30.11.2022 10.24

Line Listing Report

Time run: 30/11/2022 10:07:17

Run Line Listing Report

Primary
EV Primary Source patient Patient parent Reaction List PT Suspect/interacting Drug List |Concomitant/Not Administered
EU Local Gateway Rel Country  |Literature Age Group | Patient . (Duration — Outcome |(Drug Char - Indication PT - |Drug List (Drug Char - Indication |ICSR
. port Type |Source Age Child N N N " )
Number Receipt Qualification for Reference Group (as per Sex Report |- Seriousness Action taken - [Duration - PT - Action taken - [Duration - Form
Date Regulatory reporter) Criteria) Dose - Route]) Dose - Route])
Purposes
EU-EC- 15/12/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Female [No Dizziness (n/a - COMIRNATY [TOZINAMERAN] |Not reported ICSR
10010958372 Professional |European |available |Years |Specified Unknown - ), (S - COVID-19 immunisation -
Economic Not applicable - [1d - n/a -
Area Loss of Intramuscular])
consciousness
(28min -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 15/12/2021 | Spontaneous |Healthcare |Non Not 12-17 |Not Male No Blood pressure COMIRNATY [TOZINAMERANT] |Not reported ICSR
10010958379 Professional |European |available |Years |Specified increased (n/a - (S - COVID-19 immunisation -
Economic Recovered/Resolved |Not applicable - [1d - n/a -
Area - Other Medically Intramuscular])
Important Condition)
EU-EC- 15/12/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Body temperature COMIRNATY [TOZINAMERAN] |Not reported ICSR
10010958390 Professional |European |available |Years |Specified decreased (n/a - (S - COVID-19 immunisation -
Economic Unknown - ), Not applicable - [1d - n/a -
Area Intramuscular])
Capillary nail refill
test abnormal (n/a -
Unknown - Other
Medically Important
Condition),
Cold sweat (133min -
Recovered/Resolved
=)
Dizziness (133min -
Recovered/Resolved
=)
Hyperhidrosis
(133min -
Recovered/Resolved
=)
Hypotension (133min
Recovered/Resolved
- Other Medically
Important
Condition),
Pulse abnormal (n/a
- Unknown - )
EU-EC- 15/12/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Blood pressure COMIRNATY [TOZINAMERAN] |Not reported ICSR
10010958398 Professional |European |available |Years |Specified increased (0d - (S - COVID-19 immunisation -
Economic Recovered/Resolved |Not applicable - [1d - n/a -
Area - Other Medically Intramuscular])
Important Condition)
EU-EC- 15/12/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Blood pressure COMIRNATY [TOZINAMERANT] |Not reported ICSR
10010958403 Professional |European |available |Years |Specified increased (n/a - (S - COVID-19 immunisation -
Economic Recovered/Resolved |Not applicable - [1d - n/a -
Area - Other Medically Intramuscular])
Important Condition)
EU-EC- 15/12/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Seizure (n/a - COMIRNATY [TOZINAMERAN] |Not reported ICSR
10010958406 Professional |European |available |Years |Specified Recovering/Resolving |(S - COVID-19 immunisation -
Economic - Other Medically Not applicable - [1d - n/a -
Area Important Condition) |Intramuscular])
EU-EC- 15/12/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Chest pain (n/a - COMIRNATY [TOZINAMERAN] |Not reported ICSR
10010958412 Professional |European |available |Years |Specified Recovered/Resolved |(S - COVID-19 immunisation -
Economic =), Not applicable - [1d - n/a -
Area Intramuscular])
Dyspnoea (n/a -
Recovered/Resolved
=)
Pericarditis (n/a -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 15/12/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Blood pressure COMIRNATY [TOZINAMERAN] |Not reported ICSR
10010958442 Professional |European |available |Years |Specified increased (n/a - (S - COVID-19 immunisation -
Economic Recovered/Resolved |Not applicable - [1d - n/a -
Area - Other Medically Intramuscular])
Important Condition)
EU-EC- 15/12/2021 |Spontaneous | Healthcare |Non Not 12-17 |Not Female [No Abdominal pain COMIRNATY [TOZINAMERAN] |Not reported ICSR
10010958444 Professional |European |available |Years |Specified upper (n/a - Not (S - COVID-19 immunisation -
Economic Recovered/Not Not applicable - [1d - n/a -
Area Resolved - Other Intramuscular])
Medically Important
Condition),
Fatigue (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Fibrin D dimer
increased (n/a -
Unknown - Other
Medically Important
Condition),
Headache (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Malaise (n/a - Not
Recovered/Not
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Resolved - Other
Medically Important
Condition),

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

EU-EC-
10010958475

15/12/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

Chest pain (n/a -
Recovering/Resolving
=)

Lethargy (n/a -
Recovering/Resolving

=)

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

Troponin increased
(n/a-
Recovering/Resolving

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

Not reported

ICSR

EU-EC-
10010958492

15/12/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

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

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

Not reported

EU-EC-
10010958502

15/12/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

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

Heavy menstrual
bleeding (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),

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

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

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

Menstruation
irregular (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-
10010958519

15/12/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

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

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

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

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

Heart rate increased
(n/a-
Recovering/Resolving
- Other Medically
Important
Condition),

Palpitations (n/a -
Recovering/Resolving
- 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])

[IBUPROFEN, IBUPROFEN
LYSINE, IBUPROFEN PH. EUR.,
IBUPROFEN SODIUM,
IBUPROFEN SODIUM
DIHYDRATE] (C - Influenza,
Meniscus injury - n/a - [n/a - n/a
- n/al)

ICSR

EU-EC-
10010958523

15/12/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

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

Not
available

12-17
Years

Not
Specified

Female

Dizziness (n/a -
Recovering/Resolving

a

Dyspnoea (n/a -

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

Not reported
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Recovering/Resolving

)

Headache (n/a -
Recovering/Resolving
=)

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

Malaise (n/a -
Recovering/Resolving

J

Tachycardia (n/a -
Recovering/Resolving

EU-EC-
10010958535

15/12/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No Blood pressure
decreased (n/a - Not
Recovered/Not
Resolved - ),

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

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

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

Not reported

=
%]
0

EU-EC-
10010958932

15/12/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No Application site pain
(n/a - Unknown - )

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

Not reported

,_,
O
(%]
7]

EU-EC-
10010959225

15/12/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No Bradycardia (n/a -
Unknown - Other
Medically Important
Condition),

Dizziness (n/a -
Unknown - ),

Hypotension (n/a -
Unknown - ),

Nausea (n/a -
Unknown - ),

Pallor (n/a -
Unknown -)

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

Not reported

—
%}
0

EU-EC-
10010959250

15/12/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

No Syncope (n/a -
Recovered/Resolved
- Other Medically
Important Condition)

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

Not reported

EU-EC-
10010959263

15/12/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No Diarrhoea (n/a - Not
Recovered/Not
Resolved - ),

Guillain-Barre
syndrome (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

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

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

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

Not reported

EU-EC-
10010959269

15/12/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No Pericarditis (n/a -
Unknown - Other
Medically Important
Condition)

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

Not reported

EU-EC-
10010959302

15/12/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

No Fatigue (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),

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

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

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

Pyrexia (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-
10010959303

15/12/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

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

Not
available

12-17
Years

Not
Specified

Female

No C-reactive protein
increased (n/a - Not
Recovered/Not
Resolved - ),

Lethargy (n/a - Not
Recovered/Not

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

Not reported

,_.
o]
(%]
]
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Resolved - ),

Loss of
consciousness (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition),

Lymphocyte count
decreased (n/a - Not
Recovered/Not
Resolved - ),

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

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

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

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

EU-EC-
10010959312

15/12/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No Chest discomfort
(n/a - Not
Recovered/Not
Resolved - ),

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

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

Troponin I increased
(n/a - Not
Recovered/Not
Resolved -)

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

Not reported

EU-EC-
10010959780

15/12/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No Alopecia (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-
10010959991

15/12/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No Myocarditis (n/a -
Unknown - Other
Medically Important
Condition)

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

Not reported

EU-EC-
10010959994

15/12/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No Chest pain (n/a -
Unknown - ),

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

Rhinitis (n/a -
Unknown -),

Troponin increased
(n/a - Unknown -)

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

Not reported

EU-EC-
10010960003

15/12/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No Syncope (n/a -
Recovered/Resolved
- Other Medically
Important Condition)

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

Not reported

EU-EC-
10010960009

15/12/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

No Syncope (n/a -
Recovered/Resolved
- Other Medically
Important Condition)

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

Not reported

EU-EC-
10010960019

15/12/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

No Syncope (n/a -
Recovered/Resolved
- Other Medically
Important Condition)

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

Not reported

ICSR

EU-EC-
10010960035

15/12/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No Chest pain (n/a - Not
Recovered/Not
Resolved - ),

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

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

Not reported

>-<
9]
(%]
]

EU-EC-
10010960109

15/12/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

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

Not
available

12-17
Years

Not
Specified

Female

No Asthenia (n/a -
Unknown -
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

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

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

COMIRNATY CONCENTRATE
FOR DISPERSION FOR
INJECTION COVID-19 MRNA
VACCINE (NUCLEOSIDE
MODIFIED) [TOZINAMERAN]
(S-n/a-n/a-[n/a-.3mL-
Intramuscular])

Not reported
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Other Medically
Important
Condition),

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

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

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

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

EU-EC-
10010960198

15/12/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No Myocarditis (n/a -
Unknown -
Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10010960277

15/12/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No Cardiac disorder (n/a
- Unknown - Other
Medically Important
Condition),

Chest pain (n/a -
Unknown -),

Iliness (n/a -
Unknown -),

Weight decreased
(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-
10010960283

15/12/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No Asthenia (32min -
Recovered/Resolved

a

Cold sweat (n/a -
Recovered/Resolved

)

Fear (n/a - Unknown

=)

Loss of
consciousness
(32min -
Recovered/Resolved
- Other Medically
Important Condition)

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

Not reported

EU-EC-
10010960284

15/12/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

No Syncope (n/a -
Recovered/Resolved
- Other Medically
Important Condition)

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

Not reported

EU-EC-
10010960293

15/12/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No Syncope (30min -
Recovered/Resolved
- Other Medically
Important Condition)

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

Not reported

EU-EC-
10010960297

15/12/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

No Abdominal pain (n/a
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

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

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

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

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

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

Not reported

EU-EC-
10010960309

15/12/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

No Headache (25min -
Recovered/Resolved
=)

Syncope (25min -
Recovered/Resolved
- Other Medically
Important Condition)

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

Not reported

=
%]
o

EU-EC-
10010960320

15/12/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

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

Not
available

12-17
Years

Not
Specified

Female

No Blood pressure
increased (n/a -
Unknown -),

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

Not reported
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Dizziness (65min -
Recovered/Resolved
Syncope (65min -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 15/12/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Female [No Blood pressure COMIRNATY [TOZINAMERAN] |Not reported ICSR
10010960323 Professional |European |available |Years |Specified increased (n/a - (S - COVID-19 immunisation -
Economic Recovered/Resolved |Not applicable - [1d - n/a -
Area - Other Medically Intramuscular])
Important Condition)
EU-EC- 15/12/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Female [No Asthenia (n/a - COMIRNATY [TOZINAMERAN] |Not reported ICSR
10010960326 Professional |European |available |Years |Specified Unknown -), (S - COVID-19 immunisation -
Economic Not applicable - [1d - n/a -
Area Fatigue (n/a - Intramuscular])
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Hypoaesthesia (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Rash (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Vaccination site pain
(n/a-
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 15/12/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Asthenia (n/a - Fatal |COMIRNATY [TOZINAMERAN] |Not reported ICSR
10010960337 Professional |European |available |Years |Specified - Results in Death), |(S - COVID-19 immunisation -
Economic Not applicable - [1d - n/a -
Area Headache (n/a - Intramuscular])
Fatal - Results in
Death),
Vomiting (n/a - Fatal
- Results in Death)
EU-EC- 15/12/2021 | Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Dizziness (n/a - COMIRNATY [TOZINAMERAN] |Not reported ICSR
10010960339 Professional |European |available |Years |Specified Recovered/Resolved |(S - COVID-19 immunisation -
Economic =), Not applicable - [1d - n/a -
Area Intramuscular])
Sensation of foreign
body (n/a -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 15/12/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Syncope (15min - COMIRNATY [TOZINAMERAN] |Not reported ICSR
10010960355 Professional |European |available |Years |Specified Recovered/Resolved |(S - COVID-19 immunisation -
Economic - Other Medically Not applicable - [1d - n/a -
Area Important Condition) |Intramuscular])
EU-EC- 15/12/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Syncope (3min - COMIRNATY [TOZINAMERANT] |Not reported ICSR
10010960368 Professional |European |available |Years |Specified Recovered/Resolved |(S - COVID-19 immunisation -
Economic - Other Medically Not applicable - [1d - n/a -
Area Important Condition) |Intramuscular])
EU-EC- 15/12/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Female [No Face oedema (n/a - |COMIRNATY [TOZINAMERAN] |Not reported ICSR
10010960372 Professional |European |available |Years |Specified Not Recovered/Not (S - COVID-19 immunisation -
Economic Resolved - ), Not applicable - [1d - n/a -
Area Intramuscular])
Nephrotic syndrome
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Other Medically
Important Condition)
EU-EC- 15/12/2021 |Spontaneous | Healthcare |Non Not 12-17 |Not Male No Hypoglycaemia (n/a |COMIRNATY [TOZINAMERAN] |Not reported ICSR
10010960382 Professional |European |available |Years |Specified - Unknown - ), (S - COVID-19 immunisation -
Economic Not applicable - [1d - n/a -
Area Hypotension (n/a - |Intramuscular])
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 15/12/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Blood pressure COMIRNATY [TOZINAMERAN] |Not reported ICSR
10010960388 Professional |European |available |Years |Specified increased (n/a - (S - COVID-19 immunisation -
Economic Recovered/Resolved |Not applicable - [1d - n/a -
Area - Other Medically Intramuscular])
Important Condition)
EU-EC- 15/12/2021 | Spontaneous |Healthcare |Non Not 12-17 |Not Male No Syncope (55min - COMIRNATY [TOZINAMERAN] |Not reported ICSR
10010960404 Professional |European |available |Years |Specified Recovered/Resolved |(S - COVID-19 immunisation -
Economic - Other Medically Not applicable - [1d - n/a -
Area Important Condition) |Intramuscular])
EU-EC- 15/12/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Dizziness (n/a - COMIRNATY [TOZINAMERAN] |Not reported ICSR
10010960407 Professional |European |available |Years |Specified Recovered/Resolved |(S - COVID-19 immunisation -
Economic =) Not applicable - [1d - n/a -
Area Intramuscular])
Syncope (n/a -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 15/12/2021 | Spontaneous |Non Non Not 12-17 |Not Female |No Epilepsy (n/a - Not ~|COMIRNATY [TOZINAMERAN] |Not reported ICSR
10010960408 Healthcare |European |available |Years |Specified Recovered/Not (S - COVID-19 immunisation -
Professional |Economic Resolved - Life Not applicable - [1d - n/a -
Area Threatening, n/a])
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),
Seizure (n/a -
Unknown - Life
Threatening,
Caused/Prolonged
Hospitalisation,
Other Medically
Important Condition)
https://dap.ema.europa.eu/analytics/saw.dlI?Go 6/70
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EU-EC-
10010960411

15/12/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

No Headache (45min -
Recovered/Resolved
=)

Loss of
consciousness
(45min -
Recovered/Resolved
- Other Medically
Important
Condition),

Nausea (45min -
Recovered/Resolved

=)

Syncope (45min -
Recovered/Resolved
- Other Medically
Important Condition)

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

Not reported

,_.
%}
0

EU-EC-
10010960470

15/12/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No Blood pressure
increased (n/a -
Recovered/Resolved
- Other Medically
Important Condition)

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

Not reported

ICSR

EU-EC-
10010960472

15/12/2021

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

Not reported

EU-EC-
10010960482

15/12/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

No Contusion (n/a - Not
Recovered/Not
Resolved - ),

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

Upper
gastrointestinal
haemorrhage (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition)

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

Not reported

EU-EC-
10010960492

15/12/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

No Erythema (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

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

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

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

Not reported

EU-EC-
10010960495

15/12/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No Carditis (n/a -
Unknown - Other
Medically Important
Condition),

Chest pain (n/a -
Unknown - )

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

Not reported

>-<
9]
(%]
el

EU-EC-
10010960499

15/12/2021

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 Cerebral venous
sinus thrombosis (1d
Recovered/Resolved
- Life Threatening,
Disabling, Other
Medically Important
Condition),

Cerebral venous
sinus thrombosis (1d
- Unknown - Life
Threatening,
Disabling, Other
Medically Important
Condition),

Circulatory collapse
(1d -
Recovered/Resolved
- Life Threatening,
Disabling, Other
Medically Important
Condition),

Eye movement
disorder (1d -
Unknown - Life
Threatening,
Disabling, Other
Medically Important
Condition),

Haemorrhage (n/a -
Unknown - Life
Threatening,
Disabling),

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

Respiration abnormal
(n/a - Unknown -

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

Not reported

,_.
o]
(%]
]
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Life Threatening,
Disabling, Other
Medically Important
Condition),

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

Somnolence (1d -
Unknown - Life
Threatening,
Disabling, Other
Medically Important
Condition),

Tongue biting (n/a -
Unknown - Life
Threatening,
Disabling),

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

Unresponsive to
stimuli (n/a -
Unknown - Life
Threatening,
Disabling)

EU-EC-
10010960502

15/12/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

No Dizziness (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

Tinnitus (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

=
%]
wel

EU-EC-
10010960503

15/12/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

No Bradycardia (n/a -
Unknown - Other
Medically Important
Condition),

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

Dizziness (n/a -
Unknown -)

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

Not reported

EU-EC-
10010960504

15/12/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

No Tonic convulsion (n/a

Recovered/Resolved
- Other Medically
Important Condition)

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

Not reported

EU-EC-
10010960506

15/12/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No Acute kidney injury
(n/a - Unknown -
Other Medically
Important
Condition),

Tubulointerstitial
nephritis (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-
10010960515

15/12/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

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

Not
available

12-17
Years

Not
Specified

Female

No Body temperature
increased (n/a -
Recovering/Resolving

)

Chest discomfort
(n/a-
Recovering/Resolving

=)

Chest pain (n/a -
Recovering/Resolving
=)

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

Dyspnoea (n/a -
Recovering/Resolving

a

Gait disturbance (n/a

Recovering/Resolving

4

Headache (n/a -
Recovering/Resolving
=)

Hypotension (n/a -
Recovering/Resolving
=)

Nausea (n/a -
Recovering/Resolving

=)

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

Not reported

=
%}
0
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Syncope (n/a -
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 15/12/2021 | Spontaneous |Non European |Not 12-17 |Not Female |No Abdominal pain (n/a |COMIRNATY [TOZINAMERAN] |Not reported ICSR
10010960615 Healthcare |Economic |available |Years |Specified - Not Recovered/Not |(S - COVID-19 immunisation -
Professional |Area Resolved - ), Not applicable - [n/a - 1{DF}
- n/a)),
Fatigue (n/a - Not
Recovered/Not [A/HONG KONG/4801/2014
Resolved - ), (H3N2)-LIKE STRAIN
(A/HONG KONG/4801/2014,
Headache (1d - X-263B),
Recovered/Resolved |B/BRISBANE/60/2008-LIKE
=) STRAIN
(B/BRISBANE/60/2008, WILD
Injection site pain TYPE), A/CALIFORNIA/7/2009
(2d - (H1N1)PDM09-DERIVED
Recovered/Resolved |STRAIN USED (NYMC X-181),
=) A/HONG KONG/4801/2014
(H3N2)-LIKE STRAIN
Malaise (n/a - (A/HONG KONG/4801/2014,
Recovering/Resolving | X-263B),
=) B/BRISBANE/60/2008-LIKE
Nausea (n/a - Not | (B/BRISBANE/60/2008, WILD
Recovered/Not TYPE), A/MICHIGAN/45/2015
Resolved - ) (H1N1)PDMO09-LIKE STRAIN
(A/SINGAPORE/GP1908/2015,
IVR-180), INFLUENZA
VACCINE] (S - Influenza
immunisation - Not applicable
- [n/a - 1{DF} - n/a])
EU-EC- 15/12/2021 | Spontaneous |Non European |Not 12-17 |Not Female [No Menstruation delayed | COMIRNATY [TOZINAMERAN] |Not reported ICSR
10010960616 Healthcare |Economic |available |Years |Specified (10d - Not (S - COVID-19 immunisation -
Professional |Area Recovered/Not Not applicable - [n/a - 1{DF}
Resolved - ) - n/al)
EU-EC- 15/12/2021 | Spontaneous |Non European |Not 12-17 |Not Female |No Heavy menstrual COMIRNATY [TOZINAMERAN] |Not reported ICSR
10010960624 Healthcare |Economic |available |Years |Specified bleeding (n/a - (S - COVID-19 immunisation -
Professional |Area Recovering/Resolving |Not applicable - [n/a - 1{DF}
=) - n/a])
Menstruation
irregular (n/a -
Recovering/Resolving
EU-EC- 15/12/2021 | Spontaneous |Healthcare |European |Not 12-17 |Not Female [No Chills (0d - COMIRNATY [TOZINAMERAN] |Not reported ICSR
10010960926 Professional |Economic |available |Years |Specified Recovering/Resolving |(S - n/a - Unknown - [n/a -
Area =), 1{DF} - Intramuscular])
Headache (0d -
Recovering/Resolving
=)
Myocarditis (0d -
Recovering/Resolving
=)
Pyrexia (0d -
Recovering/Resolving
EU-EC- 15/12/2021 |Spontaneous | Healthcare |European |Not 12-17 |Not Male No Arthralgia (n/a - COMIRNATY [TOZINAMERAN] |METHOTREXATE ICSR
10010960959 Professional |Economic |available |Years |Specified Recovered/Resolved |(S - Immunisation - Unknown |[METHOTREXATE] (C - n/a - Drug
Area =), -[n/a-.3mL- withdrawn - [n/a - 10mg -
Intramuscular]) Unknown])
Condition aggravated
(n/a-
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Headache (n/a -
Recovered/Resolved
=)
Hepatosplenomegaly
(n/a - Unknown - ),
Joint swelling (n/a -
Recovered/Resolved
=)
Microcytic anaemia
(n/a - Unknown - ),
Pyrexia (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Thrombocytopenia
(n/a - Unknown - )
EU-EC- 15/12/2021 | Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Loss of COMIRNATY [TOZINAMERAN] |Not reported ICSR
10010961250 Professional |Economic |available |Years consciousness (n/a- [(S-n/a-n/a-[1d-n/a-
Area Unknown - n/a])
Caused/Prolonged
Hospitalisation),
Seizure (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),
Syncope (n/a -
Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 15/12/2021 |Spontaneous | Non European |Not 12-17 |Child Male No Arthralgia (n/a - COMIRNATY [TOZINAMERAN] |Not reported ICSR
10010961260 Healthcare |Economic |available |Years Recovering/Resolving |(S - n/fa - n/a - [1d - n/a -
Professional |Area - Other Medically n/a])
Important
Condition),
Back pain (n/a -
Recovering/Resolving
- Other Medically
https://dap.ema.europa.eu/analytics/saw.dlI?Go 9/70
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Important
Condition),

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

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

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

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

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

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

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

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

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

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

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

EU-EC-
10010961408

15/12/2021

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-
10010961893

15/12/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No Application site pain
(n/a - Unknown - ),

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

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

Not reported

,_.
9]
(%]
]

EU-EC-
10010961953

15/12/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

No Herpes zoster (n/a -
Not Recovered/Not
Resolved - ),

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

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

- n/a])

Not reported

EU-EC-
10010961972

15/12/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

No Heavy menstrual
bleeding (n/a - Not
Recovered/Not
Resolved - ),

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

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

- n/a])

Not reported

EU-EC-
10010961991

15/12/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

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

Not
available

12-17
Years

Not
Specified

Male

No Blood creatine
phosphokinase MB
increased (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),

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

Coronary artery
dilatation (n/a -
Unknown -
Caused/Prolonged

COMIRNATY CONCENTRATE
FOR DISPERSION FOR
INJECTION COVID-19 MRNA
VACCINE (NUCLEOSIDE
MODIFIED) [TOZINAMERAN]
(S-n/a-n/a-[n/a-.3mL-
Intramuscular])

Not reported
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Hospitalisation),

Electrocardiogram
repolarisation
abnormality (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),

Mitral valve
incompetence (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),

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

N-terminal
prohormone brain
natriuretic peptide
increased (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),

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

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

EU-EC-
10010962134

15/12/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Child

Male

No Asthenia (n/a -

Recovering/Resolving

)

Chills (n/a -
Recovering/Resolving

a

Decreased appetite
(n/a-
Recovering/Resolving

=)

Delirium (n/a -
Recovering/Resolving

=)

Dizziness (n/a -
Recovering/Resolving

=)

Headache (n/a -
Recovering/Resolving
=)

Hyperhidrosis (n/a -
Recovering/Resolving
=)

Nausea (2d -
Recovering/Resolving
=)

Pallor (n/a -
Recovering/Resolving
=)

Somnolence (n/a -
Recovering/Resolving
=)

Vomiting (n/a -
Recovering/Resolving

COMIRNATY CONCENTRATE
FOR DISPERSION FOR
INJECTION COVID-19 MRNA
VACCINE (NUCLEOSIDE
MODIFIED) [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [n/a - n/a -
n/a])

Not reported

EU-EC-
10010962365

15/12/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

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

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

Not reported

EU-EC-
10010962621

15/12/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No Nausea (n/a -

Recovering/Resolving

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

- n/a])

Not reported

EU-EC-
10010962653

15/12/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

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

Myalgia (2d -
Recovered/Resolved

)

Nausea (n/a -
Recovering/Resolving

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

- n/a])

NOT AVAILABLE (C - n/a - n/a -
[n/a - n/a-n/a])

EU-EC-
10010963145

15/12/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Not

Specified

No Accident (n/a - Fatal

- Results in Death)

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

Not reported

ICSR

EU-EC-
10010963539

15/12/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

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

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

[BUDESONIDE, FORMOTEROL
FUMARATE DIHYDRATE,
FORMOTEROL FUMARATE,
BUDESONIDE] (C - Asthma - n/a
- [n/a - n/a - n/a])

EU-EC-
10010963572

15/12/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

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

Not
available

12-17
Years

Not
Specified

Female

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

Pleocytosis (n/a -
Unknown - ),

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

Not reported
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Protein total
increased (n/a -
Unknown -),

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

EU-EC-
10010963576

15/12/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No

Dyspnoea (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-
10010963853

15/12/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

No

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

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

Not reported

EU-EC-
10010963858

15/12/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

No

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

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

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

Not reported

EU-EC-
10010963882

15/12/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

No

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

Urinary tract
infection bacterial
(n/a-
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

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

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

Not reported

>-<
O
(%]
]

EU-EC-
10010964014

15/12/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No

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

Headache (n/a -
Recovering/Resolving
=)

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

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

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

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

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

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

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

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

- n/a])

Not reported

,_.
9]
(%]
]

EU-EC-
10010964639

15/12/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

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

Not
available

12-17
Years

Not
Specified

Female

Chills (n/a -
Unknown -),

Cold sweat (n/a -
Not Recovered/Not
Resolved - ),

Fatigue (n/a -
Unknown - ),

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

General physical
health deterioration
(n/a - Not
Recovered/Not
Resolved - ),

Hot flush (n/a -
Unknown -),

Hyperhidrosis (n/a -
Recovering/Resolving

=)

Malaise (n/a -
Unknown - ),

Pyrexia (n/a - Not

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

Not reported
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Run Line Listing Report

Recovered/Not
Resolved - ),

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

Vaccination site pain
(n/a - Unknown - )

EU-EC-
10010965019

15/12/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Epistaxis (n/a -
Recovered/Resolved
=)
Glomerulonephritis
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

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

Renal failure (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)

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

Not reported

=1
%}
70

EU-EC-
10010965020

15/12/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

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

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

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

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

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

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

Skin exfoliation (n/a

Recovered/Resolved

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

Not reported

EU-EC-
10010965108

15/12/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Multisystem
inflammatory
syndrome in children
(n/a-
Recovering/Resolving
- Life Threatening,
Caused/Prolonged
Hospitalisation)

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

Not reported

ICSR

EU-EC-
10010965224

15/12/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

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

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

Not reported

>-<
9]
(%]
]

EU-EC-
10010965274

15/12/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

No

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

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

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

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

Not reported

=
%]
wsl

EU-EC-
10010965685

15/12/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

No

Pyrexia (n/a -
Recovered/Resolved
=)

Vomiting (n/a -
Recovered/Resolved

-)

COMIRNATY CONCENTRATE
FOR DISPERSION FOR
INJECTION COVID-19 MRNA
VACCINE (NUCLEOSIDE
MODIFIED) [TOZINAMERAN]
(S-n/a-nfa-[n/a-n/a-
Intramuscular])

Not reported

ICSR

EU-EC-
10010965735

15/12/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

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

Not
available

12-17
Years

Not
Specified

Female

No

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

Eye irritation (n/a -
Not Recovered/Not
Resolved - ),

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

Fatigue (n/a - Not

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

- n/a])

Not reported

ICSR
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Run Line Listing Report

Recovered/Not
Resolved - ),

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

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

Injection site pain

Recovered/Resolved

=)

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

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

Myalgia (3d -
Recovered/Resolved

=)

Paraesthesia (3d -
Recovered/Resolved
=)

Pyrexia (n/a -
Recovered/Resolved

EU-EC-
10010965908

15/12/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

No Syncope (1d -
Recovered/Resolved
- Other Medically
Important Condition)

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

Not reported

EU-EC-
10010965939

15/12/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No Chest pain (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

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

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

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

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

Not reported

H
|n
(92}
Fel

EU-EC-
10010966034

15/12/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

No Dermatitis bullous
(n/a-
Recovering/Resolving
- Other Medically
Important
Condition),

Erythema (n/a -
Recovering/Resolving

=)

Lip swelling (n/a -
Recovering/Resolving
=)

Oropharyngeal
discomfort (n/a -
Recovering/Resolving
=)

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

Peripheral swelling
(n/a-
Recovering/Resolving
=)

Post inflammatory
pigmentation change
(n/a-
Recovering/Resolving

4

Pruritus (n/a -
Recovering/Resolving

=)

Sensitive skin (n/a -
Recovering/Resolving

-)

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

Not reported

>-<
9]
(%]
]

EU-EC-
10010966126

15/12/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

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

Not
available

12-17
Years

Not
Specified

Male

No Arthralgia (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

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

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

Not reported
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Musculoskeletal
stiffness (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

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

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

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

Vaccination site joint
movement
impairment (n/a -
Unknown - Other
Medically Important
Condition)

EU-EC-
10010966168

15/12/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No Epilepsy (4min -
Recovered/Resolved
- Other Medically
Important
Condition),

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

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

Not reported

EU-EC-
10010966180

15/12/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

No Alopecia (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)

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

Not reported

._.
9]
9]
o

EU-EC-
10010966202

15/12/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No Fatigue (n/a -
Unknown - Other
Medically Important
Condition),

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

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

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

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

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

Not reported

>-<
9]
(%]
]

EU-EC-
10010966219

15/12/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No Chest pain (n/a -
Unknown - Other
Medically Important
Condition),

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

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

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

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

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

Not reported

EU-EC-
10010966233

15/12/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

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

Not
available

12-17
Years

Not
Specified

Female

No Back pain (n/a -
Unknown - Other
Medically Important
Condition),

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

Headache (7d -
Recovered/Resolved
- Other Medically
Important
Condition),

Hypersomnia (7d -
Recovered/Resolved

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

Not reported
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- Other Medically
Important
Condition),
Iliness (n/a -
Unknown - Other
Medically Important
Condition),
Vomiting (7d -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 15/12/2021 |Spontaneous |Non Non Not 12-17 |Not Female [No Pain in extremity COMIRNATY [TOZINAMERAN] |Not reported ICSR
10010966451 Healthcare |European |available |Years |Specified (n/a - Not (S - COVID-19 immunisation -
Professional |Economic Recovered/Not Not applicable - [1d - n/a -
Area Resolved - Other n/al)
Medically Important
Condition),
Vaccination site
bruising (n/a -
Unknown - Other
Medically Important
Condition),
Vaccination site
erythema (n/a -
Unknown - Other
Medically Important
Condition),
Vaccination site
induration (n/a -
Unknown - Other
Medically Important
Condition),
Vaccination site
swelling (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 15/12/2021 | Spontaneous |Non Non Not 12-17 |Not Female |No Pain in extremity COMIRNATY [TOZINAMERAN] |Not reported ICSR
10010966466 Healthcare |European |available |Years |Specified (n/a - Not (S - COVID-19 immunisation -
Professional |Economic Recovered/Not Not applicable - [1d - n/a -
Area Resolved - Disabling, |Parenteral])
Other Medically
Important Condition)
EU-EC- 15/12/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Not No Vaccination failure COMIRNATY [TOZINAMERAN] |Not reported ICSR
10010966553 Professional |[Economic |available |Years Specified (10d - (S - COVID-19 immunisation -
Area Recovered/Resolved |Not applicable - [n/a - .3mL -
- Intramuscular])
EU-EC- 15/12/2021 | Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Headache (n/a - COMIRNATY [TOZINAMERAN] |Not reported ICSR
10010966947 Healthcare |Economic |available |Years Recovered/Resolved |(S - COVID-19 immunisation -
Professional |Area -), Not applicable - [n/a - n/a -
Intramuscular])
Syncope (n/a -
Recovered/Resolved
EU-EC- 15/12/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Gastrointestinal COMIRNATY [TOZINAMERAN] |Not reported ICSR
10010966951 Healthcare |Economic |available |Years disorder (n/a - Not  |(S - COVID-19 immunisation -
Professional |Area Recovered/Not Not applicable - [31d - 1{DF}
Resolved - ) - Intramuscular])
EU-EC- 15/12/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Rash (n/a - COMIRNATY [TOZINAMERAN] |Not reported ICSR
10010966974 Healthcare |Economic |available |Years Recovering/Resolving |(S - COVID-19 immunisation -
Professional |Area - Not applicable - [n/a - 1{DF}
- Intramuscular])
EU-EC- 15/12/2021 | Spontaneous |Non European |Not 12-17 |Adolescent |Male No Erythema (n/a - Not |COMIRNATY [TOZINAMERAN] |Not reported ICSR
10010966990 Healthcare |Economic |available |Years Recovered/Not (S - COVID-19 immunisation -
Professional |Area Resolved - ), Not applicable - [1d - 1{DF} -
Intramuscular])
Rash (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 15/12/2021 | Spontaneous |Non European |Not 12-17 |Adolescent |Male No Rash (n/a - Not COMIRNATY [TOZINAMERAN] |Not reported ICSR
10010966998 Healthcare |Economic |available |Years Recovered/Not (S - COVID-19 immunisation -
Professional |Area Resolved - ) n/a-[1d - 1{DF} -
Intramuscular])
EU-EC- 15/12/2021 |Spontaneous | Healthcare |European |Not 12-17 |Adolescent |Female |Yes Menstrual disorder ~|COMIRNATY [TOZINAMERAN] |Not reported ICSR
10010967072 Professional |[Economic |available |Years (n/a- (S - COVID-19 immunisation -
Area Recovered/Resolved |Not applicable - [1d - 1{DF} -
- Intramuscular])
EU-EC- 15/12/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Male No Lymphadenopathy | COMIRNATY [TOZINAMERAN] |Not reported ICSR
10010967235 Professional |[Economic |available |Years (n/a - Unknown -) |(S - COVID-19 immunisation -
Area Drug withdrawn - [n/a -
1{DF} - Intramuscular]),
M-M-RVAXPRO [MEASLES
VIRUS ENDERS' EDMONSTON
STRAIN (LIVE, ATTENUATED),
MUMPS VIRUS JERYL LYNN
(LEVEL B) STRAIN (LIVE,
ATTENUATED), RUBELLA
VIRUS WISTAR RA 27/3
STRAIN (LIVE, ATTENUATED),
RUBELLA VIRUS WISTAR RA
27/3 STRAIN (LIVE,
ATTENUATED) PRODUCED IN
WI-38 HUMAN DIPLOID LUNG
FIBROBLASTS, MUMPS VIRUS
JERYL LYNN (LEVEL B)
STRAIN (LIVE, ATTENUATED)
PRODUCED IN CHICK
EMBRYO CELLS, MEASLES
VIRUS EDMONSTON-ENDERS
STRAIN (LIVE, ATTENUATED)
PRODUCED IN CHICK
EMBRYO CELLS] (S -
Immunisation - Drug
withdrawn - [n/a - 1{DF} -
Intramuscular]),
NIMENRIX [N. MENINGITIDIS
https://dap.ema.europa.eu/analytics/saw.dlI?Go 16/70
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GROUP C (STRAIN C11)
POLYSACCHARIDE (DE-O-
ACETYLATED) CONJUGATED
TO TETANUS TOXOID,
NEISSERIA MENINGITIDIS
GROUP A POLYSACCHARIDE
CONJUGATED TO TETANUS
TOXOID CARRIER PROTEIN,
NEISSERIA MENINGITIDIS
GROUP W-135
POLYSACCHARIDE
CONJUGATED TO TETANUS
TOXOID CARRIER PROTEIN,
NEISSERIA MENINGITIDIS
GROUP Y POLYSACCHARIDE
CONJUGATED TO TETANUS
TOXOID CARRIER PROTEIN]
(S - Immunisation - Drug
withdrawn - [n/a - 1{DF} -
Intramuscular])
EU-EC- 15/12/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Male No Influenza like illness |COMIRNATY [TOZINAMERAN] |Not reported ICSR
10010967270 Healthcare |Economic |available |Years (n/a- (S - COVID-19 immunisation -
Professional |Area Recovered/Resolved |Drug withdrawn - [1d - .3mL -
=), Intramuscular])
Injection site pain
(n/a-
Recovering/Resolving
EU-EC- 15/12/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Abdominal pain (n/a |COMIRNATY [TOZINAMERAN] |Not reported ICSR
10010967335 Healthcare |Economic |available |Years - (S - COVID-19 immunisation -
Professional |Area Recovering/Resolving |n/a - [1d - .3mL -
=), Intramuscular])
Influenza like illness
(n/a-
Recovering/Resolving
=)
Vomiting (n/a -
Recovering/Resolving
EU-EC- 15/12/2021 |Spontaneous |Non European |Not 12-17 |Adolescent [Female |No Abdominal pain (n/a |COMIRNATY [TOZINAMERAN] |[MEDROGESTONE] (C - Pelvic ICSR
10010967337 Healthcare |Economic |available |Years - Not Recovered/Not |(S - COVID-19 immunisation - |pain - n/a - [n/a - n/a - n/a])
Professional |Area Resolved - ), n/a-[1d - .3mL -
Intramuscular])
Menstrual disorder
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 15/12/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Male No Lymphadenitis (48h - |COMIRNATY [TOZINAMERAN] |Not reported ICSR
10010967344 Healthcare |Economic |available |Years Recovered/Resolved |(S - COVID-19 immunisation -
Professional |Area - n/a-[1d - .3mL -
Intramuscular])
EU-EC- 15/12/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Male No Arthralgia (10d - COMIRNATY [TOZINAMERAN] |Not reported ICSR
10010967354 Healthcare |Economic |available |Years Recovered/Resolved |(S - COVID-19 immunisation -
Professional |Area -) Not applicable - [n/a - 1{DF}
- Intramuscular])
EU-EC- 15/12/2021 |Spontaneous | Healthcare |Non Not 12-17 |Not Male No Chest pain (n/a - Not |COMIRNATY [TOZINAMERAN] |Not reported ICSR
10010967979 Professional |European |available |Years |Specified Recovered/Not (S - COVID-19 immunisation -
Economic Resolved - ), Not applicable - [1d - n/a -
Area n/a])
Dizziness (n/a - Not
Recovered/Not
Resolved - ),
Dyspnoea (n/a - Not
Recovered/Not
Resolved - ),
Electrocardiogram ST
segment elevation
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Lethargy (n/a - Not
Recovered/Not
Resolved - ),
Myalgia (n/a - Not
Recovered/Not
Resolved - ),
Myocarditis (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition),
Pericarditis (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition),
Pyrexia (n/a - Not
Recovered/Not
Resolved - ),
Tachycardia (n/a -
Not Recovered/Not
Resolved - ),
Troponin abnormal
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 15/12/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Seizure (n/a - COMIRNATY [TOZINAMERAN] |Not reported ICSR
10010967991 Professional |European |available |Years |Specified Unknown - Other (S - COVID-19 immunisation -
Economic Medically Important |Not applicable - [n/a - n/a -
Area Condition) n/a])
EU-EC- 15/12/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Arthralgia (n/a - Not |COMIRNATY [TOZINAMERAN] |Not reported ICSR
10010968010 Professional |European |available |Years |Specified Recovered/Not (S - COVID-19 immunisation -
https://dap.ema.europa.eu/analytics/saw.dlI?Go 17/70
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Resolved - ),

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

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

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

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

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

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

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

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

EU-EC-
10010968013

15/12/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No Blood pressure
increased (n/a -
Recovered/Resolved
- Other Medically
Important Condition)

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

Not reported

EU-EC-
10010968018

15/12/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No Dizziness (n/a -
Unknown - ),

Loss of
consciousness (n/a -
Unknown - Other
Medically Important
Condition)

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

Not reported

EU-EC-
10010968038

15/12/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No Loss of
consciousness (n/a -
Unknown - Other
Medically Important
Condition),

Pallor (n/a -
Unknown - )

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

Not reported

EU-EC-
10010968097

15/12/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No Chest pain (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

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

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

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

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

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

Not reported

EU-EC-
10010968102

15/12/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No Chest pain (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

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

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

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

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

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

Not reported

=
%]
wsl

EU-EC-
10010968113

15/12/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

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

Not
available

12-17
Years

Not
Specified

Male

No Chest pain (n/a -
Unknown -),

Electrocardiogram
abnormal (n/a -
Unknown -),

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

Not reported
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Myocarditis (n/a -
Unknown - Other
Medically Important
Condition),
Pain in extremity
(n/a - Unknown - ),
Pain in jaw (n/a -
Unknown - ),
Troponin increased
(n/a - Unknown - )
EU-EC- 15/12/2021 |Spontaneous |Non Non Not 12-17 |Not Male No Headache (0d - COMIRNATY [TOZINAMERAN] |Not reported ICSR
10010968115 Healthcare |European |available |Years |Specified Recovered/Resolved |(S - COVID-19 immunisation -
Professional |Economic With Sequelae - ), Not applicable - [1d - n/a -
Area n/al)
Loss of
consciousness (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Memory impairment
(n/a - Unknown - ),
Muscle rigidity (n/a -
Unknown -),
Nausea (n/a -
Recovering/Resolving
=)
Tremor (n/a -
Unknown - )
EU-EC- 15/12/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Pericarditis (n/a - COMIRNATY [TOZINAMERAN] |Not reported ICSR
10010968117 Professional |European |available |Years |Specified Unknown - Other (S - COVID-19 immunisation -
Economic Medically Important |Not applicable - [n/a - n/a -
Area Condition) n/a])
EU-EC- 15/12/2021 |Spontaneous | Healthcare |European |Not 12-17 |Adolescent |Male No Vaccination failure COMIRNATY [TOZINAMERAN] |Not reported ICSR
10010968239 Professional |[Economic |available |Years (n/a - Unknown -) |(S - COVID-19 immunisation -
Area Not applicable - [n/a - .3mL -
Intramuscular])
EU-EC- 15/12/2021 |Spontaneous | Healthcare |Non Not 12-17 |Not Male No Myocarditis (n/a - COMIRNATY [TOZINAMERAN] |Not reported ICSR
10010968289 Professional |European |available |Years |Specified Unknown - Other (S - COVID-19 immunisation -
Economic Medically Important |Not applicable - [n/a - n/a -
Area Condition), n/a])
Pericarditis (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 15/12/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Chest discomfort COMIRNATY [TOZINAMERAN] |Not reported ICSR
10010968290 Professional |European |available |Years |Specified (n/a- (S - COVID-19 immunisation -
Economic Recovered/Resolved |Not applicable - [n/a - n/a -
Area =) n/a
Chest pain (n/a -
Recovered/Resolved
=)
Myocarditis (n/a -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 15/12/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Syncope (n/a - COMIRNATY [TOZINAMERAN] |Not reported ICSR
10010968299 Professional |European |available |Years |Specified Recovered/Resolved |(S - COVID-19 immunisation -
Economic - Other Medically Not applicable - [1d - n/a -
Area Important Condition) |Intramuscular])
EU-EC- 15/12/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Syncope (n/a - COMIRNATY [TOZINAMERAN] |Not reported ICSR
10010968304 Professional |European |available |Years |Specified Recovered/Resolved (S - COVID-19 immunisation -
Economic - Other Medically Not applicable - [1d - n/a -
Area Important Condition) |Intramuscular])
EU-EC- 15/12/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Death (n/a - Fatal - |COMIRNATY [TOZINAMERAN] |Not reported ICSR
10010968305 Professional |European |available |Years |Specified Results in Death, (S - COVID-19 immunisation -
Economic Other Medically Not applicable - [1d - n/a -
Area Important Intramuscular])
Condition),
Unresponsive to
stimuli (n/a - Fatal -
Results in Death)
EU-EC- 15/12/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Heart rate decreased | COMIRNATY [TOZINAMERAN] |Not reported ICSR
10010968314 Professional |European |available |Years |Specified (20min - (S - COVID-19 immunisation -
Economic Recovered/Resolved |Not applicable - [1d - n/a -
Area =), Intramuscular])
Pallor (20min -
Recovered/Resolved
=)
Syncope (20min -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 15/12/2021 |Spontaneous | Healthcare |Non Not 12-17 |Not Male No Dizziness (n/a - COMIRNATY [TOZINAMERAN] |Not reported ICSR
10010968318 Professional |European |available |Years |Specified Recovered/Resolved |(S - COVID-19 immunisation -
Economic =), Not applicable - [1d - n/a -
Area Intramuscular])
Syncope (n/a -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 15/12/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Female [No COVID-19 (n/a - COMIRNATY [TOZINAMERAN] |Not reported ICSR
10010968324 Professional |European |available |Years |Specified Unknown - Other (S - COVID-19 immunisation -
Economic Medically Important |Not applicable - [n/a - n/a -
Area Condition), n/a])
Drug ineffective (n/a
- Unknown - Other
Medically Important
Condition),
https://dap.ema.europa.eu/analytics/saw.dlI?Go 19/70
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Malaise (n/a -
Unknown - )
EU-EC- 15/12/2021 | Spontaneous |Healthcare |Non Not 12-17 |Not Male No Blood pressure COMIRNATY [TOZINAMERAN] |Not reported ICSR
10010968325 Professional |European |available |Years |Specified increased (n/a - (S - COVID-19 immunisation -
Economic Recovering/Resolving |Not applicable - [1d - n/a -
Area - Other Medically Intramuscular])
Important Condition)
EU-EC- 15/12/2021 | Spontaneous |Healthcare |Non Not 12-17 |Not Male No Blood pressure COMIRNATY [TOZINAMERAN] |Not reported ICSR
10010968326 Professional |European |available |Years |Specified increased (n/a - (S - COVID-19 immunisation -
Economic Recovered/Resolved |Not applicable - [1d - n/a -
Area - Other Medically Intramuscular])
Important Condition)
EU-EC- 15/12/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Female [No Chest pain (n/a - COMIRNATY [TOZINAMERAN] |Not reported ICSR
10010968327 Professional |European |available |Years |Specified Unknown -), (S - COVID-19 immunisation -
Economic Not applicable - [n/a - n/a -
Area Dyspnoea (n/a - n/al)
Unknown - ),
Pericarditis (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 15/12/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Female [No Heart rate increased |COMIRNATY [TOZINAMERAN] |Not reported ICSR
10010968329 Professional |European |available |Years |Specified (n/a - Unknown - ), (S - COVID-19 immunisation -
Economic Not applicable - [1d - n/a -
Area Hypersensitivity (n/a |Intramuscular])
- Unknown - ),
Hyperventilation (n/a
Recovering/Resolving
- Other Medically
Important
Condition),
Rash (n/a -
Recovering/Resolving
EU-EC- 15/12/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Cough (n/a - COMIRNATY [TOZINAMERAN] |Not reported ICSR
10010968330 Professional |European |available |Years |Specified Recovering/Resolving |(S - COVID-19 immunisation -
Economic - Caused/Prolonged |Not applicable - [1d - n/a -
Area Hospitalisation), Intramuscular])
Nasopharyngitis (n/a
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Pyrexia (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 15/12/2021 | Spontaneous |Healthcare |Non Not 12-17 |Not Male No Seizure (3min - COMIRNATY [TOZINAMERAN] |Not reported ICSR
10010968375 Professional |European |available |Years |Specified Recovered/Resolved |(S - COVID-19 immunisation -
Economic - Other Medically Not applicable - [1d - n/a -
Area Important Condition) |Intramuscular])
EU-EC- 15/12/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Female [No Pruritus (30min - COMIRNATY [TOZINAMERAN] |Not reported ICSR
10010968396 Professional |European |available |Years |Specified Recovered/Resolved |(S - COVID-19 immunisation -
Economic =), Not applicable - [1d - n/a -
Area Intramuscular])
Syncope (30min -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 15/12/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Chest pain (n/a - COMIRNATY [TOZINAMERAN] |Not reported ICSR
10010968417 Professional |European |available |Years |Specified Unknown - ), (S - COVID-19 immunisation -
Economic Not applicable - [n/a - n/a -
Area Electrocardiogram ST |n/a])
segment elevation
(n/a - Unknown -
Other Medically
Important
Condition),
Myocarditis (n/a -
Unknown - Other
Medically Important
Condition),
Pyrexia (n/a -
Unknown - ),
Troponin increased
(n/a - Unknown - ),
Vaccination site pain
(n/a - Unknown - )
EU-EC- 15/12/2021 | Spontaneous |Healthcare |Non Not 12-17 |Not Male No Syncope (n/a - COMIRNATY [TOZINAMERAN] |Not reported ICSR
10010968418 Professional |European |available |Years |Specified Recovered/Resolved |(S - COVID-19 immunisation -
Economic - Other Medically Not applicable - [n/a - n/a -
Area Important Condition) |n/al)
EU-EC- 15/12/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Male No Headache (2d - Not |COMIRNATY COVID-19 MRNA |Not reported ICSR
10010968838 Healthcare |Economic |available |Years Recovered/Not VACCINE (NUCLEOSIDE
Professional |Area Resolved - ), MODIFIED) CONCENTRATE
FOR DISPERSION FOR
Pyrexia (2d - Not INJECTION [TOZINAMERAN]
Recovered/Not (S - Immunisation - Not
Resolved - ), applicable - [n/a - .3mL -
Intramuscular])
Vaccination site
erythema (2d - Not
Recovered/Not
Resolved - ),
Vaccination site pain
(2d - Not
Recovered/Not
Resolved - )
EU-EC- 15/12/2021 |Spontaneous |Non Non Not 12-17 |Not Male No Anaphylactic reaction |COMIRNATY [TOZINAMERAN] |Not reported ICSR
10010969529 Healthcare |European |available |Years |Specified (n/a - Unknown - (S - COVID-19 immunisation -
Professional |Economic Other Medically Not applicable - [1d - n/a -
Area Important Intramuscular])
Condition),
https://dap.ema.europa.eu/analytics/saw.dlI?Go 20/70
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Urticaria (n/a -
Recovered/Resolved

EU-EC-
10010969589

15/12/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

Fatigue (n/a -
Unknown - ),

Nausea (n/a -
Unknown - ),

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

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

Vomiting (n/a -
Unknown - )

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

Not reported

EU-EC-
10010969600

15/12/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No

Blood pressure
increased (n/a -
Recovering/Resolving
- Other Medically
Important Condition)

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

Not reported

EU-EC-
10010969635

15/12/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

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

Arthritis (n/a -
Recovering/Resolving
=)

Dermatitis allergic
(n/a-
Recovering/Resolving

4

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

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

Psoriatic arthropathy
(n/a-
Recovering/Resolving
- Disabling)

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

Not reported

EU-EC-
10010969828

15/12/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

Fall (n/a -
Recovered/Resolved

a

Presyncope (n/a -
Recovered/Resolved

=)

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

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

Not reported

—
%}
0

EU-EC-
10010970002

15/12/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

Headache (12d -
Recovered/Resolved

=)

Injection site pain
(4d -
Recovered/Resolved

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

Not reported

—
[}
pe]

EU-EC-
10010970038

15/12/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Tubulointerstitial
nephritis (124d - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10010970041

15/12/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

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

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

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

Visual impairment
(n/a - Not
Recovered/Not
Resolved - )

COMIRNATY [TOZINAMERAN]
(S - Immunisation - n/a - [n/a
- n/a - Intravenous (not
otherwise specified)])

Not reported

EU-EC-
10010970043

15/12/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Traumatic
haemothorax (n/a -
Not Recovered/Not
Resolved - Life
Threatening)

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

Not reported

EU-EC-
10010970106

15/12/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

Pyrexia (n/a -
Unknown - )

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

Not reported

EU-EC-
10010970230

15/12/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

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

Not
available

12-17
Years

Adolescent

Male

Chest discomfort (5d

Recovering/Resolving

4

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

Not reported

21/70
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Malaise (5d -
Recovering/Resolving

-)

EU-EC-
10010970240

15/12/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No Injection site pain

Recovered/Resolved

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

Not reported

,_.
9]
(%]
o

EU-EC-
10010970273

15/12/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No Pain in extremity (1d

Recovered/Resolved

)

Vaccination site
irritation (1d -
Recovered/Resolved

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

Not reported

=
%}
0

EU-EC-
10010970310

15/12/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No Chills (0d -
Recovered/Resolved
=)

Dizziness (2d -
Recovered/Resolved

)

Fatigue (3d -
Recovered/Resolved

)

Feeling hot (3d -
Recovered/Resolved

)

Headache (3d -
Recovered/Resolved

)

Influenza (2d -
Recovered/Resolved
=)

Injection site pain

Recovered/Resolved

)

Limb discomfort (1d

Recovered/Resolved

)

Malaise (3d -
Recovered/Resolved
=)

Nausea (1d -
Recovered/Resolved
=)

Pyrexia (1d -
Recovered/Resolved

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

Not reported

ICSR

EU-EC-
10010970537

15/12/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No Dizziness (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

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

Off label use (n/a -
Unknown -
Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10010970732

15/12/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No Nasal congestion
(n/a - Not
Recovered/Not
Resolved - )

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

n/aj)

Not reported

EU-EC-
10010971007

15/12/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Not

Specified

No Arthritis (n/a -
Unknown -),

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

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

Joint stiffness (n/a -
Unknown -),

Psoriasis (n/a -
Unknown - ),

Tendonitis (n/a -
Unknown - )

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

Not reported

EU-EC-
10010971221

15/12/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

No Injection site
erythema (2d -
Recovered/Resolved

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

- n/a - n/al)

Not reported

EU-EC-
10010971289

15/12/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Not

Specified

No Myocarditis (n/a -
Unknown -
Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10010971304

15/12/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

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

Not
available

12-17
Years

Adolescent

Male

No Chest pain (6d -
Recovered/Resolved
- Other Medically
Important
Condition),

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

Not reported

22/70
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Run Line Listing Report

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

EU-EC-
10010971326

15/12/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

No Immune
thrombocytopenia
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)

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

Not reported

>-<
O
(%]
]

EU-EC-
10010971651

15/12/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

No Altered state of
consciousness (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),

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

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

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

Seizure (2min -
Recovered/Resolved
- Other Medically
Important
Condition),

Skin laceration (n/a -
Unknown - Other
Medically Important
Condition)

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

Not reported

,_.
%]
0

EU-EC-
10010971787

15/12/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

No Asthma (n/a -
Unknown - ),

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

Chest discomfort
(n/a - Unknown - ),

Cough (n/a -
Unknown - ),

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

Dyspnoea (n/a -
Unknown - ),

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

Mitral valve prolapse
(n/a - Unknown - ),

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

Palpitations (n/a -
Unknown -),

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

Rhinitis allergic (n/a
- Unknown - ),

Sinus tachycardia
(n/a - Unknown - ),

Syncope (10s -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation,
Other Medically
Important Condition)

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

Not reported

EU-EC-
10010972200

15/12/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No Myalgia (n/a -
Unknown - )

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

Not reported

EU-EC-
10010972606

15/12/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

No Menstrual disorder
(n/a-
Recovered/Resolved
- Other Medically
Important Condition)

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

Not reported

https://dap.ema.europa.eu/analytics/saw.dll?Go
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EU-EC- 15/12/2021 |Spontaneous |Non European |Not 12-17 |Not Male No Headache (n/a - [TOZINAMERAN] (S - COVID- |[HUMAN PAPILLOMAVIRUS ICSR
10010972609 Healthcare |Economic |available |Years |Specified Unknown - ), 19 immunisation - Not VACCINE] (C-n/a-n/a-[n/a-
Professional |Area applicable - [n/a - n/a - n/a]) |n/a - n/a])
Herpes zoster (n/a -
Not Recovered/Not
Resolved - ),
Rash (n/a - Unknown
EU-EC- 14/12/2021 |Spontaneous |Healthcare |European |Not 12-17 |Not Female [No Ascites (45d - COMIRNATY [TOZINAMERAN] |Not reported ICSR
10010944540 Professional |Economic |available |Years |Specified Recovered/Resolved |(S - COVID-19 prophylaxis -
Area - Other Medically Dose not changed - [n/a -
Important .5mL - Intramuscular]),
Condition),
COMIRNATY [TOZINAMERAN]
Asthenia (45d - (S - COVID-19 prophylaxis -
Recovered/Resolved |Drug withdrawn - [n/a - .5mL
- Other Medically - Intramuscular])
Important
Condition),
Infectious
mononucleosis (45d
Recovered/Resolved
- Other Medically
Important
Condition),
Lymphadenitis (45d -
Recovered/Resolved
- Other Medically
Important
Condition),
Pharyngitis (45d -
Recovered/Resolved
- Other Medically
Important
Condition),
Pyrexia (45d -
Recovered/Resolved
- Other Medically
Important
Condition),
Splenomegaly (45d -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 14/12/2021 |Spontaneous | Non European |Not 12-17 |Not Male No Gingival bleeding COMIRNATY [TOZINAMERAN] |[LEVOTHYROXINE SODIUM] (C - |ICSR
10010944594 Healthcare |Economic |available |Years |Specified (n/a - Not (S - COVID-19 immunisation - |n/a - n/a - [n/a - 25ug - n/a])
Professional |Area Recovered/Not n/a-[n/a-.3mL-
Resolved - ), Intramuscular])
Noninfective
gingivitis (n/a - Not
Recovered/Not
Resolved - ),
Oral mucosal
eruption (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 14/12/2021 |Spontaneous | Non European |Not 12-17 |Not Male No Pain in extremity (0d |COMIRNATY [TOZINAMERAN] |Not reported ICSR
10010944726 Healthcare |Economic |available |Years |Specified - (S - COVID-19 immunisation -
Professional |Area Recovered/Resolved |n/a - [n/a - 30ug -
-), Intramuscular])
Pyrexia (0d -
Recovered/Resolved
EU-EC- 14/12/2021 | Spontaneous |Healthcare |European |Not 12-17 |Not Female |No Chest pain (n/a - COMIRNATY [TOZINAMERANT] |Not reported ICSR
10010945331 Professional |Economic |available |Years |Specified Unknown - Other (S - COVID-19 immunisation -
Area Medically Important |n/a - [n/a - n/a - n/a])
Condition),
Pericarditis (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 14/12/2021 |Spontaneous | Non European |Not 12-17 |Not Male No Epilepsy (n/a - COMIRNATY [TOZINAMERAN] |LEVETIRACETAM ICSR
10010945332 Healthcare |Economic |available |Years |Specified Recovered/Resolved |(S - COVID-19 immunisation - |[LEVETIRACETAM] (C - Epilepsy -
Professional |Area - Other Medically n/a - [n/a - 1{DF} - n/a- [n/a - n/a - n/a])
Important Condition) |Intramuscular])
EU-EC- 14/12/2021 |Spontaneous |Healthcare |European |Not 12-17 |Not Female |No Chest pain (n/a - COMIRNATY [TOZINAMERAN] |Not reported ICSR
10010945352 Professional |Economic |available |Years |Specified Recovering/Resolving |(S - COVID-19 immunisation -
Area - Caused/Prolonged |Not applicable - [n/a - n/a -
Hospitalisation), Intramuscular])
Pyrexia (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Troponin increased
(n/a-
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 14/12/2021 |Spontaneous |Non European |Not 12-17 |Not Female [No Diarrhoea (n/a - COMIRNATY [TOZINAMERAN] |Not reported ICSR
10010945413 Healthcare |Economic |available |Years |Specified Unknown -), (S - COVID-19 immunisation -
Professional |Area n/a - [n/a - 1{DF} -
Pyrexia (n/a - Intramuscular])
Unknown - )
EU-EC- 14/12/2021 | Spontaneous |Non European |Not 12-17 |Not Male No Diarrhoea (n/a - COMIRNATY [TOZINAMERAN] |Not reported ICSR
10010945414 Healthcare |Economic |available |Years |Specified Unknown - ) (S - COVID-19 immunisation -
Professional |Area n/a-[n/a- 1{DF} -
Intramuscular])
EU-EC- 14/12/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Not No Syncope (n/a - Not |COMIRNATY [TOZINAMERAN] |Not reported ICSR
10010945613 Professional |European |available |Years |Specified |Specified Recovered/Not (S - COVID-19 immunisation -
Economic Resolved - Other Not applicable - [n/a - n/a -
Area Medically Important  |n/a])
Condition)
https://dap.ema.europa.eu/analytics/saw.dlI?Go 24/70
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EU-EC- 14/12/2021

10010946051

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

Run Line Listing Report

No Chest pain (n/a -
Recovered/Resolved

a

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

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

Not reported

—
[}
yel

EU-EC-
10010946067

14/12/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No Myocarditis (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),

Troponin increased
(n/a-
Recovered/Resolved

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

Not reported

EU-EC-
10010946076

14/12/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No Musculoskeletal
stiffness (n/a -
Recovered/Resolved

=)

Oropharyngeal pain
(nfa-
Recovered/Resolved
=)

Pyrexia (1d -
Recovered/Resolved

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

Not reported

EU-EC-
10010946108

14/12/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No Chest pain (n/a - Not
Recovered/Not
Resolved - ),

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

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

Not reported

EU-EC-
10010946635

14/12/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

No Anaphylactic reaction
(495min -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Dyspnoea (495min -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Feeling abnormal
(490min -
Recovered/Resolved

a

Hypoaesthesia
(485min -
Recovered/Resolved
=)

Menstrual discomfort
(495min -
Recovered/Resolved
=)

Nausea (490min -
Recovered/Resolved

J

Physical
deconditioning
(495min -
Recovered/Resolved

=)

Tremor (495min -
Recovered/Resolved

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

Not reported

,_.
%]
0

EU-EC-
10010946803

14/12/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No Anaphylactic reaction
(675min -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Blood pressure
decreased (675min -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Erythema (675min -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Heart rate decreased
(n/a - Unknown -
Other Medically
Important
Condition),

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

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

Not reported

EU-EC-
10010946896

14/12/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No Chest pain (2d -
Recovered/Resolved

-)

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

Not reported

https://dap.ema.europa.eu/analytics/saw.dll?Go
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EU-EC- 14/12/2021

10010946962

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Not

Specified

Run Line Listing Report

No Chest pain (n/a -
Unknown -),

Dyspnoea (n/a -
Unknown - ),

Musculoskeletal
chest pain (n/a -
Unknown -),

Myalgia (n/a -
Unknown - ),

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

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

Not reported

—
[}
pel

EU-EC-
10010947019

14/12/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Child

Female

No Hypersensitivity (n/a
- Unknown - )

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

Not reported

EU-EC-
10010947021

14/12/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No Asthenia (n/a -
Recovering/Resolving
- Disabling),

Exercise tolerance
decreased (n/a -
Recovering/Resolving
- Disabling),

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

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

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

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

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

Not reported

EU-EC-
10010947035

14/12/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No Syncope (n/a -
Recovered/Resolved
- Other Medically
Important Condition)

COMIRNATY CONCENTRATE
FOR DISPERSION FOR
INJECTION COVID-19 MRNA
VACCINE (NUCLEOSIDE
MODIFIED) [TOZINAMERAN]
(S-n/a-n/a-[n/a-nfa-
Intramuscular])

Not reported

EU-EC-
10010947509

14/12/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

No Amenorrhoea (n/a -
Not Recovered/Not
Resolved -)

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

- n/a])

Not reported

EU-EC-
10010947538

14/12/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No Blood pressure
decreased (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),

Hypotonic-
hyporesponsive
episode (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),

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

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

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

Not reported

EU-EC-
10010947589

14/12/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

No Dizziness (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),

Eyelid disorder (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),

Eyelid irritation (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),

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

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

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

COMIRNATY CONCENTRATE
FOR DISPERSION FOR
INJECTION COVID-19 MRNA
VACCINE (NUCLEOSIDE
MODIFIED) [TOZINAMERAN]
(S-n/a-n/a-[n/a-n/a-
Intramuscular])

Not reported

—
[}
yel

EU-EC-
10010947869

14/12/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

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

Not
available

12-17
Years

Not
Specified

Female

No Axillary pain (n/a -
Not Recovered/Not
Resolved - ),

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

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

- n/a])

Not reported

,_.
%]
0
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Run Line Listing Report

Headache (n/a -
Recovering/Resolving

a

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

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

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

Malaise (n/a -
Recovering/Resolving
=)
Musculoskeletal
stiffness (n/a - Not
Recovered/Not
Resolved - ),

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

Nausea (n/a -
Recovering/Resolving

)

Pyrexia (n/a -

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

Recovering/Resolving
EU-EC- 14/12/2021 | Spontaneous |Healthcare |European |Not 12-17 |Not Female |No Hypotonic- COMIRNATY CONCENTRATE | Not reported ICSR
10010947902 Professional |Economic |available |Years |Specified hyporesponsive FOR DISPERSION FOR

Area episode (n/a - INJECTION COVID-19 MRNA

Recovered/Resolved |VACCINE (NUCLEOSIDE

- Caused/Prolonged |MODIFIED) [TOZINAMERAN]

Hospitalisation), (S-n/a-n/a-[nfa-n/a-

Intramuscular])

Loss of

consciousness (n/a -

Recovered/Resolved

- Caused/Prolonged

Hospitalisation),

Seizure (n/a -

Recovered/Resolved

- Caused/Prolonged

Hospitalisation),

Vomiting (n/a -

Recovered/Resolved

- Caused/Prolonged

Hospitalisation)
EU-EC- 14/12/2021 |Spontaneous |Non European |Not 12-17 |Not Female [No Heavy menstrual COMIRNATY [TOZINAMERAN] |ANTICONCEPTIEPIL [NOT ICSR
10010948146 Healthcare |Economic |available |Years |Specified bleeding (n/a - Not (S - COVID-19 immunisation - | AVAILABLE] (C - n/a - n/a - [n/a -

Professional |Area Recovered/Not Not applicable - [n/a - 1{DF} |n/a - n/a])

Resolved - ) - n/aj)
EU-EC- 14/12/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |Female |No Intermenstrual COMIRNATY [TOZINAMERAN] |[ALLERGEN EXTRACT, ICSR
10010948340 Healthcare |Economic |available |Years bleeding (n/a - Not  |(S - COVID-19 immunisation - |ALLERGENS, POLLEN & PLANT

Professional |Area Recovered/Not n/a - [n/a - 1{DF} - n/a]) EXTRACT, ALNUS GLUTINOSA L.,
Resolved - ) AMBROSIA ARTEMISIIFOLIA,

ANTHOXANTHUM ODORATUM L.,
ARTEMISIA VULGARIS L., AVENA
FATUA WHOLE., BROMUS
INERMIS WHOLE, DACTYLIS
GLOMERATA L., PHLEUM
PRATENSE L., ANTHOXANTHUM
ODORATUM L., LOLIUM PERENNE
L., POA PRATENSIS L., HOLCUS
LANATUS, FESTUCA PRATENSIS
HUDSON, AGROSTIS CAPILLARIS
L., CYNODON DACTYLON (L.)
PERS., ARRHENATHERUM
ELATIUS, AVENA SATIVA L.,
TRITICUM AESTIVUM, DACTYLIS
GLOMERATA L., PHLEUM
PRATENSE L., ANTHOXANTHUM
ODORATUM L., LOLIUM PERENNE
L., POA PRATENSIS L., ZEA MAYS
L., HORDEUM VULGARE L.,
AVENA SATIVA L., TRITICUM
AESTIVUM, ZEA MAYS L.,
HORDEUM VULGARE L., BETULA,
BETULA PENDULA ROTH.,
BETULA POLLEN EXTRACT,
CORYLUS POLLEN EXTRACT,
ALNUS GLUTINOSA POLLEN
EXTRACT, BETULA, CORYLUS
AVELLANA L., ALNUS GLUTINOSA
L., BETULA, CORYLUS AVELLANA
L., CARPINUS BETULUS L., ALNUS
GLUTINOSA L., BIRCH POLLEN
ALLERGOID GLUTARALDEHYDE
MODIFIED, BLOMIA TROPICALTS,
CARPINUS BETULUS L., CAT
EPITHELIA, CORYLUS AVELLANA
L., CORYLUS AVELLANA L.,
BETULA PENDULA ROTH., ALNUS
GLUTINOSA L., CYNODON
DACTYLON (L.) PERS., DACTYLIS
GLOMERATA L., DACTYLIS
GLOMERATA L., PHLEUM
PRATENSE L., ANTHOXANTHUM
ODORATUM L., LOLIUM PERENNE
L., POA PRATENSIS L., DACTYLIS
GLOMERATA L., PHLEUM
PRATENSE L., LOLIUM PERENNE
L., DERMATOPHAGOIDES
FARINAE, DERMATOPHAGOIDES

2770
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Run Line Listing Report

PTERONYSSINUS,
DERMATOPHAGOIDES
PTERONYSSINUS,
DERMATOPHAGOIDES FARINAE,
DOG EPITHELIA, FRAXINUS
EXCELSIOR L., HAZEL POLLEN
ALLERGOID FORMALDEHYDE
MODIFIED, ALDER POLLEN
ALLERGOID FORMALDEHYDE
MODIFIED, BIRCH POLLEN
ALLERGOID GLUTARALDEHYDE
MODIFIED, JUNIPERUS ASHEI
BUCHHOLZ, LOLIUM PERENNE L.,
OLEA EUROPAEA L., PARIETARIA
JUDAICA L., PARIETARIA
OFFICINALIS L., PHLEUM
PRATENSE L., POA PRATENSIS L.,
SECALE CEREALE L.] (C-n/a -
Dose not changed - [n/a - 1[drp]
- Oral])

EU-EC-
10010948418

14/12/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

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

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

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

- n/a])

Not reported

EU-EC-
10010948456

14/12/2021

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

Not reported

EU-EC-
10010948788

14/12/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

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

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

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

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

Not reported

,_.
9]
(%]
]

EU-EC-
10010948870

14/12/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

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

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

Not reported

EU-EC-
10010948962

14/12/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Not
Specified

No

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

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

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

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

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

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

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

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

Not reported

EU-EC-
10010949091

14/12/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No

Migraine (n/a -
Recovering/Resolving

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

- n/a])

Not reported

EU-EC-
10010949171

14/12/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

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

Not
available

12-17
Years

Not
Specified

Male

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

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

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

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

Headache (3d -
Recovered/Resolved

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

Not reported
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- Other Medically
Important
Condition),

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

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

EU-EC-
10010949195

14/12/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

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

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

Not reported

EU-EC-
10010949750

14/12/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

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

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

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

Not reported

EU-EC-
10010949753

14/12/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

Chills (1d -
Recovered/Resolved

)

Headache (1d -
Recovered/Resolved
=)

Heavy menstrual
bleeding (7d -
Recovered/Resolved

=)

Malaise (1d -
Recovered/Resolved
=)

Nausea (1d -
Recovered/Resolved
=)

Polymenorrhoea
(76d -
Recovered/Resolved

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

- n/a])

Not reported

EU-EC-
10010949756

14/12/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

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

Menstruation
irregular (n/a -
Unknown - Other
Medically Important
Condition)

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

[DESOGESTREL] (C - Heavy
menstrual bleeding - n/a - [n/a -
n/a - n/a])

ICSR

EU-EC-
10010949761

14/12/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No

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

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

Peripheral coldness

Recovered/Resolved

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

Not reported

EU-EC-
10010950186

14/12/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No

Head injury (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),

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

Rash rubelliform (n/a
- Unknown -
Caused/Prolonged
Hospitalisation),

Seizure (n/a -
Unknown -
Caused/Prolonged
Hospital