10011452798

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

01/02/2022

Spontaneous

Non
Healthcare

European
Economic

Not available

12-17
Years

Not
Specified

Male

No

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

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

Not reported
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Professional |Area Medically Important Not applicable - [1d - n/a -
Condition), n/al)
Vaccination failure (n/a -
Recovering/Resolving - Other
Medically Important Condition)
EU-EC- 01/02/2022 |Spontaneous |Non European |Not available 12-17 |Not Female [No Chest pain (n/a - Not COMIRNATY [TOZINAMERAN] |Not reported
10011452801 Healthcare |Economic Years |Specified Recovered/Not Resolved - ), (S - COVID-19 immunisation -
Professional |Area Not applicable - [1d - n/a -
Myocarditis (n/a - Not n/al)
Recovered/Not Resolved -
Other Medically Important
Condition)
EU-EC- 01/02/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female [No Dizziness (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011452804 Professional |European Years |Specified Recovered/Resolved - ), (S - COVID-19 immunisation -
Economic Not applicable - [n/a - n/a -
Area Dyskinesia (n/a - n/a])
Recovered/Resolved - ),
Syncope (n/a -
Recovered/Resolved - Other
Medically Important Condition)
EU-EC- 01/02/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Thrombosis (n/a - Not COMIRNATY [TOZINAMERAN] |Not reported
10011452851 Professional |European Years |Specified Recovered/Not Resolved - (S - COVID-19 immunisation -
Economic Other Medically Important Not applicable - [n/a - n/a -
Area Condition) n/a])
EU-EC- 01/02/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Polymenorrhoea (n/a - Not COMIRNATY [TOZINAMERAN] |Not reported
10011453020 Healthcare |Economic Years |Specified Recovered/Not Resolved - ) (S - COVID-19 immunisation -
Professional |Area Not applicable - [n/a - 1{DF}
- n/al)
EU-EC- 01/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - Unknown - COMIRNATY [TOZINAMERAN] |Not reported
10011453627 Professional |Economic Years Other Medically Important (S-nfa-nfa-[nfa-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 01/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Body temperature increased | COMIRNATY [TOZINAMERAN] |Not reported
10011453638 Healthcare |Economic Years (n/a - Recovering/Resolving - | (S - COVID-19 prophylaxis -
Professional |Area ) n/a-[n/a-n/a-
Intramuscular])
Fatigue (n/a -
Recovering/Resolving - ),
Feeling cold (n/a -
Recovering/Resolving - ),
Insomnia (n/a -
Recovering/Resolving - ),
Seizure (n/a -
Recovering/Resolving - )
EU-EC- 01/02/2022 | Spontaneous |Non European |Not available 12-17 |Not Female [No Dysmenorrhoea (n/a - Not COMIRNATY [TOZINAMERAN] |Not reported
10011453720 Healthcare |Economic Years |Specified Recovered/Not Resolved - ) (S - COVID-19 immunisation -
Professional |Area Not applicable - [n/a - 1{DF}
- n/a])
EU-EC- 01/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - Unknown - COMIRNATY [TOZINAMERAN] |Not reported
10011453775 Professional |Economic Years Other Medically Important (S-nfa-n/a-[nfa-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 01/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Asthenia (n/a - Not COMIRNATY [TOZINAMERAN] |Not reported
10011453838 Healthcare |Economic Years Recovered/Not Resolved - ), (S - COVID-19 immunisation -
Professional |Area n/a-[n/a-n/a-
Axillary pain (n/a - Not Subcutaneous])
Recovered/Not Resolved - ),
Body temperature increased
(n/a - Not Recovered/Not
Resolved - ),
Chills (n/a - Not Recovered/Not
Resolved - ),
Headache (n/a - Not
Recovered/Not Resolved - ),
Hyperhidrosis (n/a - Not
Recovered/Not Resolved - ),
Hypersomnia (n/a - Not
Recovered/Not Resolved - ),
Oropharyngeal pain (n/a - Not
Recovered/Not Resolved - ),
Pain in extremity (n/a - Not
Recovered/Not Resolved - )
EU-EC- 01/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Asthenia (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011453989 Healthcare |Economic Years Recovering/Resolving - ), (S-nfa-n/a-[nfa-n/a-
Professional |Area Subcutaneous])
Eye pain (n/a -
Recovering/Resolving - ),
Headache (n/a -
Recovering/Resolving - ),
Myalgia (n/a -
Recovering/Resolving - ),
Nausea (n/a -
Recovering/Resolving - ),
Pyrexia (n/a -
Recovering/Resolving - )
EU-EC- 01/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Asthenia (n/a - Unknown - ), |COMIRNATY [TOZINAMERAN] |Not reported
10011454081 Healthcare |Economic Years (S-nfa-nfa-[n/a-n/a-
Professional |Area Pain in extremity (n/a - Subcutaneous])
Unknown - ),
Pyrexia (n/a - Unknown - ),
Vaccination site pain (n/a -
Unknown - )
EU-EC- 01/02/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Chest pain (n/a - COMIRNATY [TOZINAMERAN] |Not reported
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10011454191 Professional |Economic Years Recovered/Resolved - (S - COVID-19 immunisation -
Area Caused/Prolonged n/a-[n/a - 1{DF} -
Hospitalisation), Intramuscular])
Fatigue (n/a -
Recovered/Resolved - ),
Myocardial necrosis marker
increased (6d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Myocarditis (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Nausea (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Pain (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Palpitations (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Somnolence (n/a -
Recovered/Resolved - ),
Troponin I increased (6d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Weight bearing difficulty (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 01/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Urticaria (n/a - Not COMIRNATY [TOZINAMERAN] |Not reported
10011454353 Healthcare |Economic Years Recovered/Not Resolved - ) (S - Immunisation - n/a - [n/a
Professional |Area - 2{DF} - n/al)
EU-EC- 01/02/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - Unknown - |COMIRNATY [TOZINAMERAN] |Not reported
10011454635 Professional |Economic Years Other Medically Important (S-nfa-nfa-[nfa-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 01/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - Unknown - |COMIRNATY [TOZINAMERAN] |Not reported
10011454640 Professional |Economic Years Other Medically Important (S-nfa-nfa-[nfa-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 01/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 immunisation (n/a - |COMIRNATY [TOZINAMERAN] |[RIZATRIPTAN
10011454859 Professional |Economic Years Not Recovered/Not Resolved - |(S-n/a-n/a-[1d -n/a- BENZOATE] (C
Area B Intramuscular]), [n/a-n/a-n/
Lymphadenopathy (n/a - Not |SPIKEVAX [COVID-19 MRNA
Recovered/Not Resolved - ), VACCINE MODERNA (CX-
024414)] (S-nfa-n/a-[1d -
Migraine (n/a - Not n/a - n/al)
Recovered/Not Resolved - )
EU-EC- 01/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - Unknown - COMIRNATY [TOZINAMERAN] |Not reported
10011454939 Professional |Economic Years Other Medically Important (S-nfa-nfa-[n/a-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 01/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Chills (0d - Unknown - ), COMIRNATY [TOZINAMERAN] |Not reported
10011455099 Healthcare |Economic Years (S - Immunisation - n/a - [n/a
Professional |Area Fatigue (1d - Unknown - ), - n/a-n/a])
Malaise (1d - Unknown - )
EU-EC- 01/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - Unknown - COMIRNATY [TOZINAMERAN] |Not reported
10011455254 Professional |Economic Years Other Medically Important (S-nfa-n/a-[nfa-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 01/02/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - Unknown - |COMIRNATY [TOZINAMERAN] |Not reported
10011455266 Professional |Economic Years Other Medically Important (S-nfa-n/a-[nfa-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 01/02/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Syncope (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011455506 Professional |European Years |Specified Recovered/Resolved - Other (S - COVID-19 immunisation -
Economic Medically Important Condition) |Not applicable - [1d - n/a -
Area n/a])
EU-EC- 01/02/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Hyperhidrosis (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011455609 Professional |European Years |Specified Recovered/Resolved - ), (S - COVID-19 immunisation -
Economic Not applicable - [1d - n/a -
Area Malaise (n/a - n/al)
Recovered/Resolved - ),
Pallor (n/a -
Recovered/Resolved - ),
Unresponsive to stimuli (n/a -
Recovered/Resolved - Other
Medically Important Condition)
EU-EC- 01/02/2022 |Spontaneous |Non Non Not available 12-17 |Not Female [No Dysmenorrhoea (n/a - Not COMIRNATY [TOZINAMERAN] |Not reported
10011456110 Healthcare |European Years |Specified Recovered/Not Resolved - (S - COVID-19 immunisation -
Professional |Economic Other Medically Important Not applicable - [n/a - n/a -
Area Condition), n/al)
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Heavy menstrual bleeding
(1wk - Recovered/Resolved -
Other Medically Important
Condition),

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

EU-EC-
10011456113

01/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Axillary mass (n/a - Unknown -
Caused/Prolonged
Hospitalisation),

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

Hypertension (n/a - Unknown -
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/a])

Not reported

EU-EC-
10011456138

01/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

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

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

Not reported

EU-EC-
10011456162

01/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

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

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

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

[INFLUENZA V
Immunisation
n/a - n/al),

[TRANEXAMIC
Dysmenorrhoe
menstrual ble
[n/a - 2000m¢

EU-EC-
10011456441

01/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Myalgia (n/a - Unknown - )

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

Not reported

EU-EC-
10011456471

01/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Mimouni, H.. Cardiogenic shock
revealing myocarditis after mRNA
vaccination against covid-19:
Case report and brief review for
the first case in Morocco. Ann
Med Surg (Lond).. 2021
Mimouni, H.. Cardiogenic shock
revealing myocarditis after mRNA
vaccination against covid-19:
Case report and brief review for
the first case in Morocco. Annals
of Medicine and Surgery.
2022;74:103210.
doi:10.1016/j.amsu.2021.103210

12-17
Years

Not
Specified

Male

No

Cardiogenic shock (n/a -
Recovered/Resolved - Life
Threatening,
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),

Myocarditis (n/a -
Recovered/Resolved - Life
Threatening,
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-
10011456513

01/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Injection site pain (n/a -
Recovered/Resolved - )

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

Not reported

EU-EC-
10011456568

01/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Dizziness (0d -
Recovered/Resolved - ),

Headache (0d -
Recovering/Resolving - ),

Pyrexia (0d -
Recovering/Resolving - ),

Syncope (0d -
Recovered/Resolved - ),

Vomiting (0d -
Recovering/Resolving - )

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

- n/a-n/a))

Not reported

EU-EC-
10011456628

01/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Influenza (2d -
Recovering/Resolving - )

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

Not reported

EU-EC-
10011456853

01/02/2022

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)

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

Not reported

EU-EC-
10011456861

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

01/02/2022

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 - ),

Injection site pain (3d -
Recovered/Resolved - Other
Medically Important
Condition),

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

Lethargy (n/a -

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

Not reported
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Recovering/Resolving - Other
Medically Important
Condition),
Lymphadenopathy (3d -
Recovered/Resolved - Other
Medically Important
Condition),
Pain in extremity (3d -
Recovered/Resolved - Other
Medically Important
Condition),
Vertigo (n/a - Not
Recovered/Not Resolved -
Other Medically Important
Condition)
EU-EC- 01/02/2022 |Spontaneous |Non Non Not available 12-17 |Not Female |No Decreased appetite (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011456881 Healthcare |European Years |Specified Unknown - Other Medically (S - COVID-19 immunisation -
Professional |Economic Important Condition), Not applicable - [1d - n/a -
Area n/al)
Fatigue (n/a - Not
Recovered/Not Resolved -
Other Medically Important
Condition),
Headache (n/a - Not
Recovered/Not Resolved -
Other Medically Important
Condition),
Pyrexia (n/a - Not
Recovered/Not Resolved -
Other Medically Important
Condition)
EU-EC- 01/02/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Thrombosis (n/a - Fatal - COMIRNATY [TOZINAMERAN] |Not reported
10011456888 Professional |European Years |Specified Results in Death, Other (S - COVID-19 immunisation -
Economic Medically Important Condition) |Not applicable - [1d - n/a -
Area n/a])
EU-EC- 01/02/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Arthralgia (3d - COMIRNATY [TOZINAMERAN] |Not reported
10011457015 Healthcare |Economic Years |Specified Recovered/Resolved - ), (S - COVID-19 immunisation -
Professional |Area Not applicable - [n/a - 1{DF}
Fatigue (n/a - Not - n/aj)
Recovered/Not Resolved - ),
Headache (n/a -
Recovering/Resolving - ),
Malaise (n/a -
Recovering/Resolving - ),
Myalgia (n/a - Not
Recovered/Not Resolved - ),
Nausea (n/a -
Recovering/Resolving - ),
Pyrexia (n/a -
Recovering/Resolving - )
EU-EC- 01/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Heavy menstrual bleeding (n/a |COMIRNATY [TOZINAMERAN] |Not reported
10011457510 Healthcare |Economic Years - Not Recovered/Not Resolved |(S - COVID-19 immunisation -
Professional |Area -) Not applicable - [n/a - 1{DF}
- n/a])
EU-EC- 01/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - Unknown - COMIRNATY [TOZINAMERAN] |Not reported
10011457732 Professional |Economic Years Other Medically Important (S-n/fa-nfa-[n/a-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 01/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - Unknown - |COMIRNATY [TOZINAMERAN] |Not reported
10011457792 Professional |Economic Years Other Medically Important (S-nfa-nfa-[nfa-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 01/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Influenza (2d - COMIRNATY [TOZINAMERAN] |Not reported
10011458015 Healthcare |Economic Years Recovering/Resolving - ) (S - Immunisation - n/a - [n/a
Professional |Area - n/a - nfal)
EU-EC- 01/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Rash (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011458448 Healthcare |Economic Years Recovered/Resolved - ) (S - COVID-19 immunisation -
Professional |Area Not applicable - [1d - 1{DF} -
Intramuscular])
EU-EC- 01/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Amenorrhoea (8mo - COMIRNATY [TOZINAMERAN] |Not reported
10011458453 Professional |Economic Years Recovered/Resolved - ) (S - COVID-19 immunisation -
Area Not applicable - [1d - 1{DF} -
Intramuscular])
EU-EC- 01/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Herpes zoster (26d - COMIRNATY [TOZINAMERAN] |Not reported
10011458638 Healthcare |Economic Years Recovered/Resolved - ) (S - COVID-19 immunisation -
Professional |Area Not applicable - [1d - 1{DF} -
Intramuscular])
EU-EC- 01/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Menometrorrhagia (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011458674 Professional |Economic Years Unknown - ) (S - COVID-19 immunisation -
Area Not applicable - [n/a - n/a -
Intramuscular])
EU-EC- 01/02/2022 |Spontaneous |Non European |Not available 12-17 |Adult Female [No Heavy menstrual bleeding (n/a |COMIRNATY [TOZINAMERAN] |Not reported
10011458793 Healthcare |Economic Years - Not Recovered/Not Resolved |(S - COVID-19 immunisation -
Professional |Area - Not applicable - [n/a - 1{DF}
- n/a])
Menstrual discomfort (n/a -
Not Recovered/Not Resolved -
EU-EC- 01/02/2022 |Spontaneous |Non Non Not available 12-17 |Not Female |No Eating disorder (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011459067 Healthcare |European Years |Specified Unknown - Other Medically (S - COVID-19 immunisation -
Professional |Economic Important Condition), Not applicable - [1d - n/a -
Area n/al)
Parosmia (n/a - Unknown -
Other Medically Important
Condition),
Weight decreased (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 01/02/2022 |Spontaneous |Non Non Not available 12-17 |Not Female |No Pericarditis (n/a - Unknown - |COMIRNATY [TOZINAMERAN] |Not reported
10011459469 Healthcare |European Years |Specified Other Medically Important (S - COVID-19 immunisation -
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Professional | Economic Condition) Not applicable - [n/a - n/a -
Area n/a])
EU-EC- 01/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - Unknown - COMIRNATY [TOZINAMERAN] |Not reported
10011459902 Professional |Economic Years Other Medically Important (S-nfa-n/a-[nfa-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 01/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - Unknown - COMIRNATY [TOZINAMERAN] |Not reported
10011459909 Professional |Economic Years Other Medically Important (S-nfa-n/a-[nfa-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 01/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Asthma (1d - COMIRNATY [TOZINAMERAN] |Not reported
10011460122 Professional |Economic Years |Specified Recovered/Resolved - ) (S-n/a-nfa-[n/a-n/a-
Area n/al)
EU-EC- 01/02/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Hypersensitivity (3d - COMIRNATY [TOZINAMERAN] |Not reported
10011460204 Healthcare |Economic Years |Specified Recovered/Resolved - (S - COVID-19 immunisation -
Professional |Area Disabling), Not applicable - [n/a - n/a -
n/a])
Injection site reaction (3d -
Recovered/Resolved -
Disabling),
Pruritus (3d -
Recovered/Resolved -
Disabling),
Pyrexia (3d -
Recovered/Resolved -
Disabling),
Rash (3d - Recovered/Resolved
- Disabling),
Skin disorder (3d -
Recovered/Resolved -
Disabling),
Sleep disorder (3d -
Recovered/Resolved -
Disabling)
EU-EC- 01/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Myocarditis (26d - COMIRNATY [TOZINAMERAN] [Not reported
10011460375 Professional | Economic Years |Specified Recovered/Resolved - (S - COVID-19 immunisation -
Area Caused/Prolonged Drug withdrawn - [1d - .3mL -
Hospitalisation) Intramuscular])
EU-EC- 01/02/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Adrenocortical insufficiency COMIRNATY [TOZINAMERAN] |Not reported
10011460871 Professional |European Years |Specified acute (n/a - Not (S - COVID-19 immunisation -
Economic Recovered/Not Resolved - Not applicable - [1d - n/a -
Area Other Medically Important n/a])
Condition),
Asymptomatic COVID-19 (n/a -
Not Recovered/Not Resolved -
Other Medically Important
Condition),
Urinary tract infection (n/a -
Not Recovered/Not Resolved -
EU-EC- 01/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Vaccination site erythema (n/a |COMIRNATY [TOZINAMERAN] |Not reported
10011461247 Professional | Economic Years - Not Recovered/Not Resolved |(S - COVID-19 immunisation -
Area =) Not applicable - [n/a - 1{DF}
- Intramuscular])
Vaccination site granuloma
(n/a - Not Recovered/Not
Resolved - ),
Vaccination site induration (n/a
- Not Recovered/Not Resolved
=)
Vaccination site pain (n/a - Not
Recovered/Not Resolved - )
EU-EC- 01/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Headache (n/a - Unknown - ), |COMIRNATY [TOZINAMERAN] |Not reported
10011461563 Professional |Economic Years (S - COVID-19 immunisation -
Area Myalgia (n/a - Unknown - ), Not applicable - [1d - 1{DF} -
n/al)
Pyrexia (n/a - Unknown - )
EU-EC- 01/02/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No Localised oedema (3d - COMIRNATY [TOZINAMERAN] |Not reported
10011461681 Professional |Economic Years Recovered/Resolved - ) (S - COVID-19 immunisation -
Area Not applicable - [1d - 1{DF} -
n/a])
EU-EC- 01/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Chronic fatigue syndrome (n/a |COMIRNATY [TOZINAMERAN] |Not reported
10011461743 Professional | Economic Years - Not Recovered/Not Resolved |(S - COVID-19 immunisation -
Area - Caused/Prolonged Not applicable - [1d - 1{DF} -
Hospitalisation, Disabling) n/al)
EU-EC- 01/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - Unknown - COMIRNATY [TOZINAMERAN] |Not reported
10011462064 Professional | Economic Years Other Medically Important (S-nfa-nfa-[n/a-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 01/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Dyskinesia (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011462121 Professional | Economic Years Recovering/Resolving - Other |(S - COVID-19 immunisation -
Area Medically Important Not applicable - [1d - .3mL -
Condition), Intramuscular])
Headache (1d -
Recovered/Resolved - ),
Vomiting (1d -
Recovered/Resolved - )
EU-EC- 01/02/2022 |Spontaneous |Non Non Not available 12-17 |Not Female |No COVID-19 (n/a - TOZINAMERAN Not reported
10011462122 Healthcare |European Years |Specified Recovering/Resolving - Other  |[TOZINAMERAN] (S - COVID-
Professional | Economic Medically Important 19 immunisation - Not
Area Condition), applicable - [n/a - n/a -
Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 01/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Fatigue (n/a - Not COMIRNATY [TOZINAMERAN] |Not reported
10011462481 Healthcare |Economic Years Recovered/Not Resolved - ), (S - Immunisation - n/a - [n/a
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Professional |Area - n/a-n/a])
Headache (4d -
Recovered/Resolved - ),
Vaccination site reaction (4d -
Recovered/Resolved - )
EU-EC- 01/02/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Conjunctivitis (n/a - Not COMIRNATY [TOZINAMERAN] |Not reported
10011462494 Healthcare |Economic Years |Specified Recovered/Not Resolved - ) (S - Immunisation - n/a - [n/a
Professional |Area - n/a - n/al)
EU-EC- 01/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Deep vein thrombosis (2d - COMIRNATY [TOZINAMERAN] |Not reported
10011462504 Healthcare |Economic Years Recovering/Resolving - (S - Immunisation - n/a - [n/a
Professional |Area Caused/Prolonged - n/a-n/a])
Hospitalisation)
EU-EC- 01/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Thrombocytopenia (22d - COMIRNATY [TOZINAMERAN] |Not reported
10011462505 Healthcare |Economic Years Recovering/Resolving - (S - Immunisation - n/a - [n/a
Professional |Area Caused/Prolonged - n/a-n/a])
Hospitalisation)
EU-EC- 01/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Optic neuritis (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011462509 Healthcare |Economic Years Recovered/Resolved - (S - Immunisation - n/a - [n/a
Professional |Area Caused/Prolonged - n/a-n/a])
Hospitalisation)
EU-EC- 01/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Hallucination (4d - COMIRNATY [TOZINAMERAN] |Not reported
10011462518 Healthcare |Economic Years Recovering/Resolving - (S - Immunisation - n/a - [n/a
Professional |Area Caused/Prolonged - n/a-n/al)
Hospitalisation),
Speech disorder (4d -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation)
EU-EC- 01/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Feeling hot (0d - Not COMIRNATY [TOZINAMERAN] |Not reported
10011462520 Healthcare |Economic Years Recovered/Not Resolved - ), (S - Immunisation - n/a - [n/a
Professional |Area - n/a-n/al)
Vaccination site pain (n/a -
Unknown - )
EU-EC- 01/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Abdominal pain (1d - COMIRNATY [TOZINAMERAN] |Not reported
10011462535 Healthcare |Economic Years Recovered/Resolved - ), (S - Immunisation - n/a - [n/a
Professional |Area - n/a-n/a])
Headache (1d -
Recovering/Resolving - )
EU-EC- 01/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Fatigue (6d - COMIRNATY [TOZINAMERAN] |Not reported
10011462537 Healthcare |Economic Years Recovering/Resolving - ), (S - Immunisation - n/a - [n/a
Professional |Area - n/a-n/a])
Influenza (7d -
Recovering/Resolving - ),
Injection site pain (4d -
Recovered/Resolved - ),
Menstrual disorder (6d -
Recovering/Resolving - )
EU-EC- 01/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Pain (1d - Recovered/Resolved |COMIRNATY [TOZINAMERAN] |Not reported
10011462541 Healthcare |Economic Years - (S - Immunisation - n/a - [n/a
Professional |Area - n/a - n/a])
EU-EC- 01/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Chest pain (2d - COMIRNATY [TOZINAMERAN] |Not reported
10011462549 Healthcare |Economic Years Recovering/Resolving - ), (S - Immunisation - n/a - [n/a
Professional |Area - n/a-n/al)
Dyspnoea (2d -
Recovering/Resolving - ),
Fatigue (6d -
Recovering/Resolving - ),
Injection site pain (3d -
Recovered/Resolved - )
EU-EC- 01/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Headache (2d - Unknown - ), |COMIRNATY [TOZINAMERAN] |Not reported
10011462555 Healthcare |Economic Years (S - Immunisation - n/a - [n/a
Professional |Area Vaccination site pain (2d - - n/a-n/al)
Unknown - ),
Vaccination site swelling (2d -
Unknown - )
EU-EC- 01/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Disturbance in attention (n/a - |COMIRNATY [TOZINAMERAN] |Not reported
10011462558 Healthcare |Economic Years Recovered/Resolved - ), (S - Immunisation - n/a - [n/a
Professional |Area - n/a-n/a])
Fatigue (n/a -
Recovered/Resolved - ),
Headache (n/a -
Recovered/Resolved - ),
Orthostatic intolerance (n/a -
Recovered/Resolved - ),
Pruritus (n/a -
Recovered/Resolved - )
EU-EC- 01/02/2022 | Spontaneous |Non Non Not available 12-17 |Not Male No Nausea (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011462580 Healthcare |European Years |Specified Recovering/Resolving - Other  |(S - COVID-19 immunisation -
Professional |Economic Medically Important Not applicable - [n/a - n/a -
Area Condition), n/al)
Pyrexia (n/a -
Recovering/Resolving - Other
Medically Important
Condition),
Vomiting (1d -
Recovered/Resolved - Other
Medically Important Condition)
EU-EC- 01/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Respiratory distress (45d - COMIRNATY [TOZINAMERAN] |Not reported
10011462724 Healthcare |Economic Years Recovered/Resolved With (S - Immunisation - n/a - [n/a
Professional |Area Sequelae - Caused/Prolonged |- n/a - Intramuscular])
Hospitalisation),
Tachycardia (45d -
Recovered/Resolved With
Sequelae - Caused/Prolonged
Hospitalisation)
EU-EC- 01/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Arrhythmia (24d - Not COMIRNATY [TOZINAMERAN] |Not reported
10011462725 Healthcare |Economic Years Recovered/Not Resolved - (S - Immunisation - n/a - [n/a
Professional |Area Caused/Prolonged - n/a-n/al)
Hospitalisation)
EU-EC- 01/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Dyspnoea (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011462727 Healthcare |Economic Years Recovering/Resolving - (S - Immunisation - n/a - [n/a
Professional |Area Caused/Prolonged - n/a-n/al)
Hospitalisation),
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Tachycardia (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation)

EU-EC-
10011462728

01/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

Performance status decreased
(3d - Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Troponin increased (3d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10011462730

01/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Influenza like illness (2d -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),

Lymphadenopathy (2d -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),

Tachycardia (2d -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10011462731

01/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Fatigue (4d - Unknown -
Caused/Prolonged
Hospitalisation),

Influenza like illness (4d -
Unknown - Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10011462732

01/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Deep vein thrombosis (2d -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation)

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

- n/a-n/a])

Not reported

EU-EC-
10011462733

01/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Rash (6d - Unknown -
Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10011462734

01/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

Not reported

EU-EC-
10011462735

01/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Dizziness (3d -
Recovered/Resolved - ),

Headache (3d -
Recovered/Resolved - ),

Malaise (3d -
Recovered/Resolved - ),

Nausea (3d -
Recovered/Resolved - )

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

Not reported

EU-EC-
10011462736

01/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Gastrointestinal pain (5d - Not
Recovered/Not Resolved -
Caused/Prolonged
Hospitalisation),

Tachycardia (5d - Not
Recovered/Not Resolved -
Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10011462739

01/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

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

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

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

Not reported

EU-EC-
10011462741

01/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

Chest pain (1d -
Recovered/Resolved - ),

Dizziness (1d -
Recovered/Resolved - )

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

- n/a-n/a])

Not reported

EU-EC-
10011462742

01/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Headache (41d - Not
Recovered/Not Resolved -
Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10011462743

01/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

Paraesthesia (1d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10011462745

01/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Nausea (32d - Not
Recovered/Not Resolved -
Caused/Prolonged
Hospitalisation),

Seizure (32d - Not
Recovered/Not Resolved -
Caused/Prolonged
Hospitalisation)

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

- n/a-n/a])

Not reported

EU-EC-
10011462748

01/02/2022

Spontaneous

Non
Healthcare

European
Economic

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

Not available

12-17
Years

Not

Specified

Female

No

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

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

Not reported
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Professional |Area Caused/Prolonged - n/a-n/a])
Hospitalisation),
Somnolence (n/a - Not
Recovered/Not Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 01/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Chest pain (2d - Unknown - COMIRNATY [TOZINAMERAN] |Not reported
10011462749 Healthcare |Economic Years Caused/Prolonged (S - Immunisation - n/a - [n/a
Professional |Area Hospitalisation), - n/a-n/al)
Dizziness (2d - Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 01/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Seizure (0d - COMIRNATY [TOZINAMERAN] |Not reported
10011462750 Healthcare |Economic Years Recovered/Resolved - (S - Immunisation - n/a - [n/a
Professional |Area Caused/Prolonged - n/a - Intramuscular])
Hospitalisation)
EU-EC- 01/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Cough (55d - COMIRNATY [TOZINAMERAN] |Not reported
10011462751 Healthcare |Economic Years Recovered/Resolved - ) (S - Immunisation - n/a - [n/a
Professional |Area - n/a-n/a])
EU-EC- 01/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Headache (1d - COMIRNATY [TOZINAMERAN] |Not reported
10011462753 Healthcare |Economic Years Recovering/Resolving - (S - Immunisation - n/a - [n/a
Professional |Area Caused/Prolonged - n/a-n/al)
Hospitalisation),
Seizure (1d -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation)
EU-EC- 01/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Abdominal pain (11d - COMIRNATY [TOZINAMERAN] |Not reported
10011462755 Healthcare |Economic Years Recovering/Resolving - (S - Immunisation - n/a - [n/a
Professional |Area Caused/Prolonged - n/a - n/a])
Hospitalisation),
Nausea (11d -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation)
EU-EC- 01/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Dizziness (1d - COMIRNATY [TOZINAMERAN] |Not reported
10011462756 Healthcare |Economic Years Recovering/Resolving - ), (S - Immunisation - n/a - [n/a
Professional |Area - n/a-n/al)
Headache (43d -
Recovering/Resolving - )
EU-EC- 01/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Influenza (16d - COMIRNATY [TOZINAMERAN] |Not reported
10011462757 Healthcare |Economic Years Recovering/Resolving - ), (S - Immunisation - n/a - [n/a
Professional |Area - n/a - Intramuscular])
Lymphadenopathy (16d -
Recovering/Resolving - )
EU-EC- 01/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Injection site pain (3d - COMIRNATY [TOZINAMERAN] |Not reported
10011462760 Healthcare |Economic Years Recovering/Resolving - ) (S - Immunisation - n/a - [n/a
Professional |Area - n/a - n/al)
EU-EC- 01/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Not No Decreased appetite (2d - COMIRNATY [TOZINAMERAN] |Not reported
10011462762 Healthcare |Economic Years Specified Recovered/Resolved - ), (S - Immunisation - n/a - [n/a
Professional |Area - n/a - Intravenous (not
Gastrointestinal pain (2d - otherwise specified)])
Recovered/Resolved - ),
Malaise (2d -
Recovered/Resolved - ),
Neck pain (2d -
Recovered/Resolved - )
EU-EC- 01/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Fatigue (1d - COMIRNATY [TOZINAMERAN] |Not reported
10011462763 Healthcare |Economic Years Recovering/Resolving - ), (S - Immunisation - n/a - [n/a
Professional |Area - n/a-n/a])
Gastrointestinal pain (1d -
Recovering/Resolving - ),
Malaise (n/a - Unknown - )
EU-EC- 01/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Dizziness (21d - Not COMIRNATY [TOZINAMERAN] |Not reported
10011462764 Healthcare |Economic Years Recovered/Not Resolved - (S - Immunisation - n/a - [n/a
Professional |Area Caused/Prolonged - n/a - Intramuscular])
Hospitalisation),
Headache (13d - Not
Recovered/Not Resolved -
Caused/Prolonged
Hospitalisation),
Tachycardia (35d - Not
Recovered/Not Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 01/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Influenza like illness (n/a - Not |COMIRNATY [TOZINAMERAN] |Not reported
10011462765 Healthcare |Economic Years Recovered/Not Resolved - ) (S - Immunisation - n/a - [n/a
Professional |Area - n/a - nfal)
EU-EC- 01/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Chest pain (0d - COMIRNATY [TOZINAMERAN] |Not reported
10011462766 Healthcare |Economic Years Recovering/Resolving - Other  |(S - Immunisation - n/a - [n/a
Professional |Area Medically Important - n/a-n/a])
Condition),
Syncope (0d -
Recovering/Resolving - Other
Medically Important Condition)
EU-EC- 31/01/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Hypoaesthesia (n/a - COMIRNATY COVID-19 MRNA |Not reported
10011437153 Healthcare |Economic Years |Specified Recovered/Resolved - Other VACCINE (NUCLEOSIDE
Professional |Area Medically Important MODIFIED) [TOZINAMERAN]
Condition), (S-nfa-nfa-[nfa-n/a-
Intramuscular])
Vision blurred (n/a -
Recovered/Resolved - Other
Medically Important Condition)
EU-EC- 31/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Myocarditis (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011437168 Professional | Economic Years |Specified Recovering/Resolving - Other |(S - COVID-19 immunisation -
Area Medically Important Condition) |Not applicable - [n/a - 1{DF}
- Intramuscular])
EU-EC- 31/01/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Abdominal lymphadenopathy  |COMIRNATY [TOZINAMERAN] |Not reported
10011437243 Healthcare |Economic Years |Specified (n/a - Recovered/Resolved (S-nfa-nfa-[nfa-n/a-
Professional |Area With Sequelae - Intramuscular])
Caused/Prolonged
Hospitalisation),
Abdominal pain (n/a -
Recovered/Resolved With
Sequelae - Caused/Prolonged
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Hospitalisation),
Anaemia (n/a -
Recovered/Resolved With
Sequelae - Caused/Prolonged
Hospitalisation),
Nausea (n/a -
Recovered/Resolved With
Sequelae - Caused/Prolonged
Hospitalisation),
Thrombocytopenia (n/a -
Recovered/Resolved With
Sequelae - Caused/Prolonged
Hospitalisation)
EU-EC- 31/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Eyelash discolouration (33d - |COMIRNATY [TOZINAMERAN] |Not reported
10011437268 Healthcare |Economic Years Recovered/Resolved With (S - Immunisation - n/a - [n/a
Professional |Area Sequelae - ) - n/a - n/al)
EU-EC- 31/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Amenorrhoea (n/a - Unknown |COMIRNATY [TOZINAMERAN] |Not reported
10011437270 Healthcare |Economic Years - (S - Immunisation - n/a - [n/a
Professional |Area - n/a - nfal)
EU-EC- 31/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Hordeolum (1d - COMIRNATY [TOZINAMERAN] [Not reported
10011437272 Healthcare |Economic Years Recovered/Resolved - ) (S - Immunisation - n/a - [n/a
Professional |Area - n/a - n/a])
EU-EC- 31/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Swelling face (n/a - Not COMIRNATY [TOZINAMERAN] |Not reported
10011437273 Healthcare |Economic Years Recovered/Not Resolved - ) (S - Immunisation - n/a - [n/a
Professional |Area - n/a - n/a])
EU-EC- 31/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Mastitis (n/a - Not COMIRNATY [TOZINAMERAN] |Not reported
10011437274 Healthcare |Economic Years Recovered/Not Resolved - (S - Immunisation - n/a - [n/a
Professional |Area Other Medically Important - n/a - n/al)
Condition)
EU-EC- 31/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Dizziness (9d - COMIRNATY [TOZINAMERAN] |Not reported
10011437275 Healthcare |Economic Years Recovered/Resolved - ), (S - Immunisation - n/a - [n/a
Professional |Area - n/a-n/al)
Headache (9d -
Recovered/Resolved - ),
Nausea (9d -
Recovered/Resolved - )
EU-EC- 31/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Amenorrhoea (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011437276 Healthcare |Economic Years Recovered/Resolved - ) (S - Immunisation - n/a - [n/a
Professional |Area - n/a - nfal)
EU-EC- 31/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Dizziness (0d - Unknown - ), |COMIRNATY [TOZINAMERAN] |Not reported
10011437277 Healthcare |Economic Years (S - Immunisation - n/a - [n/a
Professional |Area Feeling cold (0d - Unknown - ), |- n/a - n/a])
Injection site pain (0d -
Unknown - ),
Malaise (0d - Unknown - ),
Nausea (0d - Unknown - ),
Tachycardia (0d - Unknown - )
EU-EC- 31/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Myasthenia gravis (n/a - Not  |COMIRNATY [TOZINAMERAN] |Not reported
10011437278 Healthcare |Economic Years Recovered/Not Resolved - (S - Immunisation - n/a - [n/a
Professional |Area Caused/Prolonged - n/a-n/al)
Hospitalisation)
EU-EC- 31/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Decreased appetite (0d - COMIRNATY [TOZINAMERAN] |Not reported
10011437279 Healthcare |Economic Years Recovered/Resolved - (S - Immunisation - n/a - [n/a
Professional |Area Caused/Prolonged - n/a-n/a])
Hospitalisation),
Dizziness (0d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Fatigue (0d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Nausea (0d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Vomiting (0d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 31/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Menstrual disorder (0d - COMIRNATY [TOZINAMERAN] |Not reported
10011437281 Healthcare |Economic Years Recovered/Resolved - ) (S - Immunisation - n/a - [n/a
Professional |Area - n/a - n/al)
EU-EC- 31/01/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Eye swelling (n/a - Not COMIRNATY [TOZINAMERAN] |Not reported
10011437283 Healthcare |Economic Years |Specified Recovered/Not Resolved - ), (S - Immunisation - n/a - [n/a
Professional |Area - n/a-n/a])
Influenza (2d - Not
Recovered/Not Resolved - ),
Lymphadenopathy (n/a - Not
Recovered/Not Resolved - )
EU-EC- 31/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Headache (2d - COMIRNATY [TOZINAMERAN] |Not reported
10011437284 Healthcare |Economic Years Recovered/Resolved - ), (S - Immunisation - n/a - [n/a
Professional |Area - n/a-n/a])
Injection site pain (1d -
Recovered/Resolved - ),
Menstrual disorder (0d -
Recovered/Resolved - ),
Nausea (0d -
Recovered/Resolved - ),
Vomiting (0d -
Recovered/Resolved - )
EU-EC- 31/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Lymphadenopathy (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011437285 Healthcare |Economic Years Unknown - ), (S - Immunisation - n/a - [n/a
Professional |Area - n/a-n/al)
Tachycardia (n/a - Not
Recovered/Not Resolved - )
EU-EC- 31/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Chest pain (0d - COMIRNATY [TOZINAMERAN] |Not reported
10011437288 Healthcare |Economic Years Recovered/Resolved - ) (S - Immunisation - n/a - [n/a
Professional |Area - n/a - n/a])
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EU-EC- 31/01/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Chest pain (7d - COMIRNATY [TOZINAMERAN] |Not reported
10011437289 Healthcare |Economic Years |Specified Recovering/Resolving - ) (S - Immunisation - n/a - [n/a
Professional |Area - n/a - n/al)
EU-EC- 31/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Swelling face (n/a - Unknown - | COMIRNATY [TOZINAMERAN] |Not reported
10011437290 Healthcare |Economic Years (S - Immunisation - n/a - [n/a
Professional |Area - n/a - n/a])
EU-EC- 31/01/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Fatigue (1d - COMIRNATY [TOZINAMERAN] |Not reported
10011437291 Healthcare |Economic Years |Specified Recovered/Resolved - ), (S - Immunisation - n/a - [n/a
Professional |Area - n/a-n/a])
Headache (0d -
Recovered/Resolved - ),
Myalgia (0d -
Recovered/Resolved - ),
Oropharyngeal pain (1d -
Recovered/Resolved - ),
Pyrexia (0d -
Recovered/Resolved - )
EU-EC- 31/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Amenorrhoea (n/a - Not COMIRNATY [TOZINAMERAN] |Not reported
10011437292 Healthcare |Economic Years Recovered/Not Resolved - ) (S - Immunisation - n/a - [n/a
Professional |Area - n/a - n/a)])
EU-EC- 31/01/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Vaccination site pain (162d -  |COMIRNATY [TOZINAMERAN] |Not reported
10011437293 Healthcare |Economic Years |Specified Unknown - ) (S - Immunisation - n/a - [n/a
Professional |Area - n/a - nfal)
EU-EC- 31/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Menstrual disorder (21d - COMIRNATY [TOZINAMERAN] |Not reported
10011437294 Healthcare |Economic Years Recovered/Resolved - ) (S - Immunisation - n/a - [n/a
Professional |Area - n/a-n/a])
EU-EC- 31/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Amenorrhoea (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011437296 Healthcare |Economic Years Recovered/Resolved - ) (S - Immunisation - n/a - [n/a
Professional |Area - n/a-n/a])
EU-EC- 31/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Pruritus (n/a - Not COMIRNATY [TOZINAMERAN] |Not reported
10011437298 Healthcare |Economic Years Recovered/Not Resolved - ), (S - Immunisation - n/a - [n/a
Professional |Area - n/a-n/a])
Rosacea (n/a - Not
Recovered/Not Resolved - )
EU-EC- 31/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Pain in extremity (0d - COMIRNATY [TOZINAMERAN] |Not reported
10011437299 Healthcare |Economic Years Recovered/Resolved - ) (S - Immunisation - n/a - [n/a
Professional |Area - n/a - nfal)
EU-EC- 31/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Herpes zoster (n/a - Not COMIRNATY [TOZINAMERAN] |Not reported
10011437300 Healthcare |Economic Years Recovered/Not Resolved - ) (S - Immunisation - n/a - [n/a
Professional |Area - n/a - n/a])
EU-EC- 31/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Micturition urgency (131d - COMIRNATY [TOZINAMERAN] |Not reported
10011437301 Healthcare |Economic Years Recovered/Resolved - (S - Immunisation - n/a - [n/a
Professional |Area Caused/Prolonged - n/a-n/al])
Hospitalisation)
EU-EC- 31/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Chills (2d - Unknown - ), COMIRNATY [TOZINAMERAN] |Not reported
10011437302 Healthcare |Economic Years (S - Immunisation - n/a - [n/a
Professional |Area Dizziness (2d - Unknown - ), |- n/a - n/a])
Influenza (2d - Unknown - ),
Pyrexia (2d - Unknown - )
EU-EC- 31/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Chest pain (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011437303 Healthcare |Economic Years Recovered/Resolved - (S - Immunisation - n/a - [n/a
Professional |Area Caused/Prolonged - n/a-n/a])
Hospitalisation),
Dyspnoea (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Somnolence (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Throat tightness (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 31/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Eyelid ptosis (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011437305 Healthcare |Economic Years Recovering/Resolving - (S - Immunisation - n/a - [n/a
Professional |Area Caused/Prolonged - n/a-n/a])
Hospitalisation),
Muscular weakness (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation)
EU-EC- 31/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Amenorrhoea (n/a - Not COMIRNATY [TOZINAMERAN] |Not reported
10011437306 Healthcare |Economic Years Recovered/Not Resolved - ) (S - Immunisation - n/a - [n/a
Professional |Area - n/a - n/a])
EU-EC- 31/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Chest pain (n/a - Not COMIRNATY [TOZINAMERAN] |Not reported
10011437307 Healthcare |Economic Years Recovered/Not Resolved - ), (S - Immunisation - n/a - [n/a
Professional |Area - n/a-n/al)
Dyspnoea (n/a - Not
Recovered/Not Resolved - ),
Fatigue (1d -
Recovering/Resolving - ),
Tachycardia (n/a - Not
Recovered/Not Resolved - )
EU-EC- 31/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Lymphadenopathy (16d - COMIRNATY [TOZINAMERAN] |Not reported
10011437308 Healthcare |Economic Years Recovered/Resolved - ), (S - Immunisation - n/a - [n/a
Professional |Area - n/a-n/al)
Malaise (16d -
Recovered/Resolved - ),
Pyrexia (16d -
Recovered/Resolved - )
EU-EC- 31/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Paraesthesia (38d - COMIRNATY [TOZINAMERAN] |Not reported
10011437309 Healthcare |Economic Years Recovering/Resolving - ) (S - Immunisation - n/a - [n/a
Professional |Area - n/a - nfal)
EU-EC- 31/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Chest pain (1d - Unknown - ), |COMIRNATY [TOZINAMERAN] |Not reported
10011437310 Healthcare |Economic Years (S - Immunisation - n/a - [n/a
Professional |Area Dizziness (0d - - n/a-n/a])
Recovering/Resolving - )
EU-EC- 31/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Abdominal pain (n/a - Not COMIRNATY [TOZINAMERAN] |Not reported
10011437312 Healthcare |Economic Years Recovered/Not Resolved - ), (S - Immunisation - n/a - [n/a
Professional |Area - n/a-n/a])
Menstrual disorder (n/a - Not
Recovered/Not Resolved - )
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EU-EC- 31/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Arthritis reactive (38d - COMIRNATY [TOZINAMERAN] |Not reported
10011437314 Healthcare |Economic Years Recovered/Resolved - Other (S - Immunisation - n/a - [n/a
Professional |Area Medically Important Condition) |- n/a - n/a])
EU-EC- 31/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Tachycardia (4d - COMIRNATY [TOZINAMERAN] |Not reported
10011437315 Healthcare |Economic Years Recovered/Resolved - ), (S - Immunisation - n/a - [n/a
Professional |Area - n/a-n/a])
Vaccination site pain (3d -
Recovered/Resolved - )
EU-EC- 31/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Fatigue (0d - COMIRNATY [TOZINAMERAN] |Not reported
10011437316 Healthcare |Economic Years Recovered/Resolved - ), (S - Immunisation - n/a - [n/a
Professional |Area - n/a-n/a])
Hyperhidrosis (1d -
Recovering/Resolving - ),
Injection site erythema (0d -
Recovered/Resolved - )
EU-EC- 31/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Menstrual disorder (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011437318 Healthcare |Economic Years Unknown - ) (S - Immunisation - n/a - [n/a
Professional |Area - n/a-n/a])
EU-EC- 31/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Rheumatoid arthritis (131d -  |COMIRNATY [TOZINAMERAN] |Not reported
10011437319 Healthcare |Economic Years Recovered/Resolved With (S - Immunisation - n/a - [n/a
Professional |Area Sequelae - Other Medically - n/a - n/al)
Important Condition)
EU-EC- 31/01/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Juvenile idiopathic arthritis COMIRNATY [TOZINAMERAN] |Not reported
10011437320 Healthcare |Economic Years |Specified (208d - Recovering/Resolving - |(S - Immunisation - n/a - [n/a
Professional |Area Other Medically Important - n/a-n/a)])
Condition)
EU-EC- 31/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Axillary mass (2d - COMIRNATY [TOZINAMERAN] |Not reported
10011437321 Healthcare |Economic Years Recovered/Resolved - ), (S - Immunisation - n/a - [n/a
Professional |Area - n/a-n/al)
Lymphadenopathy (120d -
Recovered/Resolved - )
EU-EC- 31/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Herpes zoster (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011437322 Healthcare |Economic Years Recovered/Resolved - ) (S - Immunisation - n/a - [n/a
Professional |Area - n/a - n/a])
EU-EC- 31/01/2022 |Spontaneous |Non European |Not available 12-17 |Not Female [No Menstrual disorder (151d - COMIRNATY [TOZINAMERAN] |Not reported
10011437324 Healthcare |Economic Years |Specified Recovered/Resolved - ) (S - Immunisation - n/a - [n/a
Professional |Area - n/a - nfal)
EU-EC- 31/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Chills (1d - Not Recovered/Not |COMIRNATY [TOZINAMERAN] |Not reported
10011437325 Healthcare |Economic Years Resolved - ), (S - Immunisation - n/a - [n/a
Professional |Area - n/a-n/a])
Influenza like illness (1d -
Recovering/Resolving - ),
Injection site pain (1d -
Recovered/Resolved - ),
Limb discomfort (1d -
Recovered/Resolved - ),
Pyrexia (1d - Not
Recovered/Not Resolved - )
EU-EC- 31/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Axillary pain (n/a - Unknown - |COMIRNATY [TOZINAMERAN] |Not reported
10011437327 Healthcare |Economic Years ) (S - Immunisation - n/a - [n/a
Professional |Area - n/a-n/al)
Vaccination site swelling (n/a -
Unknown -)
EU-EC- 31/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Nausea (0d - COMIRNATY [TOZINAMERAN] |Not reported
10011437328 Healthcare |Economic Years Recovering/Resolving - ), (S - Immunisation - n/a - [n/a
Professional |Area - n/a-n/al)
Peripheral vascular disorder
(0d - Recovering/Resolving - )
EU-EC- 31/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Amenorrhoea (176d - COMIRNATY [TOZINAMERAN] |Not reported
10011437330 Healthcare |Economic Years Recovering/Resolving - ) (S - Immunisation - n/a - [n/a
Professional |Area - n/a - n/al)
EU-EC- 31/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Vaccination site swelling (10d - | COMIRNATY [TOZINAMERAN] |Not reported
10011437333 Healthcare |Economic Years Recovered/Resolved - (S - Immunisation - n/a - [n/a
Professional |Area Caused/Prolonged - n/a-n/a)])
Hospitalisation)
EU-EC- 31/01/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Peripheral vascular disorder COMIRNATY [TOZINAMERAN] |Not reported
10011437334 Healthcare |Economic Years |Specified (n/a - Recovered/Resolved - ) (S - Immunisation - n/a - [n/a
Professional |Area - n/a - n/al)
EU-EC- 31/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Menstrual disorder (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011437336 Healthcare |Economic Years Recovered/Resolved - ) (S - Immunisation - n/a - [n/a
Professional |Area - n/a-n/a])
EU-EC- 31/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Cardiac valve disease (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011437337 Healthcare |Economic Years Not Recovered/Not Resolved - |(S - Immunisation - n/a - [n/a
Professional |Area Caused/Prolonged - n/a-n/a])
Hospitalisation),
Dyspnoea (n/a - Not
Recovered/Not Resolved -
Caused/Prolonged
Hospitalisation),
Pericardial effusion (n/a - Not
Recovered/Not Resolved -
Caused/Prolonged
Hospitalisation),
Pyrexia (n/a - Not
Recovered/Not Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 31/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Chills (1d - COMIRNATY [TOZINAMERAN] |Not reported
10011437338 Healthcare |Economic Years Recovering/Resolving - ), (S - Immunisation - n/a - [n/a
Professional |Area - n/a-n/a])
Decreased appetite (1d -
Recovered/Resolved - ),
Disorientation (1d -
Recovering/Resolving - ),
Dizziness (1d -
Recovering/Resolving - ),
Fatigue (1d -
Recovering/Resolving - ),
Headache (1d - Not
Recovered/Not Resolved - ),
Myalgia (1d - Not
Recovered/Not Resolved - ),
Nausea (1d - Not
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Recovered/Not Resolved - ),
Tremor (1d -
Recovering/Resolving - )
EU-EC- 31/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Herpes zoster (n/a - Unknown |COMIRNATY [TOZINAMERAN] |Not reported
10011437339 Healthcare |Economic Years - (S - Immunisation - n/a - [n/a
Professional |Area - n/a - n/a])
EU-EC- 31/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Chills (0d - COMIRNATY [TOZINAMERAN] |Not reported
10011437340 Healthcare |Economic Years Recovered/Resolved - ), (S - Immunisation - n/a - [n/a
Professional |Area - n/a-n/a])
Dizziness (0d -
Recovered/Resolved - ),
Epistaxis (0d -
Recovered/Resolved - ),
Injection site pain (1d -
Recovering/Resolving - ),
Nausea (0d -
Recovered/Resolved - ),
Pyrexia (0d -
Recovered/Resolved - )
EU-EC- 31/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Panic attack (3d - Unknown - ) |COMIRNATY [TOZINAMERAN] |Not reported
10011437341 Healthcare |Economic Years (S - Immunisation - n/a - [n/a
Professional |Area - n/a - Intramuscular])
EU-EC- 31/01/2022 |Spontaneous |Non European |Not available 12-17 |Not Female [No Herpes zoster (n/a - Unknown |COMIRNATY [TOZINAMERAN] |Not reported
10011437343 Healthcare |Economic Years |Specified - (S - Immunisation - n/a - [n/a
Professional |Area - n/a - n/a])
EU-EC- 31/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Urinary tract infection (22d - |COMIRNATY [TOZINAMERAN] |Not reported
10011437344 Healthcare |Economic Years Recovered/Resolved - (S - Immunisation - n/a - [n/a
Professional |Area Caused/Prolonged - n/a-n/a])
Hospitalisation)
EU-EC- 31/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Menstrual disorder (36d - COMIRNATY [TOZINAMERAN] |Not reported
10011437345 Healthcare |Economic Years Recovered/Resolved - ), (S - Immunisation - n/a - [n/a
Professional |Area - n/a-n/a])
Petechiae (6d -
Recovered/Resolved - )
EU-EC- 31/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Back pain (1d - COMIRNATY [TOZINAMERAN] |Not reported
10011437347 Healthcare |Economic Years Recovered/Resolved - ), (S - Immunisation - n/a - [n/a
Professional |Area - n/a-n/al)
Feeling hot (0d -
Recovered/Resolved - ),
Lymphadenopathy (n/a -
Recovering/Resolving - )
EU-EC- 31/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Lip swelling (1d - COMIRNATY [TOZINAMERAN] |Not reported
10011437348 Healthcare |Economic Years Recovered/Resolved - ) (S - Immunisation - n/a - [n/a
Professional |Area - n/a - n/a])
EU-EC- 31/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Menstrual disorder (101d - COMIRNATY [TOZINAMERAN] |Not reported
10011437350 Healthcare |Economic Years Recovered/Resolved - ) (S - Immunisation - n/a - [n/a
Professional |Area - n/a - n/a])
EU-EC- 31/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Dizziness (3d - COMIRNATY [TOZINAMERAN] |Not reported
10011437351 Healthcare |Economic Years Recovering/Resolving - ), (S - Immunisation - n/a - [n/a
Professional |Area - n/a-n/al)
Fatigue (4d -
Recovering/Resolving - ),
Injection site pain (4d -
Recovered/Resolved - ),
Tremor (1d - Unknown - )
EU-EC- 31/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Headache (17d - Not COMIRNATY [TOZINAMERAN] [Not reported
10011437352 Healthcare |Economic Years Recovered/Not Resolved - ), (S - Immunisation - n/a - [n/a
Professional |Area - n/a-n/a])
Injection site pain (4d -
Recovered/Resolved - ),
Limb discomfort (4d -
Recovered/Resolved - ),
Throat tightness (4d -
Recovered/Resolved - )
EU-EC- 31/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Herpes zoster (n/a - Unknown |COMIRNATY [TOZINAMERAN] |Not reported
10011437353 Healthcare |Economic Years - (S - Immunisation - n/a - [n/a
Professional |Area - n/a - n/a])
EU-EC- 31/01/2022 | Spontaneous |Non Non Not available 12-17 |Not Male No Asthenia (n/a - Not COMIRNATY [TOZINAMERAN] |Not reported
10011437629 Healthcare |European Years |Specified Recovered/Not Resolved - (S - COVID-19 immunisation -
Professional |Economic Other Medically Important Not applicable - [1d - n/a -
Area Condition), n/al)
Bone pain (1d -
Recovered/Resolved - Other
Medically Important
Condition),
Chills (1d -
Recovered/Resolved - Other
Medically Important
Condition),
Headache (1d -
Recovered/Resolved - Other
Medically Important
Condition),
Immunisation (n/a - Unknown
- Other Medically Important
Condition),
Off label use (n/a - Unknown -
Other Medically Important
Condition),
Pyrexia (1d -
Recovered/Resolved - Other
Medically Important
Condition),
Vaccination site pain (n/a -
Unknown - )
EU-EC- 31/01/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Hypotension (n/a - Unknown - |COMIRNATY [TOZINAMERAN] |Not reported
10011437644 Professional |European Years |Specified , (S - COVID-19 immunisation -
Economic Not applicable - [1d - n/a -
Area Syncope (n/a - Unknown - Intramuscular])
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Other Medically Important
Condition)
EU-EC- 31/01/2022 |Spontaneous |Non Non Not available 12-17 |Not Male No Type 1 diabetes mellitus (n/a - [TOZINAMERAN Not reported
10011437692 Healthcare |European Years |Specified Unknown - Life Threatening, |[TOZINAMERAN] (S - COVID-
Professional |Economic Caused/Prolonged 19 immunisation - Not
Area Hospitalisation, Disabling, applicable - [n/a - n/a -
Other Medically Important Intramuscular])
Condition),
Vomiting (n/a - Unknown - Life
Threatening,
Caused/Prolonged
Hospitalisation, Disabling,
Other Medically Important
Condition),
Weight decreased (n/a -
Unknown - Life Threatening,
Caused/Prolonged
Hospitalisation, Disabling,
Other Medically Important
Condition)
EU-EC- 31/01/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Amenorrhoea (n/a - Unknown |COMIRNATY [TOZINAMERAN] |Not reported
10011437725 Healthcare |Economic Years |Specified - (S - COVID-19 immunisation -
Professional |Area Not applicable - [n/a - n/a -
n/a])
EU-EC- 31/01/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Amenorrhoea (n/a - Unknown |COMIRNATY [TOZINAMERAN] |Not reported
10011437742 Healthcare |Economic Years |Specified =) (S - COVID-19 immunisation -
Professional |Area Not applicable - [n/a - n/a -
Stress (n/a - Unknown - ) n/aj)
EU-EC- 31/01/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Dysmenorrhoea (n/a - Not COMIRNATY [TOZINAMERAN] |OMEGA [NOT
10011438008 Healthcare |Economic Years |Specified Recovered/Not Resolved - ), (S - Immunisation - n/a - [n/a |n/a-n/a-),
Professional |Area - n/a - Intramuscular])
Headache (n/a - Not [ETHINYLESTI
Recovered/Not Resolved - ) LEVONORGES
ANHYDROUS]
Dysmenorrhoe
[LEVOTHYROY
LEVOTHYROX
- Hypothyroidi
n/a - n/al),
[THIAMINE
HYDROCHLOR
(C-n/a-n/a
[VITAMIN D] (
EU-EC- 31/01/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Headache (n/a - Not COMIRNATY [TOZINAMERAN] |Not reported
10011438013 Healthcare |Economic Years |Specified Recovered/Not Resolved - ), (S - Immunisation - n/a - [n/a
Professional |Area - n/a - Intramuscular])
Loss of personal independence
in daily activities (n/a -
Unknown - )
EU-EC- 31/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female [No Hypoaesthesia (4h - COMIRNATY COVID-19 MRNA |Not reported
10011438267 Professional |Economic Years |Specified Recovered/Resolved - ) VACCINE (NUCLEOSIDE
Area MODIFIED) [TOZINAMERAN]
(S - COVID-19 prophylaxis -
n/a-[n/a-n/a-
Intramuscular])
EU-EC- 31/01/2022 |Spontaneous |Non European |Not available 12-17 |Child Female |No Headache (1wk - COMIRNATY [TOZINAMERAN] |Not reported
10011438887 Healthcare |Economic Years Recovered/Resolved - ), (S - COVID-19 immunisation -
Professional |Area n/a-[n/a-.2mL-
Lymphadenopathy (5d - Intramuscular])
Recovered/Resolved - ),
Nausea (1wk -
Recovered/Resolved - ),
Pain in extremity (1wk -
Recovered/Resolved - )
EU-EC- 31/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Application site pain (1d - COMIRNATY [TOZINAMERAN] |Not reported
10011439250 Professional |Economic Years Recovered/Resolved - ), (S-n/a-n/a-[n/a-1{DF} -
Area Intramuscular])
Chills (1d -
Recovered/Resolved - ),
Headache (1d -
Recovered/Resolved - )
EU-EC- 31/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Back pain (n/a - Not COMIRNATY [TOZINAMERAN] |Not reported
10011439334 Professional |Economic Years Recovered/Not Resolved - ), (S-nfa-n/a-[83d-n/a-
Area Intramuscular])
Chest pain (n/a - Not
Recovered/Not Resolved - ),
Fatigue (n/a - Not
Recovered/Not Resolved - ),
Headache (n/a - Not
Recovered/Not Resolved - ),
Hypoaesthesia (n/a - Not
Recovered/Not Resolved - ),
Lymphadenopathy (n/a - Not
Recovered/Not Resolved - ),
Muscular weakness (n/a - Not
Recovered/Not Resolved - ),
Myalgia (n/a - Not
Recovered/Not Resolved - ),
Paraesthesia (n/a - Not
Recovered/Not Resolved - ),
Pyrexia (n/a - Not
Recovered/Not Resolved - ),
Vaccination site pain (n/a - Not
Recovered/Not Resolved - )
EU-EC- 31/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Wrong product administered ~ |COMIRNATY [TOZINAMERAN] |Not reported
10011439409 Professional |Economic Years |Specified (n/a - Unknown - Other (S - COVID-19 immunisation -
Area Medically Important Condition) |Not applicable - [1d - 10ug -
n/al)
EU-EC- 31/01/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Heavy menstrual bleeding (n/a | COMIRNATY [TOZINAMERAN] |Not reported
10011439610 Healthcare |Economic Years |Specified - Not Recovered/Not Resolved |(S - COVID-19 immunisation -
Professional |Area -
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Not applicable - [n/a - 1{DF}
- n/a])
EU-EC- 31/01/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No COVID-19 (n/a - Unknown - COMIRNATY [TOZINAMERAN] |Not reported
10011439739 Professional |European Years |Specified Other Medically Important (S - COVID-19 immunisation -
Economic Condition), Not applicable - [1d - n/a -
Area Unknown])
Drug ineffective (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 31/01/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Menstrual disorder (n/a - Not |COMIRNATY [TOZINAMERAN] |[ETONOGESTF
10011439786 Healthcare |Economic Years |Specified Recovered/Not Resolved - ) (S - Immunisation - n/a - [n/a |Contraception
Professional |Area - n/a - Intramuscular]) n/a - n/a])
EU-EC- 31/01/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Polymenorrhoea (n/a - Not COMIRNATY [TOZINAMERAN] |Not reported
10011439793 Healthcare |Economic Years |Specified Recovered/Not Resolved - ) (S - Immunisation - n/a - [n/a
Professional |Area - n/a - Intramuscular])
EU-EC- 31/01/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Dysmenorrhoea (n/a - COMIRNATY [TOZINAMERAN] |[VITAMIN D] (
10011439806 Healthcare |Economic Years |Specified Unknown - ), (S - Immunisation - n/a - [n/a
Professional |Area - n/a - Intramuscular])
Heavy menstrual bleeding (n/a
- Recovering/Resolving - ),
Polymenorrhoea (n/a -
Recovering/Resolving - )
EU-EC- 31/01/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Dysmenorrhoea (n/a - Not COMIRNATY [TOZINAMERAN] |IRON [IRON] |
10011439832 Healthcare |Economic Years |Specified Recovered/Not Resolved - ), (S - Immunisation - n/a - [n/a |),
Professional |Area - n/a - Intramuscular])
Menstruation irregular (n/a - [DIENOGEST,
Unknown -) ETHINYLESTR
Endometriosis
n/a - Oral])
EU-EC- 31/01/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Migraine (n/a - Not COMIRNATY [TOZINAMERAN] |[OMEGA-3 FA1
10011439841 Healthcare |Economic Years |Specified Recovered/Not Resolved - ) (S - Immunisation - n/a - [n/a |n/a-n/a-),
Professional |Area - n/a - Intramuscular])
[RETINOL] (C
[VITAMIN D] (
EU-EC- 31/01/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Iliness (n/a - Unknown - ), COMIRNATY [TOZINAMERAN] [Not reported
10011439842 Healthcare |Economic Years |Specified (S - Immunisation - n/a - [n/a
Professional |Area Menstruation irregular (n/a - |- n/a - Intramuscular])
Not Recovered/Not Resolved -
EU-EC- 31/01/2022 |Spontaneous |Non European |Not available 12-17 |Not Female [No Heavy menstrual bleeding (n/a |COMIRNATY [TOZINAMERAN] |Not reported
10011439845 Healthcare |Economic Years |Specified - Not Recovered/Not Resolved |(S - Immunisation - n/a - [n/a
Professional |Area -) - n/a - Intramuscular])
EU-EC- 31/01/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Pain (n/a - Unknown - ), COMIRNATY [TOZINAMERAN] |Not reported
10011439850 Healthcare |Economic Years |Specified (S - Immunisation - n/a - [n/a
Professional |Area Somatic dysfunction (n/a - - n/a - Intramuscular])
Unknown - ),
Tic (n/a - Not Recovered/Not
Resolved - )
EU-EC- 31/01/2022 |Spontaneous |Non European |Not available 12-17 |Not Female [No Apathy (n/a - Unknown - ), COMIRNATY [TOZINAMERAN] |Not reported
10011439871 Healthcare |Economic Years |Specified (S - Immunisation - n/a - [n/a
Professional |Area Asthenia (n/a - Unknown - ), |- n/a - Intramuscular])
Fatigue (n/a - Unknown - ),
Feeling cold (n/a - Unknown -
Heavy menstrual bleeding (n/a
- Not Recovered/Not Resolved
=)
Menstruation irregular (n/a -
Not Recovered/Not Resolved -
EU-EC- 31/01/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Menstrual disorder (n/a - Not |COMIRNATY [TOZINAMERAN] |Not reported
10011439873 Healthcare |Economic Years |Specified Recovered/Not Resolved - ), (S - Immunisation - n/a - [n/a
Professional |Area - n/a - Intramuscular])
Menstruation irregular (n/a -
Unknown - ),
Myalgia (2d -
Recovered/Resolved - ),
Pain (n/a - Unknown - )
EU-EC- 31/01/2022 |Spontaneous |Non European |Not available 12-17 |Not Female [No Heavy menstrual bleeding (n/a |COMIRNATY [TOZINAMERAN] |Not reported
10011439928 Healthcare |Economic Years |Specified - Not Recovered/Not Resolved |(S - Immunisation - n/a - [n/a
Professional |Area - - n/a - Intramuscular])
EU-EC- 31/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Cardiac failure (n/a - Fatal - COMIRNATY [TOZINAMERAN] |NOT AVAILABI
10011439953 Professional |Economic Years Results in Death), (S - COVID-19 immunisation - |- [n/a - 75mg
Area n/a - [n/a - 1{DF} - n/a]),
Gastrointestinal hypomotility [ESCITALOPR/
(n/a - Not Recovered/Not [CLONAZEPAM] (S - Agitation, | ESCITALOPRA
Resolved - Other Medically Depression - n/a - [n/a-8mg |- nfa-n/a-[r
Important Condition), - n/a]), n/a]),
Myopericarditis (n/a - Not [LEVOMETHADONE, [METHYLPHEM
Recovered/Not Resolved - LEVOMETHADONE HYDROCHLOR
Other Medically Important HYDROCHLORIDE] (S - n/a - |Attention defic
Condition), Dose not changed - [n/a - disorder - n/a
1imL - n/a]) n/a])
Paranoia (n/a - Unknown -
Other Medically Important
Condition),
Pneumococcal sepsis (n/a -
Fatal - Results in Death),
Pneumonia pneumococcal (n/a
- Fatal - Results in Death,
Other Medically Important
Condition),
Substance abuse (7d -
Unknown - Other Medically
Important Condition),
Suicidal ideation (7d -
Unknown - Life Threatening),
Toxicity to various agents (0d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
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Unresponsive to stimuli (0d -
Not Recovered/Not Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 31/01/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Gingival bleeding (n/a - COMIRNATY [TOZINAMERAN] |[FERROUS CH
10011439955 Healthcare |Economic Years |Specified Recovering/Resolving - ), (S - Immunisation - n/a - [n/a | TETRAHYDRA"
Professional |Area - n/a - Intramuscular]) ION] (C-n/a
Gingival swelling (n/a -
Unknown - ), [VITAMINS NC
n/a-)
Mouth haemorrhage (n/a -
Recovering/Resolving - ),
Pain in extremity (n/a -
Unknown - ),
Pyrexia (n/a - Unknown - )
EU-EC- 31/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - Unknown - COMIRNATY [TOZINAMERAN] |Not reported
10011440266 Professional |Economic Years Other Medically Important (S-n/a-nfa-[nfa-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 31/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Injection site pain (n/a - Not |COMIRNATY [TOZINAMERAN] |Not reported
10011440964 Healthcare |Economic Years Recovered/Not Resolved - ) (S - Immunisation - n/a - [n/a
Professional |Area - n/a - nfal)
EU-EC- 31/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Breast pain (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011441651 Professional |Economic Years Recovering/Resolving - (S - Immunisation - n/a - [n/a
Area Caused/Prolonged -.3mL - Intramuscular])
Hospitalisation),
Dyspnoea (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Electrocardiogram ST segment
elevation (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Myocarditis (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation)
EU-EC- 31/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Herpes zoster (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011441680 Healthcare |Economic Years Recovering/Resolving - ) (S - COVID-19 immunisation -
Professional |Area n/a - [n/a - n/a - n/a])
EU-EC- 31/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Tachycardia (7d - Not COMIRNATY [TOZINAMERAN] |Not reported
10011441685 Healthcare |Economic Years Recovered/Not Resolved - ) (S - Immunisation - n/a - [n/a
Professional |Area - n/a - n/a)])
EU-EC- 31/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Chills (1d - COMIRNATY [TOZINAMERAN] |Not reported
10011441805 Healthcare |Economic Years Recovering/Resolving - ), (S - Immunisation - n/a - [n/a
Professional |Area - n/a-n/al)
Fatigue (1d - Unknown - ),
Influenza (1d -
Recovering/Resolving - )
EU-EC- 31/01/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Dizziness (1d - COMIRNATY [TOZINAMERAN] |Not reported
10011441835 Healthcare |Economic Years |Specified Recovered/Resolved - ), (S - Immunisation - n/a - [n/a
Professional |Area - n/a-n/a])
Fatigue (2d -
Recovered/Resolved - ),
Headache (6d - Not
Recovered/Not Resolved - ),
Injection site erythema (1d -
Recovered/Resolved - ),
Pyrexia (7d - Not
Recovered/Not Resolved - )
EU-EC- 31/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - Unknown - COMIRNATY [TOZINAMERAN] |Not reported
10011441901 Professional |Economic Years Other Medically Important (S-nfa-n/a-[nfa-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 31/01/2022 |Spontaneous |Non European |Not available 12-17 |Not Female [No Dysmenorrhoea (n/a - Not COMIRNATY [TOZINAMERAN] |Not reported
10011442790 Healthcare |Economic Years |Specified Recovered/Not Resolved - ), (S - COVID-19 immunisation -
Professional |Area Not applicable - [n/a - 1{DF}
Hypomenorrhoea (n/a - Not - n/al)
Recovered/Not Resolved - ),
Oligomenorrhoea (n/a - Not
Recovered/Not Resolved - )
EU-EC- 31/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Heart rate increased (n/a - Not |COMIRNATY [TOZINAMERAN] |[CYPROTERO!
10011443115 Healthcare |Economic Years Recovered/Not Resolved - (S-nfa-n/a-[1d-n/a- ETHINYLESTR
Professional |Area Disabling), Intramuscular]) Acne - nfa - [r
Pyrexia (n/a - Not
Recovered/Not Resolved -
Disabling)
EU-EC- 31/01/2022 |Spontaneous |Non European |Not available 12-17 |Not Female [No Heavy menstrual bleeding (n/a |COMIRNATY [TOZINAMERAN] |Not reported
10011443629 Healthcare |Economic Years |Specified - Not Recovered/Not Resolved |(S - COVID-19 immunisation -
Professional |Area =) Not applicable - [n/a - 1{DF}
- n/a])
EU-EC- 31/01/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No COVID-19 (n/a - Unknown - COMIRNATY [TOZINAMERAN] |Not reported
10011443798 Professional |European Years |Specified Other Medically Important (S - COVID-19 immunisation -
Economic Condition), Not applicable - [1d - n/a -
Area Unknown])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 31/01/2022 | Spontaneous |Non Non Not available 12-17 |Not Female |No Abdominal pain upper (n/fa- |COMIRNATY [TOZINAMERAN] |IBUPROFEN [1
10011443805 Healthcare |European Years |Specified Not Recovered/Not Resolved - |(S - COVID-19 immunisation - |IBUPROFEN Si
Professional | Economic Disabling), Not applicable - [n/a - n/a- |Costochondriti
Area n/al) n/a - n/al),
Chills (n/a - Not Recovered/Not
Resolved - Disabling), [DESOGESTRE
Contraception
Diarrhoea (n/a - Not n/a - n/aj),
Recovered/Not Resolved -
Disabling), [FOLIC ACID]
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Hypokinesia (n/a - Unknown -
Disabling),

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

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

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

Costochondriti
n/a - nfa)),

[ISOPROPYL #
Anxiety - n/a -
n/al),

[PARACETAMC
Costochondriti
n/a - n/a])

EU-EC-
10011443813

31/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

Dyspnoea (1d -
Recovered/Resolved - Life
Threatening, Other Medically
Important Condition),

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

Lacrimation increased (1d -
Recovered/Resolved - Life
Threatening, Other Medically
Important Condition)

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

[BECLOMETAS
DIPROPIONAT
-nfa-[nfa-r

[FEXOFENADI
FEXOFENADIN
HYDROCHLOR
Seasonal aller
n/a - n/al),

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

EU-EC-
10011443839

31/01/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Chronic myeloid leukaemia
(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-
10011443853

31/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Hypersensitivity (4h -
Recovered/Resolved - Other
Medically Important
Condition),

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

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

Pyrexia (4h -
Recovered/Resolved - Other
Medically Important
Condition),

Rash erythematous (4h -
Recovered/Resolved - Other
Medically Important
Condition),

Swelling of eyelid (4h -
Recovered/Resolved - Other
Medically Important Condition)

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

Not reported

EU-EC-
10011443907

31/01/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Dizziness (n/a - Unknown - ),

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

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

Not reported

EU-EC-
10011444072

31/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Injection site pain (74d -
Unknown -)

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

Not reported

EU-EC-
10011444086

31/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Lymphadenopathy (9d -
Recovering/Resolving - )

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

Not reported

EU-EC-
10011444547

31/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

Body temperature increased
(n/a - Recovering/Resolving -

i

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

Feeling abnormal (n/a -
Recovering/Resolving - ),

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

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

Visual impairment (n/a -
Recovering/Resolving - ),

Vomiting (n/a -
Recovering/Resolving - )

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

Not reported

EU-EC-
10011444604

31/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

COVID-19 (n/a -
Recovered/Resolved - ),

Cough (n/a -
Recovered/Resolved - ),

Fatigue (n/a -
Recovered/Resolved - ),

Headache (n/a -
Recovered/Resolved - ),

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

Pyrexia (n/a -
Recovered/Resolved - )

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

Not reported

EU-EC-
10011445026

31/01/2022

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

Spontaneous

Non
Healthcare

European
Economic

Not available

12-17
Years

Adolescent

Male

Guttate psoriasis (n/a - Not
Recovered/Not Resolved -

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

Not reported
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Professional |Area Other Medically Important Drug withdrawn - [1d - 1{DF}
Condition) - Intramuscular])
EU-EC- 31/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Limb discomfort (2d - COMIRNATY [TOZINAMERAN] |Not reported
10011445307 Healthcare |Economic Years Recovered/Resolved - ) (S - Immunisation - n/a - [n/a
Professional |Area - n/a - n/a])
EU-EC- 31/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Lymphadenopathy (n/a - Not |COMIRNATY [TOZINAMERAN] |Not reported
10011445312 Healthcare |Economic Years Recovered/Not Resolved - ), (S - Immunisation - n/a - [n/a
Professional |Area - n/a-n/al)
Myocarditis (n/a - Not
Recovered/Not Resolved -
Other Medically Important
Condition)
EU-EC- 31/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Myocarditis (3d - COMIRNATY [TOZINAMERAN] |Not reported
10011445329 Healthcare |Economic Years Recovering/Resolving - Other  |(S - Immunisation - n/a - [n/a
Professional |Area Medically Important Condition) |- n/a - n/a])
EU-EC- 31/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Thrombocytopenia (50d - COMIRNATY [TOZINAMERAN] |Not reported
10011445339 Healthcare |Economic Years Recovered/Resolved - (S - Immunisation - n/a - [n/a
Professional |Area Caused/Prolonged - n/a-n/al)
Hospitalisation)
EU-EC- 31/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Dizziness (2d - COMIRNATY [TOZINAMERAN] |Not reported
10011445359 Healthcare |Economic Years Recovering/Resolving - ), (S - Immunisation - n/a - [n/a
Professional |Area - n/a-n/al)
Headache (2d -
Recovering/Resolving - ),
Pyrexia (1d - Unknown - )
EU-EC- 31/01/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Arrhythmia (0d - COMIRNATY [TOZINAMERAN] |Not reported
10011445401 Healthcare |Economic Years |Specified Recovering/Resolving - ), (S - Immunisation - n/a - [n/a
Professional |Area - n/a-n/al)
Chills (1d -
Recovering/Resolving - ),
Dizziness (0d -
Recovered/Resolved - ),
Headache (1d -
Recovered/Resolved - ),
Injection site pain (3d -
Recovered/Resolved - ),
Injection site pain (3d -
Recovering/Resolving - ),
Myalgia (3d -
Recovering/Resolving - ),
Myalgia (6d -
Recovered/Resolved - )
EU-EC- 31/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Disease recurrence (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011445566 Professional |Economic Years Recovered/Resolved - ), (S - COVID-19 immunisation -
Area Not applicable - [1d - 1{DF} -
Uveitis (n/a - Intramuscular])
Recovered/Resolved - )
EU-EC- 31/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Amenorrhoea (n/a - Not COMIRNATY [TOZINAMERAN] |Not reported
10011445591 Professional |Economic Years Recovered/Not Resolved - ) (S - COVID-19 immunisation -
Area Not applicable - [1d - 1{DF} -
Intramuscular])
EU-EC- 31/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Amenorrhoea (n/a - Not COMIRNATY [TOZINAMERAN] |Not reported
10011445787 Healthcare |Economic Years Recovered/Not Resolved - ) (S - COVID-19 immunisation -
Professional |Area Not applicable - [1d - 1{DF} -
Intramuscular])
EU-EC- 31/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Contusion (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011445846 Professional |Economic Years Recovering/Resolving - ) (S - COVID-19 immunisation -
Area Not applicable - [1d - 1{DF} -
Intramuscular])
EU-EC- 31/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Hyperbilirubinaemia (5d - COMIRNATY [TOZINAMERAN] |Not reported
10011445848 Professional |Economic Years Unknown - ), (S - COVID-19 immunisation -
Area Not applicable - [n/a - 1{DF}
Influenza like illness (2d - - Intramuscular])
Recovered/Resolved - )
EU-EC- 31/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Immunisation reaction (n/a - |COMIRNATY [TOZINAMERAN] |Not reported
10011445945 Healthcare |Economic Years Recovering/Resolving - ) (S - COVID-19 immunisation -
Professional |Area n/a-[1d-.3mL-
Intramuscular])
EU-EC- 31/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - Unknown - COMIRNATY [TOZINAMERAN] |Not reported
10011446132 Professional |Economic Years Other Medically Important (S-n/a-nfa-[n/a-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 31/01/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Cough (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011446147 Professional |European Years |Specified Recovering/Resolving - Other  |(S - COVID-19 immunisation -
Economic Medically Important Condition) |Not applicable - [n/a - n/a -
Area n/aj)
EU-EC- 31/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Myocarditis (1d - COMIRNATY [TOZINAMERAN] |Not reported
10011446272 Healthcare |Economic Years Recovering/Resolving - (S - Immunisation - n/a - [n/a
Professional |Area Caused/Prolonged - n/a-n/a])
Hospitalisation)
EU-EC- 31/01/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female [No Concussion (1wk - TOZINAMERAN Not reported
10011446887 Professional |European Years |Specified Recovered/Resolved - Other [TOZINAMERAN] (S - COVID-
Economic Medically Important 19 immunisation - Not
Area Condition), applicable - [1d - n/a - n/a])
Head injury (1wk -
Recovered/Resolved - Other
Medically Important
Condition),
Heart rate irregular (1d -
Recovered/Resolved - Other
Medically Important
Condition),
Loss of consciousness (1d -
Recovered/Resolved With
Sequelae - Other Medically
Important Condition)
EU-EC- 31/01/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Chest pain (n/a - Not COMIRNATY [TOZINAMERAN] [Not reported
10011447317 Professional |Economic Years |Specified Recovered/Not Resolved - ) (S-nfa-n/a-[nfa-n/a-
Area n/a])
EU-EC- 31/01/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Headache (n/a - Not COMIRNATY [TOZINAMERAN] [[DROSPIRENC
10011447457 Healthcare |Economic Years |Specified Recovered/Not Resolved - (S-nfa-nfa-[n/a-n/a- ETHINYLESTR
Professional |Area Disabling), n/al) LACTOSE ANH
n/a-nf/a-[n/
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Immunodeficiency (n/a - Not
Recovered/Not Resolved -
Disabling)
EU-EC- 31/01/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Epilepsy (0d - COMIRNATY [TOZINAMERAN] |[BUDESONIDE
10011447525 Healthcare |Economic Years |Specified Recovered/Resolved - Other (S-nfa-n/a-[nfa-n/a- -[nfa-nfa-t
Professional |Area Medically Important Condition) |n/a]) (inhalation)1)
EU-EC- 31/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Dizziness (n/a - Not COMIRNATY [TOZINAMERAN] |Not reported
10011447656 Healthcare |Economic Years Recovered/Not Resolved - ), (S - Immunisation - n/a - [n/a
Professional |Area - n/a-n/a])
Headache (n/a - Not
Recovered/Not Resolved - ),
Injection site swelling (n/a -
Not Recovered/Not Resolved -
)
Malaise (n/a - Not
Recovered/Not Resolved - ),
Tachycardia (n/a - Not
Recovered/Not Resolved - ),
Visual impairment (n/a -
Recovering/Resolving - )
EU-EC- 31/01/2022 |Spontaneous |Non European |Not available 12-17 |Not Female [No Chills (n/a - Not Recovered/Not | COMIRNATY [TOZINAMERAN] |Not reported
10011447752 Healthcare |Economic Years |Specified Resolved - ), (S-nfa-nfa-[n/a-n/a-
Professional |Area n/al)
Headache (n/a - Not
Recovered/Not Resolved - ),
Malaise (n/a - Not
Recovered/Not Resolved - ),
Nausea (n/a - Not
Recovered/Not Resolved - )
EU-EC- 31/01/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No Lymphadenopathy (n/a - Not |COMIRNATY [TOZINAMERAN] |Not reported
10011447829 Professional |Economic Years Recovered/Not Resolved - ) (S - COVID-19 immunisation -
Area Not applicable - [1d - 1{DF} -
n/a])
EU-EC- 31/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Pain (n/a - Not Recovered/Not |COMIRNATY [TOZINAMERAN] |Not reported
10011447832 Professional | Economic Years Resolved - ), (S - COVID-19 immunisation -
Area Not applicable - [1d - 1{DF} -
Pyrexia (n/a - Not n/al)
Recovered/Not Resolved - ),
Somnolence (n/a - Not
Recovered/Not Resolved - )
EU-EC- 31/01/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Anaphylactic reaction (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011448247 Professional |European Years |Specified Recovered/Resolved - Life (S - COVID-19 immunisation -
Economic Threatening), Not applicable - [1d - n/a -
Area Intramuscular])
Dyspnoea (n/a -
Recovered/Resolved - Life
Threatening)
EU-EC- 31/01/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Pericarditis (n/a - Not COMIRNATY [TOZINAMERAN] |Not reported
10011448270 Professional |European Years |Specified Recovered/Not Resolved - (S - COVID-19 immunisation -
Economic Other Medically Important Not applicable - [n/a - n/a -
Area Condition) n/a])
EU-EC- 31/01/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Dyspnoea (n/a - Unknown - ), |COMIRNATY [TOZINAMERAN] |Not reported
10011448321 Professional |European Years |Specified (S - COVID-19 immunisation -
Economic Pericarditis (n/a - Unknown - |Not applicable - [n/a - n/a -
Area Other Medically Important n/al)
Condition)
EU-EC- 31/01/2022 | Spontaneous |Non Non Not available 12-17 |Not Female |No Anaphylactic reaction (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011448380 Healthcare |European Years |Specified Unknown - Other Medically (S - COVID-19 immunisation -
Professional |Economic Important Condition), Not applicable - [n/a - n/a -
Area n/al),
Product use issue (n/a -
Unknown - ) [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 - Immunisation -
Not applicable - [n/a - n/a -
n/al)
EU-EC- 30/01/2022 |Spontaneous |Non European |Not available 12-17 |Not Female [No Chest pain (n/a - Not COMIRNATY [TOZINAMERAN] |Not reported
10011430112 Healthcare |Economic Years |Specified Recovered/Not Resolved - Life |(S - COVID-19 immunisation -
Professional |Area Threatening), Not applicable - [n/a - .3mL -
Intramuscular])
Dyspnoea (n/a - Not
Recovered/Not Resolved - Life
Threatening),
Headache (n/a - Not
Recovered/Not Resolved - Life
Threatening),
Pyrexia (n/a - Not
Recovered/Not Resolved - Life
Threatening),
Tachycardia (n/a - Not
Recovered/Not Resolved - Life
Threatening),
Vaccination site pain (n/a - Not
Recovered/Not Resolved - Life
Threatening)
EU-EC- 30/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - Unknown - COMIRNATY [TOZINAMERAN] |Not reported
10011430156 Professional |Economic Years Other Medically Important (S-nfa-n/a-[nfa-n/a-
Area Condition), Intramuscular])
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Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)

EU-EC-
10011430194

30/01/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

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-
10011430328

30/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

Urticaria (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-
10011430349

30/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Extensive swelling of
vaccinated limb (n/a - Not
Recovered/Not Resolved -
Other Medically Important
Condition),

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

Vaccination site 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-
10011430366

30/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

Memory impairment (n/a - Not
Recovered/Not Resolved - Life
Threatening,
Caused/Prolonged
Hospitalisation),

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

Pain in extremity (n/a - Not
Recovered/Not Resolved - Life
Threatening,
Caused/Prolonged
Hospitalisation, Disabling),

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

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

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

Not reported

EU-EC-
10011430371

30/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Syncope (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-
10011430375

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

30/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

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

EU-EC-
10011430396

30/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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 - Unknown -
Other Medically Important
Condition),

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

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

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

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

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

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

Tachycardia (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-
10011430456

30/01/2022

Spontaneous

Non
Healthcare
Professional

Non
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 -
Unknown - Other Medically
Important Condition),

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

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

Not reported

EU-EC-
10011430457

30/01/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Headache (n/a - Unknown - ),

Immunisation reaction (n/a -
Unknown - ),

Orthostatic intolerance (n/a -
Unknown - ),

Pyrexia (n/a - Unknown - ),

Somatic symptom disorder
(n/a - Unknown - ),

Transient ischaemic attack (n/a
- Unknown - Other Medically
Important Condition)

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

Not reported

EU-EC-
10011430469

30/01/2022

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

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

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),

Ejection fraction decreased
(n/a - Recovering/Resolving -
Caused/Prolonged
Hospitalisation),

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

Left ventricular dysfunction
(n/a - Recovering/Resolving -
Caused/Prolonged
Hospitalisation),

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

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

[AMOROLFINE
HYDROCHLOR
n/a-[n/a-n/

[DELGOCITIN:
n/a-[n/a-n/

[DIFLUCORTO
VALERATE] (C
[n/a-n/a-n/

[NADIFLOXAC
n/a-[n/a-n/

[RUPATADINE

FUMARATE] (¢
[n/a - 10mg -
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Pyrexia (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Troponin T increased (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation)
EU-EC- 30/01/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Rash (n/a - Unknown - Other | TOZINAMERAN Not reported
10011430513 Professional |European Years |Specified Medically Important Condition) |[TOZINAMERAN] (S - COVID-
Economic 19 immunisation - Not
Area applicable - [n/a - n/a -
Intramuscular])
EU-EC- 30/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - Unknown - COMIRNATY [TOZINAMERAN] |Not reported
10011431059 Professional |Economic Years Other Medically Important (S-nfa-nfa-[nfa-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 30/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Rash (4d - COMIRNATY [TOZINAMERAN] [Not reported
10011431440 Healthcare |Economic Years Recovering/Resolving - ) (S - Immunisation - n/a - [n/a
Professional |Area - n/a-n/a])
EU-EC- 30/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Lymphadenopathy (1d - COMIRNATY [TOZINAMERAN] |Not reported
10011431442 Healthcare |Economic Years Recovering/Resolving - ) (S - Immunisation - n/a - [n/a
Professional |Area - n/a - n/a])
EU-EC- 30/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Dizziness (0d - COMIRNATY [TOZINAMERAN] |Not reported
10011431470 Healthcare |Economic Years Recovered/Resolved - ), (S - Immunisation - n/a - [n/a
Professional |Area - n/a - n/al)
Fatigue (2d - Not
Recovered/Not Resolved - ),
Headache (2d -
Recovering/Resolving - ),
Influenza (1d -
Recovering/Resolving - ),
Limb discomfort (1d -
Recovering/Resolving - ),
Lymphadenopathy (1d - Not
Recovered/Not Resolved - ),
Pyrexia (2d -
Recovering/Resolving - )
EU-EC- 30/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Dizziness (n/a - Not COMIRNATY [TOZINAMERAN] |Not reported
10011431519 Healthcare |Economic Years Recovered/Not Resolved - ), (S - Immunisation - n/a - [n/a
Professional |Area - n/a-n/a])
Fatigue (n/a -
Recovering/Resolving - ),
Headache (n/a - Unknown - ),
Influenza (n/a - Not
Recovered/Not Resolved - ),
Injection site pain (n/a -
Recovering/Resolving - ),
Limb discomfort (n/a -
Unknown - ),
Malaise (n/a - Not
Recovered/Not Resolved - ),
Paraesthesia (n/a - Not
Recovered/Not Resolved - )
EU-EC- 30/01/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Chills (0d - Not Recovered/Not |COMIRNATY [TOZINAMERAN] |Not reported
10011431573 Healthcare |Economic Years |Specified Resolved - ), (S - Immunisation - n/a - [n/a
Professional |Area - n/a-n/a])
Dizziness (n/a - Not
Recovered/Not Resolved - ),
Fatigue (n/a - Not
Recovered/Not Resolved - ),
Headache (n/a - Not
Recovered/Not Resolved - )
EU-EC- 30/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Headache (3d - COMIRNATY [TOZINAMERAN] |Not reported
10011431630 Healthcare |Economic Years Recovering/Resolving - ), (S - Immunisation - n/a - [n/a
Professional |Area - n/a-n/a])
Nausea (3d -
Recovering/Resolving - ),
Vomiting (3d -
Recovering/Resolving - )
EU-EC- 30/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Injection site swelling (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011431635 Healthcare |Economic Years Recovered/Resolved With (S - Immunisation - n/a - [n/a
Professional |Area Sequelae - ) - n/a - n/a))
EU-EC- 30/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Lymphadenopathy (4d - COMIRNATY [TOZINAMERAN] |Not reported
10011431641 Healthcare |Economic Years Recovered/Resolved - ) (S - Immunisation - n/a - [n/a
Professional |Area - n/a - n/a])
EU-EC- 30/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Rash (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011431692 Healthcare |Economic Years Recovering/Resolving - ) (S - Immunisation - n/a - [n/a
Professional |Area - n/a - nfal)
EU-EC- 30/01/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Chills (0d - Not Recovered/Not |COMIRNATY [TOZINAMERAN] |Not reported
10011431693 Healthcare |Economic Years |Specified Resolved - ), (S - Immunisation - n/a - [n/a
Professional |Area - n/a-n/al)
Dizziness (n/a - Not
Recovered/Not Resolved - ),
Fatigue (n/a - Not
Recovered/Not Resolved - ),
Headache (n/a - Not
Recovered/Not Resolved - )
EU-EC- 30/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Chills (7d - COMIRNATY [TOZINAMERAN] [Not reported
10011431701 Healthcare |Economic Years Recovered/Resolved - ), (S - Immunisation - n/a - [n/a
Professional |Area - n/a-n/a])
Fatigue (7d -
Recovered/Resolved - ),
Injection site pain (7d -
Recovered/Resolved - ),
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Injection site swelling (7d -
Recovered/Resolved - ),

Limb discomfort (7d -
Recovered/Resolved - ),

Tachycardia (19d -
Recovering/Resolving - )

EU-EC- 30/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Headache (0d - Not COMIRNATY [TOZINAMERAN] |Not reported
10011431709 Healthcare |Economic Years Recovered/Not Resolved - ), (S - Immunisation - n/a - [n/a
Professional |Area - n/a-n/a])

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

EU-EC- 30/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Influenza (1d - COMIRNATY [TOZINAMERAN] |Not reported
10011431712 Healthcare |Economic Years Recovered/Resolved - ) (S - Immunisation - n/a - [n/a

Professional |Area - n/a - n/a])
EU-EC- 30/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Dizziness (4d - Not COMIRNATY [TOZINAMERAN] |Not reported
10011431755 Healthcare |Economic Years Recovered/Not Resolved - ), (S - Immunisation - n/a - [n/a

Professional |Area - n/a-n/al)

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

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