30.11.2022 16.59

Line Listing Report

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

Run Line Listing Report

EV
Gateway
Receipt
Date

EU Local
Number

Report Type

Primary
Source
Qualification

Primary
Source
Country
for
Regulatory
Purposes

Literature
Reference

Patient
Age
Group

Patient
Age Group
(as per
reporter)

Patient
Sex

Parent
Child
Report

Reaction List PT (Duration —
Outcome - Seriousness
Criteria)

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

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

EU-EC-
10011544692

09/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

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

Inappropriate schedule of
product administration (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),

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

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

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

Upper respiratory tract
infection (n/a - Unknown -
Caused/Prolonged
Hospitalisation, Other
Medically Important Condition)

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

Not reported

EU-EC-
10011544707

09/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

Not reported

=
9]
pe]

EU-EC-
10011544716

09/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

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

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

Not reported

e
)
vl

EU-EC-
10011544717

09/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

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

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

Not reported

i
(9]
el

EU-EC-
10011544719

09/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

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

Not available

12-17
Years

Not
Specified

Female

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

Chest pain (n/a -
Recovering/Resolving -

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

Not reported

e
@)
pe]
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Run Line Listing Report

Caused/Prolonged
Hospitalisation)
EU-EC- 09/02/2022 |Spontaneous |Healthcare |Non Not available |12-17 |Not Male No Myocarditis (5d - COMIRNATY Not reported ICSR
10011544778 Professional |European Years |Specified Recovered/Resolved - [TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation) immunisation - Not
applicable - [1d - n/a
- Unknown])
EU-EC- 09/02/2022 |Spontaneous |Healthcare |Non Not available |12-17 |Not Male No C-reactive protein increased COMIRNATY Not reported ICSR
10011544781 Professional |European Years |Specified (n/a - Unknown - Other [TOZINAMERAN] (S -
Economic Medically Important COVID-19
Area Condition), immunisation - Not
applicable - [1d -
Chest discomfort (n/a - .3mL -
Recovering/Resolving - Other | Intramuscular])
Medically Important
Condition),
Chest pain (n/a -
Recovering/Resolving - Other
Medically Important
Condition),
Heart rate increased (n/a -
Unknown - Other Medically
Important Condition),
Pyrexia (n/a -
Recovering/Resolving - Other
Medically Important Condition)
EU-EC- 09/02/2022 | Spontaneous |Healthcare |Non Not available |12-17 |Not Male No Chest pain (n/a - COMIRNATY Not reported ICSR
10011544784 Professional |European Years |Specified Recovered/Resolved - [TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d - n/a
Dyspnoea (n/a - - Unknown])
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 09/02/2022 | Spontaneous |Healthcare |Non Not available |12-17 |Not Female |No Headache (n/a - COMIRNATY Not reported ICSR
10011544789 Professional |European Years |Specified Recovering/Resolving - Other  |[TOZINAMERAN] (S -
Economic Medically Important COVID-19
Area Condition), immunisation - Not
applicable - [1d - n/a
Inappropriate schedule of - Intramuscular])
product administration (n/a -
Unknown - Other Medically
Important Condition),
Nausea (n/a -
Recovering/Resolving - Other
Medically Important
Condition),
Pyrexia (n/a -
Recovering/Resolving - Other
Medically Important
Condition),
Vomiting (n/a -
Recovering/Resolving - Other
Medically Important Condition)
EU-EC- 09/02/2022 |Spontaneous |Healthcare |Non Not available |12-17 |Not Female |No Headache (n/a - COMIRNATY Not reported ICSR
10011544858 Professional |European Years |Specified Recovered/Resolved - ), [TOZINAMERAN] (S -
Economic COVID-19
Area Hyperventilation (n/a - immunisation - Not
Recovered/Resolved - ), applicable - [1d - n/a
- Intramuscular])
Hypoaesthesia (n/a -
Recovered/Resolved - ),
Syncope (n/a -
Recovered/Resolved - Other
Medically Important Condition)
EU-EC- 09/02/2022 | Spontaneous |Healthcare |Non Not available |12-17 |Not Male No Dizziness (n/a - COMIRNATY Not reported ICSR
10011544871 Professional |European Years |Specified Recovered/Resolved - ), [TOZINAMERAN] (S -
Economic COVID-19
Area Hypotension (n/a - immunisation - Not
Recovered/Resolved - ), applicable - [1d - n/a
- Intramuscular])
Syncope (n/a -
Recovered/Resolved - Other
Medically Important Condition)
EU-EC- 09/02/2022 |Spontaneous |Healthcare |Non Not available |12-17 |Not Female [No Chest discomfort (n/a - COMIRNATY Not reported ICSR
10011544887 Professional |European Years |Specified Recovering/Resolving - [TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d - n/a
Chest pain (n/a - - Intramuscular])
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Dyspnoea (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Palpitations (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation)
EU-EC- 09/02/2022 |Spontaneous |Healthcare |Non Not available |12-17 |Not Female |No Blood pressure increased (n/a |COMIRNATY Not reported ICSR
10011544888 Professional |European Years |Specified - Not Recovered/Not Resolved |[TOZINAMERAN] (S -
Economic - Other Medically Important COVID-19
Area Condition), immunisation - Not
applicable - [n/a -
Chest pain (n/a - n/a - n/al)
Recovering/Resolving - Other
Medically Important
Condition),
Dyspnoea (n/a - Unknown -
Other Medically Important
Condition),
https://dap.ema.europa.eu/analytics/saw.dlI?Go 2/71
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Run Line Listing Report

Electrocardiogram T wave
abnormal (n/a - Unknown -
Other Medically Important
Condition),

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

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

Sinus arrhythmia (n/a -
Unknown - Other Medically
Important Condition)

EU-EC-
10011544890

09/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

Electrocardiogram T wave
inversion (n/a -
Recovering/Resolving - Other
Medically Important
Condition),

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

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

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

Sinus tachycardia (n/a -
Unknown - ),

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

Vomiting (n/a -
Recovering/Resolving - )

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

Not reported

i
[}
Pl

EU-EC-
10011544893

09/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Epistaxis (n/a - Unknown - ),

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

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

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

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

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

Not reported

H
i
P

EU-EC-
10011544940

09/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

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

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

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

Not reported

i
]
20

EU-EC-
10011544943

09/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

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

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

Not reported

._4
(9
7]
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Run Line Listing Report

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

EU-EC-
10011544944

09/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

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

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

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

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

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

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

Not reported

i
(%]
el

EU-EC-
10011544946

09/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

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

Not reported

v
]
70

EU-EC-
10011544948

09/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

COMIRNATY
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [1d -
.5mL -
Intramuscular])

Not reported

i
[}
pe]

EU-EC-
10011544950

09/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Chest pain (1mo -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

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

Respiration abnormal (1mo -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10011545837

09/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Parotid gland enlargement (n/a
- Recovering/Resolving - Other
Medically Important
Condition),

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

COMIRNATY
[TOZINAMERAN] (S -
n/a-n/a-[1d-.3mL
- Intramuscular])

Not reported

._.
(9]
Pl

EU-EC-
10011546168

09/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

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

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

Not reported

i
)
we]

https://dap.ema.europa.eu/analytics/saw.dll?Go
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EU-EC- 09/02/2022

10011546202

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17

Years

Not
Specified

Run Line Listing Report

Male

No

Asthenia (24h -
Recovered/Resolved - Life
Threatening, Other Medically
Important Condition),

Brain natriuretic peptide
increased (n/a -
Recovering/Resolving - Life
Threatening, Other Medically
Important Condition),

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

Electrocardiogram ST segment
elevation (n/a -
Recovering/Resolving - Life
Threatening, Other Medically
Important Condition),

Headache (24h -
Recovered/Resolved With
Sequelae - Life Threatening,
Other Medically Important
Condition),

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

Nausea (24h -
Recovered/Resolved - Life
Threatening, Other Medically
Important Condition),

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

Pyrexia (24h -
Recovered/Resolved - Life
Threatening, Other Medically
Important Condition),

Systolic dysfunction (n/a -
Recovering/Resolving - Life
Threatening, Other Medically
Important Condition),

Transaminases increased (n/a -
Recovering/Resolving - Life
Threatening, Other Medically
Important Condition),

Troponin increased (n/a -
Recovering/Resolving - Life
Threatening, Other Medically
Important Condition)

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

[n/a - 1{DF} - n/a])

Not reported

e
@}
pe]

EU-EC-
10011546254

09/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

Disturbance in attention (n/a -
Unknown - Other Medically
Important Condition),

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

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

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

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

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

Not reported

e
(9]
7o

EU-EC-
10011546303

09/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

[METFORMIN
HYDROCHLORIDE] (C - n/a -
n/a - [n/a - 500mg - n/a])

—
1%}
we]

EU-EC-
10011546416

09/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

Not reported

=
[}
0

EU-EC-
10011546426

09/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

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

Not available

12-17
Years

Not
Specified

Not
Specified

No

Eye movement disorder (0d -
Recovered/Resolved - Other
Medically Important
Condition),

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

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

Lethargy (n/a -

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

Not reported

._.
(9]
o
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Run Line Listing Report

Recovering/Resolving - Other
Medically Important Condition)
EU-EC- 09/02/2022 |Spontaneous |Healthcare |Non Not available |12-17 |Not Male No Chest discomfort (n/a - COMIRNATY Not reported ICSR
10011546433 Professional |European Years |Specified Recovering/Resolving - [TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d - n/a
Chest pain (n/a - - Intramuscular])
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Myocarditis (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation)
EU-EC- 09/02/2022 | Spontaneous [Non Non Not available |12-17 |Not Female |No Back pain (n/a - COMIRNATY IBUPROFEN [IBUPROFEN, ICSR
10011546473 Healthcare |European Years |Specified Recovering/Resolving - Other  |[TOZINAMERAN] (S - |IBUPROFEN SODIUM] (C -
Professional |Economic Medically Important COVID-19 n/a-n/a-[n/a-n/a-n/a)])
Area Condition), immunisation - Not
applicable - [1d - n/a
Pelvic pain (n/a - -n/a))
Recovering/Resolving - Other
Medically Important
Condition),
Vaccination site pruritus (n/a -
Unknown - )
EU-EC- 09/02/2022 | Spontaneous |Healthcare |Non Not available |12-17 |Not Female |No Chest pain (n/a - COMIRNATY Not reported ICSR
10011546477 Professional |European Years |Specified Recovering/Resolving - [TOZINAMERAN] (S -
Economic Caused/Prolonged COvVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d - n/a
Myocarditis (n/a - - Unknown])
Recovering/Resolving -
Caused/Prolonged
Hospitalisation, Other
Medically Important Condition)
EU-EC- 09/02/2022 |Spontaneous |Healthcare |Non Not available |12-17 |Not Female |No Inappropriate schedule of COMIRNATY Not reported ICSR
10011546479 Professional |European Years |Specified product administration (n/a - |[TOZINAMERAN] (S -
Economic Unknown - Other Medically COVID-19
Area Important Condition), immunisation - Not
applicable - [1d - n/a
Insomnia (n/a - - Unknown])
Recovering/Resolving - Other
Medically Important
Condition),
Pyrexia (n/a - Unknown -
Other Medically Important
Condition)
EU-EC- 09/02/2022 |Spontaneous |Healthcare |Non Not available |12-17 |Not Male No Chest pain (n/a - COMIRNATY Not reported ICSR
10011546486 Professional |European Years |Specified Recovered/Resolved - Other [TOZINAMERAN] (S -
Economic Medically Important COVID-19
Area Condition), immunisation - Not
applicable - [n/a -
Inappropriate schedule of n/a - Unknown])
product administration (n/a -
Unknown - ),
Tachycardia (n/a - Unknown -
Other Medically Important
Condition)
EU-EC- 09/02/2022 | Spontaneous |Non European |Not available |12-17 |Not Male No Headache (n/a - Not COMIRNATY Not reported ICSR
10011546487 Healthcare |Economic Years |Specified Recovered/Not Resolved - ) [TOZINAMERAN] (S -
Professional |Area COVID-19
immunisation - Not
applicable - [n/a -
n/a - n/al)
EU-EC- 09/02/2022 | Spontaneous |Healthcare |Non Not available |12-17 |Not Male No Arrhythmia (n/a - Unknown - | COMIRNATY Not reported ICSR
10011546500 Professional |European Years |Specified Other Medically Important [TOZINAMERAN] (S -
Economic Condition), COVID-19
Area immunisation - Not
Cold sweat (n/a - applicable - [1d -
Recovered/Resolved - ), .3mL -
Intramuscular])
Muscular weakness (n/a -
Recovered/Resolved - ),
Nausea (n/a -
Recovered/Resolved - ),
Vomiting (n/a -
Recovered/Resolved - )
EU-EC- 09/02/2022 | Spontaneous |Healthcare |Non Not available |12-17 |Not Female |No Pain (n/a - COMIRNATY Not reported ICSR
10011546512 Professional |European Years |Specified Recovered/Resolved - [TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation) immunisation - Not
applicable - [1d - n/a
- Intramuscular])
EU-EC- 09/02/2022 |Spontaneous |Healthcare |Non Not available |12-17 |Not Male No Myocarditis (16d - COMIRNATY Not reported ICSR
10011546515 Professional |European Years |Specified Recovered/Resolved - [TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation, Other immunisation - Not
Medically Important Condition) |applicable - [1d - n/a
- Unknown])
EU-EC- 09/02/2022 |Spontaneous |Healthcare |Non Not available |12-17 |Not Male No Chest pain (4d - COMIRNATY Not reported ICSR
10011546517 Professional |European Years |Specified Recovered/Resolved - [TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d - n/a
Myocarditis (6d - - Unknown])
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Sinus tachycardia (4d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 09/02/2022 |Spontaneous |Healthcare |Non Not available |12-17 |Not Male No Chest pain (n/a - COMIRNATY Not reported ICSR
10011546518 Professional |European Years |Specified Recovering/Resolving - Life [TOZINAMERAN] (S -
Economic Threatening, COVID-19
Area Caused/Prolonged immunisation - Not
Hospitalisation), applicable - [1d - n/a
- Intramuscular])
https://dap.ema.europa.eu/analytics/saw.dlI?Go 6/71
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Dyspnoea (n/a -
Recovering/Resolving - Life
Threatening,
Caused/Prolonged
Hospitalisation),

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

EU-EC-
10011546547

09/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

Inappropriate schedule of
product administration (n/a -
Unknown - Other Medically
Important Condition),

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

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

Not reported

i
(9]
el

EU-EC-
10011546553

09/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Chest discomfort (n/a -
Unknown - ),

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

Vomiting (n/a -
Recovering/Resolving - )

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

Not reported

e
@}
el

EU-EC-
10011546556

09/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

Not reported

=
@}
wel

EU-EC-
10011546558

09/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

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

Inappropriate schedule of
product administration (n/a -
Unknown - Other Medically
Important Condition)

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

Not reported

—
9}
we]

EU-EC-
10011546560

09/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

COVID-19 (17d -
Recovered/Resolved - Other
Medically Important
Condition),

Drug ineffective (17d -
Recovered/Resolved - Other
Medically Important
Condition),

Oropharyngeal pain (n/a -
Recovered/Resolved - )

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

Not reported

i
@]
70

EU-EC-
10011546568

09/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

Not reported

=
(%}
0

EU-EC-
10011546571

09/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

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

Not available

12-17
Years

Not
Specified

Female

No

Altered state of consciousness
(n/a - Recovering/Resolving -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),

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

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

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

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

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

Not reported

i
(%]
we]

771
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Hospitalisation, Other
Medically Important Condition)

EU-EC-
10011546580

09/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

Not reported

i
(9]
we]

EU-EC-
10011546635

09/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

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

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

Gastrooesophageal reflux
disease (n/a - Unknown -
Caused/Prolonged
Hospitalisation),

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

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

Not reported

—
@}
70

EU-EC-
10011546644

09/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

Not reported

=
@}
o

EU-EC-
10011546647

09/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

Not reported

—
%}
0

EU-EC-
10011546654

09/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Chest discomfort (2d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Chest pain (6d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Dizziness (5d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Dyspnoea (5d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Pruritus (2d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Rash (2d - Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Temperature intolerance (5d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Vasculitis (n/a - Unknown - )

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

Not reported

—
@}
70

EU-EC-
10011546682

09/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

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

Not available

12-17
Years

Not
Specified

Male

No

Bundle branch block right (n/a
- Unknown - ),

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

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

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

Electrocardiogram abnormal
(n/a - Unknown - ),

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

Pyrexia (n/a -

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

Not reported

=
@
o
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Recovering/Resolving - Other
Medically Important Condition)
EU-EC- 09/02/2022 |Spontaneous |Healthcare |Non Not available |12-17 |Not Female |No Chest pain (n/a - COMIRNATY Not reported ICSR
10011546699 Professional |European Years |Specified Recovered/Resolved - ), [TOZINAMERAN] (S -
Economic COvID-19
Area Myocarditis (n/a - immunisation - Not
Recovered/Resolved - Other applicable - [1d - n/a
Medically Important Condition) |- Unknown])
EU-EC- 09/02/2022 |Spontaneous |Healthcare |Non Not available |12-17 |Not Male No Abdominal pain (n/a - COMIRNATY Not reported ICSR
10011546705 Professional |European Years |Specified Recovering/Resolving - [TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d -
Abdominal pain upper (n/a - .3mL -
Recovering/Resolving - Intramuscular])
Caused/Prolonged
Hospitalisation),
Pyrexia (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Vomiting (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation)
EU-EC- 09/02/2022 | Spontaneous |Non Non Not available |12-17 |Not Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011546714 Healthcare |European Years |Specified Recovering/Resolving - Other  |[TOZINAMERAN] (S -
Professional |Economic Medically Important COVID-19
Area Condition), immunisation - Not
applicable - [1d - n/a
Drug ineffective (n/a - - n/al),
Recovering/Resolving - Other
Medically Important [COVID-19 VACCINE]
Condition), (S - COVID-19
immunisation - Not
Suspected COVID-19 (n/a - applicable - [n/a -
Recovering/Resolving - Other |n/a - n/a])
Medically Important Condition)
EU-EC- 09/02/2022 |Spontaneous |Healthcare |Non Not available |12-17 |Not Male No Chest discomfort (18d - COMIRNATY Not reported ICSR
10011546721 Professional |European Years |Specified Recovered/Resolved - Other [TOZINAMERAN] (S -
Economic Medically Important COVID-19
Area Condition), immunisation - Not
applicable - [1d - n/a
Incorrect route of product - Subcutaneous])
administration (n/a - Unknown
=)
Myocarditis (17d -
Recovered/Resolved - Other
Medically Important
Condition),
Pyrexia (18d -
Recovered/Resolved - Other
Medically Important Condition)
EU-EC- 09/02/2022 | Spontaneous |Healthcare |Non Not available [12-17 |Not Female |No Chest discomfort (n/a - COMIRNATY Not reported ICSR
10011546725 Professional |European Years |Specified Recovering/Resolving - [TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d - n/a
Chest pain (n/a - - Intramuscular])
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Cough (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Dizziness (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Inappropriate schedule of
product administration (n/a -
Unknown - ),
Nausea (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Syncope (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),
Tachycardia (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation)
EU-EC- 09/02/2022 |Spontaneous |Healthcare |Non Not available |12-17 |Not Male No Myocarditis (n/a - COMIRNATY Not reported ICSR
10011546730 Professional |European Years |Specified Recovering/Resolving - [TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation, Other immunisation - Not
Medically Important Condition) |applicable - [1d - n/a
- Unknown])
EU-EC- 09/02/2022 |Spontaneous |Healthcare |Non Not available |12-17 |Not Male No Chest pain (n/a - COMIRNATY Not reported ICSR
10011546731 Professional |European Years |Specified Recovering/Resolving - Other  |[TOZINAMERAN] (S -
Economic Medically Important COVID-19
Area Condition), immunisation - Not
applicable - [1d - n/a
Myalgia (n/a - - Unknown])
Recovering/Resolving - Other
Medically Important Condition)
EU-EC- 09/02/2022 |Spontaneous |Non Non Not available |12-17 |Not Female |No Dizziness (770min - COMIRNATY Not reported ICSR
10011546755 Healthcare |European Years |Specified Recovered/Resolved - Other [TOZINAMERAN] (S -
Professional |Economic Medically Important COVID-19
Area Condition), immunisation - Not
https://dap.ema.europa.eu/analytics/saw.dlI?Go 9/71
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Headache (n/a - Not applicable - [n/a -
Recovered/Not Resolved - n/a - n/al)
Other Medically Important
Condition),
Iliness (n/a -
Recovering/Resolving - Other
Medically Important
Condition),
Presyncope (770min -
Recovered/Resolved - Other
Medically Important
Condition),
Rash (n/a -
Recovering/Resolving - Other
Medically Important Condition)
EU-EC- 09/02/2022 | Spontaneous |Non Non Not available |12-17 |Not Not No Pericarditis (n/a - Not TOZINAMERAN Not reported ICSR
10011546773 Healthcare |European Years |Specified |Specified Recovered/Not Resolved - [TOZINAMERAN] (S -
Professional |Economic Other Medically Important COVID-19
Area Condition) immunisation - Not
applicable - [1d - n/a
- n/a])
EU-EC- 09/02/2022 | Spontaneous | Non Non Not available |12-17 |Not Female |No COVID-19 (n/a - Unknown - | COMIRNATY IBUPROFEN [IBUPROFEN,  |ICSR
10011546788 Healthcare |European Years |Specified Disabling), [TOZINAMERAN] (S - |IBUPROFEN SODIUM] (C -
Professional |Economic COVID-19 Costochondritis - n/a - [n/a -
Area Drug ineffective (n/a - immunisation - Not  |n/a - n/al),
Unknown - Disabling), applicable - [n/a -
n/a - n/a]) [DESOGESTREL] (C -
Post-acute COVID-19 Contraception - n/a - [n/a -
syndrome (n/a - Unknown - n/a - n/al),
Disabling)
[FOLIC ACID] (C -
Costochondritis - n/a - [n/a -
n/a - n/a]),
[PARACETAMOL] (C -
Costochondritis - n/a - [n/a -
n/a - n/a])
EU-EC- 09/02/2022 | Spontaneous |Non Non Not available |12-17 |Not Female |No Asthenia (n/a - Unknown - COMIRNATY FLUENZ TETRA ICSR
10011546803 Healthcare |European Years |Specified Other Medically Important [TOZINAMERAN] (S - |[A/GUANGDONG-
Professional |Economic Condition), COVID-19 MAONAN/SWL1536/2019
Area immunisation - Not  |(H1N1)PDMO9 - LIKE
Decreased appetite (n/a - Not |applicable - [1d - n/fa |STRAIN (A/HAWAII/66/2019,
Recovered/Not Resolved - - n/a]) MEDI 326775), A/JHONG
Other Medically Important KONG/2671/2019 (H3N2) -
Condition), LIKE STRAIN (A/HONG
KONG/2671/2019, MEDI
Drug ineffective (n/a - Not 325078),
Recovered/Not Resolved - B/PHUKET/3073/2013 - LIKE
Other Medically Important STRAIN
Condition), (B/PHUKET/3073/2013,
MEDI 306444),
Hyperhidrosis (n/a - Unknown B/WASHINGTON/02/2019 -
- Other Medically Important LIKE STRAIN
Condition), (B/WASHINGTON/02/2019,
MEDI 323797),
Insomnia (n/a - Not A/TEXAS/50/2012 (H3N2)-
Recovered/Not Resolved - LIKE STRAIN
Other Medically Important (A/TEXAS/50/2012, MEDI
Condition), 237514),
B/BRISBANE/60/2008
Malaise (n/a - Not (VICTORIA LINEAGE)-LIKE
Recovered/Not Resolved - STRAIN
Other Medically Important (B/BRISBANE/60/2008, MEDL
Condition), 228030),
B/MASSACHUSETTS/2/2012
Night sweats (n/a - Not (YAMAGATA LINEAGE)-LIKE
Recovered/Not Resolved - STRAIN
Other Medically Important (B/MASSACHUSETTS/2/2012,
Condition), MEDI 237751),
A/CALIFORNIA/7/2009
Pyrexia (n/a - Not (H1N1)PDMO9-LIKE STRAIN
Recovered/Not Resolved - (A/CALIFORNIA/7/2009,
Other Medically Important MEDI 228029),
Condition), B/BRISBANE/60/2008
(VICTORIA LINEAGE)-LIKE
Somnolence (n/a - Unknown - STRAIN
Other Medically Important (B/BRISBANE/60/2008, MEDI
Condition), 228030),
A/CALIFORNIA/7/2009
Suspected COVID-19 (n/a - (H1N1)PDMO09-LIKE STRAIN
Not Recovered/Not Resolved - (A/BOLIVIA/559/2013, MEDI
Other Medically Important 255962),
Condition) B/PHUKET/3073/2013
(YAMAGATA LINEAGE)-LIKE
STRAIN
(B/PHUKET/3073/2013,
MEDI 254977), A/HONG
KONG/4801/2014 (H3N2)-
LIKE STRAIN (A/NEW
CALEDONIA/71/2014, MEDI
263122),
B/PHUKET/3073/2013
(YAMAGATA LINEAGE)-LIKE
STRAIN
(B/PHUKET/3073/2013,
MEDI 254977),
A/MICHIGAN/45/2015
(H1IN1)PDMO9 - LIKE
STRAIN
(A/SLOVENIA/2903/2015,
MEDI 279432),
A/SINGAPORE/INFIMH-16-
0019/2016 (H3N2)-LIKE
STRAIN
(A/SINGAPORE/INFIMH-16-
0019/2016, MEDI 291690),
B/COLORADO/06/2017-LIKE
STRAIN
(B/COLORADO/06/2017,
MEDI 293454)] (C -
Influenza - n/a - [1d - n/a -
n/a])
EU-EC- 09/02/2022 |Spontaneous |Healthcare |Non Not available |12-17 |Not Male No Chest discomfort (n/a - COMIRNATY Not reported ICSR
10011546823 Professional |European Years |Specified Recovering/Resolving - [TOZINAMERAN] (S -
https://dap.ema.europa.eu/analytics/saw.dll?Go 10/71
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Economic
Area

Run Line Listing Report

Caused/Prolonged
Hospitalisation),

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

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

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

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

COVID-19
immunisation - Not
applicable - [1d -
.3mL -
Intramuscular])

EU-EC-
10011546833

09/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

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

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

Not reported

=
[}
0

EU-EC-
10011546836

09/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

COMIRNATY
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [1d -
.5mL -
Intramuscular])

Not reported

i
(9]
pe]

EU-EC-
10011546851

09/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

Heart valve incompetence (2d
- Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

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

Pulmonary valve incompetence
(2d - Recovered/Resolved -
Caused/Prolonged
Hospitalisation)

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

Not reported

._4
(9}
P

EU-EC-
10011546863

09/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Vomiting (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

=
@}
70

EU-EC-
10011546870

09/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

Heavy menstrual bleeding (n/a
- Recovering/Resolving -
Caused/Prolonged
Hospitalisation),

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

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

Not reported

EU-EC-
10011546871

09/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

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

Not available

12-17
Years

Not
Specified

Male

No

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

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

Myocardial necrosis marker
increased (n/a - Unknown -
Other Medically Important
Condition),

Pyrexia (n/a -
Recovered/Resolved -

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

Not reported

—
[}
70

11/71
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Caused/Prolonged
Hospitalisation)
EU-EC- 09/02/2022 |Spontaneous |Healthcare |Non Not available |12-17 |Not Female |No Chest discomfort (n/a - COMIRNATY Not reported ICSR
10011546933 Professional |European Years |Specified Unknown - Other Medically [TOZINAMERAN] (S -
Economic Important Condition), COVID-19
Area immunisation - Not
Pyrexia (n/a - Unknown - applicable - [1d - n/a
Other Medically Important - Unknown])
Condition),
Sinus tachycardia (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 09/02/2022 |Spontaneous |Healthcare |Non Not available |12-17 |Not Male No Syncope (n/a - COMIRNATY Not reported ICSR
10011546935 Professional |European Years |Specified Recovering/Resolving - Other  |[TOZINAMERAN] (S -
Economic Medically Important Condition) | COVID-19
Area immunisation - Not
applicable - [1d - n/a
- Intramuscular])
EU-EC- 09/02/2022 |Spontaneous |Non Non Not available |12-17 |Not Female |No Off label use (n/a - Unknown - | COMIRNATY [DROSPIRENONE, ICSR
10011547195 Healthcare |European Years |Specified Other Medically Important [TOZINAMERAN] (S - |ETHINYLESTRADIOL] (C -
Professional |Economic Condition), COVID-19 Acne - nfa - [n/a-n/a-
Area immunisation - Not  |n/a])
Product use issue (n/a - applicable - [1d - n/a
Unknown - Other Medically - n/al),
Important Condition)
[INFLUENZA VIRUS]
(S - Immunisation -
Unknown - [1d - n/a
- n/a])
EU-EC- 09/02/2022 |Spontaneous |Non European |Not available |12-17 |Adolescent Male No Injection site pain (1d - COMIRNATY Not reported ICSR
10011547464 Healthcare |Economic Years Recovered/Resolved - ) [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 09/02/2022 | Spontaneous |Non European |Not available |12-17 |Adolescent |Female [No Rash (37d - COMIRNATY Not reported ICSR
10011547492 Healthcare |Economic Years Recovering/Resolving - ) [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
[n/a - n/a - n/al)
EU-EC- 09/02/2022 | Spontaneous |Non European |Not available |12-17 |Adolescent |Male No Headache (n/a - Not COMIRNATY Not reported ICSR
10011547538 Healthcare |Economic Years Recovered/Not Resolved - ),  |[TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
Injection site pain (n/a - Not  |[n/a - n/a - n/a])
Recovered/Not Resolved - ),
Limb discomfort (n/a - Not
Recovered/Not Resolved - ),
Lymphadenopathy (n/a - Not
Recovered/Not Resolved - )
EU-EC- 09/02/2022 | Spontaneous |Healthcare |European |Not available |12-17 |Adolescent |Male No Seizure (40s - COMIRNATY Not reported ICSR
10011547960 Professional | Economic Years Recovered/Resolved - [TOZINAMERAN] (S -
Area Caused/Prolonged COVID-19
Hospitalisation) immunisation - n/a -
[n/a - 1{DF} - n/a])
EU-EC- 09/02/2022 |Spontaneous |Healthcare |European |Not available |12-17 |Not Female |No Disturbance in attention (n/a - |COMIRNATY Not reported ICSR
10011548229 Professional |Economic Years |Specified Recovering/Resolving - [TOZINAMERAN] (S -
Area Disabling), Immunisation - n/a -
[n/a-n/a-
Dizziness (n/a - Intramuscular])
Recovering/Resolving -
Disabling),
Fatigue (n/a -
Recovering/Resolving -
Disabling),
General physical health
deterioration (n/a -
Recovering/Resolving -
Disabling),
Headache (n/a -
Recovering/Resolving -
Disabling),
Memory impairment (n/a -
Recovering/Resolving -
Disabling),
Nausea (n/a -
Recovering/Resolving -
Disabling)
EU-EC- 09/02/2022 |Spontaneous | Healthcare |European |Not available |12-17 |Adolescent |Male No COVID-19 (n/a - Unknown - | COMIRNATY Not reported ICSR
10011548294 Professional |Economic Years Other Medically Important [TOZINAMERAN] (S -
Area Condition), n/a-n/a-[n/a-n/a
- Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 09/02/2022 |Spontaneous |Non European |Not available |12-17 |Not Male No Arthralgia (6d - COMIRNATY Not reported ICSR
10011548404 Healthcare |Economic Years |Specified Recovered/Resolved - ), [TOZINAMERAN] (S -
Professional |Area COVID-19
Lymph node pain (6d - immunisation - Not
Recovered/Resolved - ), applicable - [n/a -
.3mL -
Lymphadenopathy (6d - Intramuscular])
Recovered/Resolved - )
EU-EC- 09/02/2022 |Spontaneous |Healthcare |European |Not available |12-17 |Adolescent Female |No COVID-19 (n/a - Unknown - COMIRNATY Not reported ICSR
10011548642 Professional |Economic Years Other Medically Important [TOZINAMERAN] (S -
Area Condition), n/a-n/a-[n/a-n/a
- Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 09/02/2022 |Spontaneous |Healthcare |European |Not available |12-17 |Adolescent Female |No COVID-19 (n/a - Unknown - COMIRNATY Not reported ICSR
10011548682 Professional |Economic Years Other Medically Important [TOZINAMERAN] (S -
Area Condition), n/a-n/a-[n/a-n/a
- Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 09/02/2022 |Spontaneous |Non European |Not available |12-17 |Adolescent Male No Chills (0d - COMIRNATY Not reported ICSR
10011548849 Healthcare |Economic Years Recovered/Resolved - ), [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
Fatigue (0d - Not [n/a - n/a - n/al)
https://dap.ema.europa.eu/analytics/saw.dlI?Go 12/71
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Recovered/Not Resolved - ),
Headache (1d - Not
Recovered/Not Resolved - ),
Injection site pain (0d - Not
Recovered/Not Resolved - )
EU-EC- 09/02/2022 |Spontaneous |Healthcare |European |Not available |12-17 |Not Male No Chest pain (n/a - COMIRNATY Not reported ICSR
10011548894 Professional |Economic Years |Specified Recovered/Resolved - Other [TOZINAMERAN] (S -
Area Medically Important COVID-19
Condition), immunisation - n/a -
[n/a - 1{DF} - n/a])
Electrocardiogram
repolarisation abnormality (n/a
- Recovered/Resolved - Other
Medically Important
Condition),
Loss of consciousness (n/a -
Recovered/Resolved - Other
Medically Important
Condition),
Myocarditis (n/a -
Recovered/Resolved - Other
Medically Important
Condition),
Troponin increased (n/a -
Recovered/Resolved - Other
Medically Important
Condition),
Vomiting (n/a -
Recovered/Resolved - Other
Medically Important Condition)
EU-EC- 09/02/2022 |Spontaneous |Healthcare |European |Not available |12-17 |Not Female |No Myocarditis (n/a - COMIRNATY Not reported ICSR
10011548991 Professional |Economic Years |Specified Recovering/Resolving - Life [TOZINAMERAN] (S -
Area Threatening), COVID-19
immunisation - n/a -
Pericarditis (n/a - [n/a - n/a - n/al)
Recovering/Resolving - Life
Threatening)
EU-EC- 09/02/2022 | Spontaneous |Healthcare |European |Not available |12-17 |Adolescent |Male No COVID-19 (n/a - Unknown - COMIRNATY Not reported ICSR
10011549054 Professional |Economic Years Other Medically Important [TOZINAMERAN] (S -
Area Condition), n/a-n/a-[nf/a-n/a
- Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 09/02/2022 | Spontaneous |Healthcare |European |Not available |12-17 |Not Male No Myocarditis (n/a - Not COMIRNATY Not reported ICSR
10011549116 Professional |Economic Years |Specified Recovered/Not Resolved - [TOZINAMERANT] (S -
Area Caused/Prolonged Prophylaxis - n/a -
Hospitalisation, Other [n/a - n/a - n/a])
Medically Important Condition)
EU-EC- 09/02/2022 | Spontaneous | Non European |Not available |12-17 |Not Male No Asthenia (n/a - COMIRNATY Not reported ICSR
10011549315 Healthcare |Economic Years |Specified Recovered/Resolved - ), [TOZINAMERAN] (S -
Professional |Area n/a - Not applicable -
Dizziness (n/a - [n/a - n/a - n/a])
Recovered/Resolved - )
EU-EC- 09/02/2022 |Spontaneous |Non European |Not available |12-17 |Not Male No Fall (20min - COMIRNATY Not reported ICSR
10011549320 Healthcare |Economic Years |Specified Recovered/Resolved - ), [TOZINAMERAN] (S -
Professional |Area n/a - Not applicable -
Loss of consciousness (20min - |[n/a - n/a - n/a])
Recovered/Resolved - Other
Medically Important
Condition),
Musculoskeletal stiffness
(20min - Recovered/Resolved -
)
Pallor (20min -
Recovered/Resolved - )
EU-EC- 09/02/2022 |Spontaneous |Non European |Not available |12-17 |Not Male No Fall (n/a - Unknown - ), COMIRNATY Not reported ICSR
10011549325 Healthcare |Economic Years |Specified [TOZINAMERAN] (S -
Professional |Area Injury (n/a - Unknown - ) n/a - Not applicable -
[n/a - n/a - n/al)
EU-EC- 09/02/2022 |Spontaneous |Non European |Not available [12-17 |Not Male No Dizziness (n/a - COMIRNATY Not reported ICSR
10011549328 Healthcare |Economic Years |Specified Recovering/Resolving - ), [TOZINAMERAN] (S -
Professional |Area n/a - Unknown - [n/a
Nausea (n/a - - n/a-n/al)
Recovering/Resolving - ),
Presyncope (n/a - Unknown -
Rash pruritic (n/a -
Recovering/Resolving - ),
Urticaria (n/a -
Recovering/Resolving - )
EU-EC- 09/02/2022 | Spontaneous | Non European |Not available |12-17 |Not Male No Syncope (n/a - Unknown - ) COMIRNATY Not reported ICSR
10011549353 Healthcare |Economic Years |Specified [TOZINAMERAN] (S -
Professional |Area n/a - Not applicable -
[n/a - n/a - n/al)
EU-EC- 09/02/2022 |Spontaneous |Non European |Not available |12-17 |Adolescent |[Female |No Asthenia (3wk - COMIRNATY Not reported ICSR
10011549407 Healthcare |Economic Years Recovered/Resolved - ), [TOZINAMERAN] (S -
Professional |Area n/a-nfa-[n/a-n/a
Loss of consciousness (n/a - -n/al)
Recovered/Resolved - Other
Medically Important Condition)
EU-EC- 09/02/2022 | Spontaneous |Healthcare |European |Not available |12-17 |Not Female |No Condition aggravated (n/a - COMIRNATY [LEVOTHYROXINE, ICSR
10011549494 Professional |Economic Years |Specified Unknown - Other Medically [TOZINAMERAN] (S - |LEVOTHYROXINE SODIUM]
Area Important Condition), COVID-19 (C - Autoimmune thyroiditis -
immunisation - Not | Dose not changed - [n/a -
Follicular lymphoma stage III | applicable - [n/a - 50ug - Oral])
(n/a - Unknown - Disabling, 1{DF} -
Other Medically Important Intramuscular])
Condition)
EU-EC- 09/02/2022 | Spontaneous |Non European |Not available |12-17 |Adolescent |Male No Pyrexia (n/a - Not COMIRNATY COVID- |Not reported ICSR
10011549659 Healthcare |Economic Years Recovered/Not Resolved - 19 MRNA VACCINE
Professional |Area Other Medically Important (NUCLEOSIDE
Condition) MODIFIED)
CONCENTRATE FOR
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DISPERSION FOR
INJECTION
[TOZINAMERAN] (S -
n/a-n/a-[n/a-n/a
- n/a])
EU-EC- 09/02/2022 |Spontaneous |Healthcare |European |Not available |12-17 |Adolescent |Male No COVID-19 (n/a - Unknown - COMIRNATY Not reported ICSR
10011549831 Professional |Economic Years Other Medically Important [TOZINAMERAN] (S -
Area Condition), n/a-n/a-[n/a-n/a
- Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 09/02/2022 | Spontaneous |Healthcare |European |Not available |12-17 |Adolescent |Male No COVID-19 (n/a - Unknown - COMIRNATY Not reported ICSR
10011549832 Professional |Economic Years Other Medically Important [TOZINAMERAN] (S -
Area Condition), n/a-n/a-[n/a-n/a
- Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 09/02/2022 |Spontaneous |Healthcare |European |Not available |12-17 |Adolescent | Female |No COVID-19 (n/a - Unknown - COMIRNATY Not reported ICSR
10011549846 Professional |Economic Years Other Medically Important [TOZINAMERAN] (S -
Area Condition), n/a-n/a-[n/a-n/a
- Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 09/02/2022 | Spontaneous | Non European |Not available |12-17 |Not Female |No Body temperature increased COMIRNATY Not reported ICSR
10011549988 Healthcare |Economic Years |Specified (1d - Recovered/Resolved - ), |[TOZINAMERAN] (S -
Professional |Area COVID-19
Dysmenorrhoea (n/a - Not immunisation - Not
Recovered/Not Resolved - ), applicable - [n/a -
1{DF} - n/a])
Headache (5d -
Recovered/Resolved - ),
Injection site pain (4d -
Recovered/Resolved - ),
Malaise (3d -
Recovered/Resolved - )
EU-EC- 09/02/2022 | Spontaneous |Non Non Not available |12-17 |Not Male No COVID-19 (n/a - Unknown - TOZINAMERAN Not reported ICSR
10011550037 Healthcare |European Years |Specified Other Medically Important [TOZINAMERAN] (S -
Professional |Economic Condition), COVID-19
Area immunisation - Not
Drug ineffective (n/a - applicable - [1d - n/a
Unknown - Other Medically - n/al)
Important Condition)
EU-EC- 09/02/2022 |Spontaneous |Non Non Not available |12-17 |Not Male No Blindness (n/a - Unknown - TOZINAMERAN Not reported ICSR
10011550058 Healthcare |European Years |Specified Other Medically Important [TOZINAMERAN] (S -
Professional |Economic Condition), COVID-19
Area immunisation - Not
Dizziness (n/a - Unknown - ), |applicable - [n/a -
n/a - n/al)
Syncope (n/a -
Recovered/Resolved - Other
Medically Important
Condition),
Tremor (n/a - Unknown - )
EU-EC- 09/02/2022 | Spontaneous |Non Non Not available |12-17 |Not Male No Abdominal pain upper (n/a- |COMIRNATY Not reported ICSR
10011550222 Healthcare |European Years |Specified Recovered/Resolved - Life [TOZINAMERAN] (S -
Professional |Economic Threatening, COVID-19
Area Caused/Prolonged immunisation - Not
Hospitalisation), applicable - [1d - n/a
- n/a])
Asthenia (n/a -
Recovered/Resolved - Life
Threatening,
Caused/Prolonged
Hospitalisation),
Blood pressure decreased (n/a
- Recovered/Resolved - Life
Threatening,
Caused/Prolonged
Hospitalisation),
Chromaturia (n/a -
Recovered/Resolved - Life
Threatening,
Caused/Prolonged
Hospitalisation),
Dizziness (n/a -
Recovered/Resolved - Life
Threatening,
Caused/Prolonged
Hospitalisation),
Dyskinesia (n/a -
Recovered/Resolved - Life
Threatening,
Caused/Prolonged
Hospitalisation),
Eye swelling (n/a -
Recovered/Resolved - Life
Threatening,
Caused/Prolonged
Hospitalisation),
Headache (n/a -
Recovered/Resolved - Life
Threatening,
Caused/Prolonged
Hospitalisation),
Heart rate increased (n/a -
Recovered/Resolved - Life
Threatening,
Caused/Prolonged
Hospitalisation),
Infection (n/a -
Recovered/Resolved - Life
Threatening,
Caused/Prolonged
https://dap.ema.europa.eu/analytics/saw.dll?Go 14/71
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Hospitalisation),

Neck mass (n/a -
Recovered/Resolved - Life
Threatening,
Caused/Prolonged
Hospitalisation),

Ocular hyperaemia (n/a -
Recovered/Resolved - Life
Threatening,
Caused/Prolonged
Hospitalisation),

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

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

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

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

EU-EC-
10011550226

09/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Chest pain (23h -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

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

Neck pain (23h -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

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

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

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

Not reported

i
(9]
el

EU-EC-
10011550230

09/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

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

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

Sinus bradycardia (4d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Troponin I increased (4d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)

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

Not reported

=
@]
wel

EU-EC-
10011550232

09/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

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

Not available

12-17
Years

Not
Specified

Male

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

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

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

Electrocardiogram abnormal

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

Not reported

._4
(9%}
P
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(n/a - Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
X-ray abnormal (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation)
EU-EC- 09/02/2022 |Spontaneous |Healthcare |Non Not available |12-17 |Not Male No Abdominal pain (n/a - COMIRNATY Not reported ICSR
10011550235 Professional |European Years |Specified Recovering/Resolving - Other  |[TOZINAMERAN] (S -
Economic Medically Important COVID-19
Area Condition), immunisation - Not
applicable - [1d -
Abdominal pain upper (n/a - .3mL -
Recovering/Resolving - Other | Intramuscular])
Medically Important
Condition),
Chest discomfort (n/a -
Recovering/Resolving - Other
Medically Important
Condition),
Chest pain (n/a -
Recovering/Resolving - Other
Medically Important
Condition),
Headache (n/a -
Recovering/Resolving - Other
Medically Important
Condition),
Respiration abnormal (n/a -
Recovering/Resolving - Other
Medically Important Condition)
EU-EC- 09/02/2022 |Spontaneous |Healthcare |Non Not available |12-17 |Not Male No Chest discomfort (n/a - COMIRNATY Not reported ICSR
10011550239 Professional |European Years |Specified Recovered/Resolved - Other [TOZINAMERAN] (S -
Economic Medically Important COVID-19
Area Condition), immunisation - Not
applicable - [1d - n/a
Respiration abnormal (n/a - -n/al)
Recovered/Resolved - Other
Medically Important Condition)
EU-EC- 09/02/2022 |Spontaneous |Healthcare |Non Not available |12-17 |Not Male No Chest pain (n/a - Unknown - ), | COMIRNATY Not reported ICSR
10011550240 Professional |European Years |Specified [TOZINAMERAN] (S -
Economic Cough (n/a - Unknown - COVID-19
Area Caused/Prolonged immunisation - Not
Hospitalisation), applicable - [1d - n/a
- Intramuscular])
Myalgia (n/a - Unknown -
Caused/Prolonged
Hospitalisation),
Myocarditis (n/a - Unknown -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),
Pyrexia (n/a - Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 09/02/2022 |Spontaneous |Healthcare |Non Not available |12-17 |Not Female |No Lymphadenopathy (n/a - COMIRNATY Not reported ICSR
10011550246 Professional |European Years |Specified Recovering/Resolving - Other  |[TOZINAMERAN] (S -
Economic Medically Important COVID-19
Area Condition), immunisation - Not
applicable - [1d - n/a
Neoplasm malignant (n/a - - Intramuscular])
Unknown - Other Medically
Important Condition)
EU-EC- 09/02/2022 |Spontaneous |Healthcare |Non Not available |12-17 |Not Male No Chest discomfort (n/a - COMIRNATY Not reported ICSR
10011550251 Professional |European Years |Specified Recovered/Resolved - Other [TOZINAMERAN] (S -
Economic Medically Important COVID-19
Area Condition), immunisation - Not
applicable - [1d -
Chest pain (n/a - .3mL -
Recovered/Resolved - Other Intramuscular])
Medically Important
Condition),
Confusional state (n/a -
Recovered/Resolved - Other
Medically Important
Condition),
Myalgia (n/a -
Recovered/Resolved - Other
Medically Important
Condition),
Nausea (n/a -
Recovered/Resolved - Other
Medically Important
Condition),
Tenderness (n/a -
Recovered/Resolved - Other
Medically Important Condition)
EU-EC- 09/02/2022 |Spontaneous |Healthcare |Non Not available |12-17 |Not Male No Chest pain (n/a - COMIRNATY Not reported ICSR
10011550257 Professional |European Years |Specified Recovering/Resolving - Other  |[TOZINAMERAN] (S -
Economic Medically Important COVID-19
Area Condition), immunisation - Not
applicable - [1d - n/a
Myocarditis (n/a - -n/al)
Recovering/Resolving - Other
Medically Important Condition)
EU-EC- 09/02/2022 |Spontaneous |Healthcare |Non Not available |12-17 |Not Female |No Chest discomfort (n/a - COMIRNATY Not reported ICSR
10011550260 Professional |European Years |Specified Recovering/Resolving - [TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d - n/a
Chest pain (n/a - - Intramuscular])
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
https://dap.ema.europa.eu/analytics/saw.dll?Go 16/71
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Dyspnoea exertional (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),

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

EU-EC-
10011550278

09/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

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

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

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

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

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

Not reported

=
)
bl

EU-EC-
10011550279

09/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

Not reported

=
%}
0

EU-EC-
10011550293

09/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

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

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

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

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

Not reported

i
(%]
pe]

EU-EC-
10011550316

09/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

Not reported

._4
)
7]

EU-EC- 09/02/2022

Spontaneous

Healthcare

Non

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

Not available

12-17

Not

Female

Dizziness (n/a - Unknown - ),

COMIRNATY

Not reported

e
@}
o0

17171
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10011550318

Professional

European
Economic
Area

Years

Specified

Run Line Listing Report

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

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

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

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

EU-EC-
10011550324

09/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

Dizziness (5d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

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

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

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

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

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

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

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

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

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

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

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

Not reported

=
@}
70

EU-EC-
10011550326

09/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

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

Not reported

e
(9]
pe]

EU-EC-
10011550327

09/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

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

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

Musculoskeletal stiffness (n/a -
Unknown - Caused/Prolonged
Hospitalisation),

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

Tongue movement disturbance

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

[PALIPERIDONE PALMITATE]
(C-n/a-n/a-[n/a-100mg
- n/al)

i
[}
20

18/71
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Run Line Listing Report

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

EU-EC-
10011550338

09/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

Fatigue (n/a - Unknown - ),

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

Pain (n/a - Unknown - ),

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

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

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

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

Not reported

—
[}
wel

EU-EC-
10011550358

09/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

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

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

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

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

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

Pain in extremity (0d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

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

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

Not reported

i
(%]
o

EU-EC-
10011550368

09/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

Not reported

=
@}
70

EU-EC-
10011550372

09/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

Not reported

e
@}
wel

EU-EC-
10011550379

09/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

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

Not available

12-17
Years

Not
Specified

Female

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

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

Headache (n/a -
Recovering/Resolving - Other

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

Not reported

._4
(9%}
P
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Run Line Listing Report

Medically Important
Condition),

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

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

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

EU-EC-
10011550384

09/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

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

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

Not reported

e
[}
o

EU-EC-
10011550395

09/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

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

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

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

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

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

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

Not reported

=
(%]
o

EU-EC-
10011550396

09/02/2022

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),

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

Pyrexia (1d -
Recovered/Resolved - ),

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

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

Not reported

i
]
20

EU-EC-
10011550401

09/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

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

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

Not reported

—
[}
0

EU-EC-
10011550406

09/02/2022

Spontaneous

Healthcare
Professional

Non
European

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

Not available

12-17
Years

Not
Specified

Female

Fall (0d - Recovered/Resolved -

)

COMIRNATY
[TOZINAMERAN] (S -

[FEXOFENADINE,
FEXOFENADINE

20/71
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Economic
Area

Run Line Listing Report

Feeling abnormal (0d -
Recovered/Resolved - ),

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

Pyrexia (1d -
Recovered/Resolved - ),

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

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

HYDROCHLORIDE] (C -
Eczema - nfa - [n/a-n/a -
Oral])

EU-EC-
10011550410

09/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

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

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

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

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

Not reported

e
]
70

EU-EC-
10011550414

09/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Yes

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

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

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

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

Not reported

e
(2]
pe]

EU-EC-
10011550421

09/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

Not reported

e
[}
wel

EU-EC-
10011550422

09/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

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

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

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

Not reported

e
(9]
7o

EU-EC-
10011550450

09/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

Not reported

=
%}
0

EU-EC-
10011550470

09/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

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

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

Not reported

v
@}
70
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Run Line Listing Report

Electrocardiogram abnormal
(n/a - Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Myocarditis (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Supraventricular extrasystoles
(n/a - Recovering/Resolving -
Caused/Prolonged
Hospitalisation)
EU-EC- 09/02/2022 |Spontaneous |Healthcare |European |Not available |12-17 |Adolescent |Female |No Thyroid adenoma (n/a - COMIRNATY [CITALOPRAM, CITALOPRAM |ICSR
10011550494 Professional |Economic Years Unknown - Other Medically [TOZINAMERAN] (S - |HYDROBROMIDE,
Area Important Condition), COVID-19 CITALOPRAM
immunisation - Not |HYDROCHLORIDE] (C - n/a -
Thyroid mass (n/a - Unknown - |applicable - [n/a - n/a - [n/a - 20mg - n/a])
Other Medically Important 1{DF} -
Condition) Intramuscular])
EU-EC- 09/02/2022 | Spontaneous |Non European |Not available |12-17 |Not Not No Headache (n/a - COMIRNATY Not reported ICSR
10011550811 Healthcare |Economic Years |Specified |Specified Recovered/Resolved - ), [TOZINAMERAN] (S -
Professional |Area COVID-19
Myalgia (n/a - prophylaxis - n/a -
Recovered/Resolved - ), [n/a-.3mL -
Intramuscular])
Pyrexia (n/a -
Recovered/Resolved - ),
Vaccination site pain (n/a -
Recovered/Resolved - )
EU-EC- 09/02/2022 |Spontaneous |Non European |Not available |12-17 |Not Female |No Chest discomfort (n/a - COMIRNATY Not reported ICSR
10011551116 Healthcare |Economic Years |Specified Unknown - ), [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
Chest pain (n/a - Unknown - ), |[n/a - n/a -
Intramuscular])
Dizziness (n/a - Not
Recovered/Not Resolved - ),
Fatigue (n/a - Not
Recovered/Not Resolved - ),
Headache (n/a - Not
Recovered/Not Resolved - ),
Nasal congestion (n/a -
Unknown - ),
Pyrexia (n/a - Not
Recovered/Not Resolved - )
EU-EC- 09/02/2022 | Spontaneous |Healthcare |Non Not available |12-17 |Not Male No Myocarditis (n/a - COMIRNATY Not reported ICSR
10011551131 Professional |European Years |Specified Recovered/Resolved - [TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation) immunisation - Not
applicable - [n/a -
n/a - Unknown])
EU-EC- 09/02/2022 | Spontaneous |Healthcare |Non Not available [12-17 |Not Female |No Altered state of consciousness | COMIRNATY Not reported ICSR
10011551134 Professional |European Years |Specified (n/a - Recovered/Resolved - [TOZINAMERAN] (S -
Economic Other Medically Important COVID-19
Area Condition), immunisation - Not
applicable - [1d - n/a
Pyrexia (n/a - - Unknown])
Recovered/Resolved - ),
Vaccination site pain (n/a -
Recovered/Resolved - ),
Vaccination site swelling (n/a -
Recovered/Resolved - )
EU-EC- 09/02/2022 | Spontaneous |Non Non Not available |12-17 |Not Female |No Syncope (n/a - COMIRNATY Not reported ICSR
10011551137 Healthcare |European Years |Specified Recovering/Resolving - Other |[TOZINAMERAN] (S -
Professional |Economic Medically Important Condition) |COVID-19
Area immunisation - Not
applicable - [n/a -
n/a - n/al)
EU-EC- 09/02/2022 |Spontaneous |Healthcare |Non Not available |12-17 |Not Female |No Altered state of consciousness |COMIRNATY Not reported ICSR
10011551141 Professional |European Years |Specified (n/a - Recovering/Resolving -  |[TOZINAMERAN] (S -
Economic Other Medically Important COVID-19
Area Condition), immunisation - Not
applicable - [1d - n/a
Chest discomfort (n/a - - Unknown])
Recovering/Resolving - ),
Chest pain (n/a -
Recovered/Resolved - ),
Diarrhoea (n/a -
Recovering/Resolving - ),
Headache (n/a -
Recovering/Resolving - ),
Nausea (n/a -
Recovering/Resolving - ),
Pyrexia (n/a -
Recovering/Resolving - ),
Vomiting (n/a -
Recovering/Resolving - )
EU-EC- 09/02/2022 |Spontaneous |Healthcare |Non Not available |12-17 |Not Male No Bundle branch block right (n/a |COMIRNATY Not reported ICSR
10011551146 Professional |European Years |Specified - Recovering/Resolving - [TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation, Other immunisation - Not
Medically Important applicable - [1d - n/a
Condition), - Intramuscular])
Chest discomfort (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Chest pain (n/a -
Recovering/Resolving -
Caused/Prolonged
https://dap.ema.europa.eu/analytics/saw.dll?Go 22/71
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Run Line Listing Report

Hospitalisation),

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

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

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

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

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

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

EU-EC- 09/02/2022 | Spontaneous
10011551148

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

Not reported

—
@}
o

EU-EC- 09/02/2022 | Spontaneous
10011551163

Non
Healthcare
Professional

Non
European
Economic
Area

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

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

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

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

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

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

Oral allergy syndrome (n/a -
Unknown - Other Medically
Important Condition),

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

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

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

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

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

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

Not reported

—
@}
wel
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Vomiting (n/a -
Recovering/Resolving - Other
Medically Important Condition)
EU-EC- 09/02/2022 |Spontaneous |Healthcare |Non Not available |12-17 |Not Female |No Asthma (n/a - Unknown - COMIRNATY Not reported ICSR
10011551164 Professional |European Years |Specified Caused/Prolonged [TOZINAMERAN] (S -
Economic Hospitalisation), COVID-19
Area immunisation - Not
Cardiac disorder (n/a - applicable - [1d - n/a
Unknown - Caused/Prolonged |- Intramuscular])
Hospitalisation),
Palpitations (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation)
EU-EC- 09/02/2022 |Spontaneous |Healthcare |Non Not available |12-17 |Not Male No Myalgia (n/a - Unknown - ), COMIRNATY Not reported ICSR
10011551168 Professional |European Years |Specified [TOZINAMERAN] (S -
Economic Myocarditis (n/a - COVID-19
Area Recovering/Resolving - immunisation - Not
Caused/Prolonged applicable - [1d - n/a
Hospitalisation), - Unknown])
Pyrexia (2d -
Recovered/Resolved - ),
Vaccination site pain (n/a -
Unknown - )
EU-EC- 09/02/2022 | Spontaneous |Non European |Not available |12-17 |Not Female |No Amenorrhoea (n/a - COMIRNATY Not reported ICSR
10011551257 Healthcare |Economic Years |Specified Recovering/Resolving - ), [TOZINAMERAN] (S -
Professional |Area COVID-19
Anovulatory cycle (n/a - immunisation - Not
Recovering/Resolving - ) applicable - [n/a -
n/a - n/al)
EU-EC- 09/02/2022 |Spontaneous | Healthcare |European |Not available |12-17 |Not Male No Myocarditis (n/a - COMIRNATY Not reported ICSR
10011551299 Professional |Economic Years |Specified Recovering/Resolving - [TOZINAMERAN] (S -
Area Caused/Prolonged n/a-n/a-[n/a-n/a
Hospitalisation) - n/al)
EU-EC- 09/02/2022 | Spontaneous | Non Non Not available |12-17 |Not Male No Fall (n/a - Unknown - ), COMIRNATY Not reported ICSR
10011551551 Healthcare |European Years |Specified [TOZINAMERAN] (S -
Professional |Economic Inappropriate schedule of COVID-19
Area product administration (n/a - |immunisation - Not
Unknown - ), applicable - [1d - n/a
- n/al)
Loss of consciousness (0d -
Recovered/Resolved - Other
Medically Important
Condition),
Vision blurred (n/a - Unknown
EU-EC- 09/02/2022 |Spontaneous |Healthcare |Non Not available |12-17 |Not Male No Abdominal pain upper (n/fa- |COMIRNATY Not reported ICSR
10011551610 Professional |European Years |Specified Recovering/Resolving - Life [TOZINAMERAN] (S -
Economic Threatening), COVID-19
Area immunisation - Not
Chest discomfort (n/a - applicable - [1d - n/a
Recovering/Resolving - Life - Intramuscular])
Threatening),
Chest pain (n/a -
Recovering/Resolving - Life
Threatening),
Dehydration (n/a -
Recovering/Resolving - Life
Threatening),
Dizziness (n/a -
Recovering/Resolving - Life
Threatening),
Ear inflammation (n/a -
Recovering/Resolving - Life
Threatening),
Loss of consciousness (n/a -
Recovering/Resolving - Life
Threatening, Other Medically
Important Condition),
Myocarditis (n/a -
Recovering/Resolving - Life
Threatening, Other Medically
Important Condition),
Sinus bradycardia (1d -
Recovered/Resolved - ),
Syncope (n/a -
Recovering/Resolving - Life
Threatening, Other Medically
Important Condition)
EU-EC- 09/02/2022 |Spontaneous |Non European |Not available |12-17 |Not Male No Myocarditis (n/a - Unknown - | COMIRNATY Not reported ICSR
10011551615 Healthcare |Economic Years |Specified Other Medically Important [TOZINAMERANT] (S -
Professional |Area Condition) COVID-19
immunisation - Not
applicable - [n/a -
n/a - n/al)
EU-EC- 09/02/2022 |Spontaneous |Non Non Not available |12-17 |Not Female |No Decreased appetite (n/a - COMIRNATY Not reported ICSR
10011551618 Healthcare |European Years |Specified Unknown - Other Medically [TOZINAMERAN] (S -
Professional |Economic Important Condition), COVID-19
Area immunisation - Not
Dysgeusia (n/a - Not applicable - [n/a -
Recovered/Not Resolved - n/a - n/a])
Other Medically Important
Condition),
Feeling abnormal (n/a -
Unknown - Other Medically
Important Condition),
Parosmia (n/a - Unknown -
Other Medically Important
Condition),
Taste disorder (n/a - Not
Recovered/Not Resolved -
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Other Medically Important
Condition)
EU-EC- 09/02/2022 |Spontaneous |Healthcare |European |Not available |12-17 |Not Not No COVID-19 (n/a - Unknown - COMIRNATY Not reported ICSR
10011551639 Professional |Economic Years |Specified |Specified Other Medically Important [TOZINAMERAN] (S -
Area Condition), COVID-19
immunisation - Not
Vaccination failure (n/a - applicable - [n/a -
Unknown - Other Medically n/a - n/a])
Important Condition)
EU-EC- 09/02/2022 | Spontaneous |Healthcare |Non Not available |12-17 |Not Female |No Dizziness (n/a - COMIRNATY Not reported ICSR
10011551651 Professional |European Years |Specified Recovering/Resolving - [TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d - n/a
Myocarditis (n/a - -n/a))
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Pericarditis (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Pyrexia (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Tinnitus (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation)
EU-EC- 09/02/2022 |Spontaneous |Non European |Not available |12-17 |Adolescent Female |No Injection site pain (1d - Not COMIRNATY Not reported ICSR
10011551717 Healthcare |Economic Years Recovered/Not Resolved - ) [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
[n/a - n/a - n/al)
EU-EC- 09/02/2022 |Spontaneous |Healthcare |Non Not available |12-17 |Not Female |No Axillary pain (n/a - COMIRNATY Not reported ICSR
10011551882 Professional |European Years |Specified Recovered/Resolved - [TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d - n/a
Chest pain (n/a - - n/a))
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Inappropriate schedule of
product administration (n/a -
Unknown - ),
Myocarditis (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation, Other
Medically Important Condition)
EU-EC- 09/02/2022 |Spontaneous |Healthcare |Non Not available |12-17 |Not Female |No Abdominal pain (n/a - COMIRNATY Not reported ICSR
10011551993 Professional |European Years |Specified Recovering/Resolving - [TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d - n/a
Cough (n/a - - Intramuscular])
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Decreased appetite (n/a -
Unknown - Caused/Prolonged
Hospitalisation),
Dengue fever (n/a - Unknown
Nasopharyngitis (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Pyrexia (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Rash (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Vomiting (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation)
EU-EC- 09/02/2022 |Spontaneous |Non European |Not available |12-17 |Adolescent |Female |No Influenza like illness (18h - COMIRNATY Not reported ICSR
10011552198 Healthcare |Economic Years Recovered/Resolved - ), [TOZINAMERAN] (S -
Professional |Area COVID-19
Vomiting (18h - immunisation - Not
Recovered/Resolved - ) applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 09/02/2022 |Spontaneous |Non European |Not available |12-17 |Not Female |No Chills (n/a - COMIRNATY Not reported ICSR
10011552207 Healthcare |Economic Years |Specified Recovered/Resolved - ), [TOZINAMERAN] (S -
Professional |Area COvID-19
Menstrual disorder (n/a - immunisation - Not
Recovering/Resolving - ), applicable - [n/a -
1{DF} - n/a])
Menstruation delayed (n/a -
Recovering/Resolving - ),
Nausea (1d -
Recovered/Resolved - )
EU-EC- 09/02/2022 |Spontaneous |Healthcare |European |Not available |12-17 |Not Male No Administration site reaction COMIRNATY Not reported ICSR
10011552430 Professional |Economic Years |Specified (n/a - Recovered/Resolved - [TOZINAMERAN] (S -
Area Other Medically Important COVID-19
Condition), immunisation - n/a -
[n/a - 1{DF} - n/a])
Lip oedema (n/a -
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Recovered/Resolved -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),
Pruritus (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation, Other
Medically Important Condition)
EU-EC- 09/02/2022 | Spontaneous |Healthcare |Non Not available |12-17 |Not Male No Hyperhidrosis (n/a - COMIRNATY Not reported ICSR
10011552539 Professional |European Years |Specified Recovered/Resolved - ), [TOZINAMERAN] (S -
Economic n/a - Not applicable -
Area Hypotension (n/a - [n/a-n/a-
Recovered/Resolved - ), Intramuscular]),
Lethargy (n/a - [INFLUENZA A VIRUS
Recovered/Resolved - ), A/BRISBANE/10/2010
(HIN1) ANTIGEN
Lip swelling (n/a - (MDCK CELL
Recovered/Resolved - ), DERIVED,
PROPIOLACTONE
Syncope (0d - INACTIVATED)] (S -
Recovered/Resolved - Other  |n/a - Not applicable -
Medically Important [n/a-n/a-
Condition), Intramuscular])
Vomiting (n/a -
Recovered/Resolved - )
EU-EC- 09/02/2022 | Spontaneous |Healthcare |European |Not available |12-17 |Not Male No Myocarditis (n/a - Not COMIRNATY Not reported ICSR
10011552580 Professional |Economic Years |Specified Recovered/Not Resolved - [TOZINAMERAN] (S -
Area Caused/Prolonged Immunisation - n/a -
Hospitalisation) [n/a - 3{DF} - n/a])
EU-EC- 09/02/2022 |Spontaneous |Healthcare |Non Not available |12-17 |Not Male No Asthma (n/a - Unknown - COMIRNATY Not reported ICSR
10011552896 Professional |European Years |Specified Caused/Prolonged [TOZINAMERAN] (S -
Economic Hospitalisation), COVID-19
Area immunisation - Not
Chest discomfort (n/a - applicable - [1d - n/a
Recovering/Resolving - - Intramuscular])
Caused/Prolonged
Hospitalisation),
Palpitations (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Pyrexia (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Respiration abnormal (n/a -
Unknown - Caused/Prolonged
Hospitalisation)
EU-EC- 09/02/2022 | Spontaneous |Healthcare |Non Not available |12-17 |Not Male No Blood pressure increased (n/a |COMIRNATY Not reported ICSR
10011552897 Professional |European Years |Specified - Unknown - ), [TOZINAMERAN] (S -
Economic COVID-19
Area Chest pain (n/a - Not immunisation - Not
Recovered/Not Resolved - applicable - [1d -
Other Medically Important .3mL -
Condition), Intramuscular])
Cough (n/a - Unknown - ),
Lung infiltration (n/a -
Unknown - ),
Mycoplasma test positive (n/a
- Unknown - ),
Nasal congestion (n/a -
Unknown - ),
Oropharyngeal pain (n/a -
Unknown - ),
Palpitations (n/a - Not
Recovered/Not Resolved -
Other Medically Important
Condition),
Rhinorrhoea (n/a - Unknown -
EU-EC- 09/02/2022 | Spontaneous |Healthcare |Non Not available |12-17 |Not Male No Myocarditis (n/a - COMIRNATY Not reported ICSR
10011552915 Professional |European Years |Specified Recovering/Resolving - [TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation, Other immunisation - Not
Medically Important Condition) |applicable - [1d - n/a
- Intramuscular])
EU-EC- 09/02/2022 |Spontaneous |Healthcare |Non Not available |12-17 |Not Male No Dyspnoea (n/a - COMIRNATY Not reported ICSR
10011552929 Professional |European Years |Specified Recovering/Resolving - Other  |[TOZINAMERAN] (S -
Economic Medically Important COVID-19
Area Condition), immunisation - Not
applicable - [1d - n/a
Palpitations (n/a - - Unknown])
Recovering/Resolving - Other
Medically Important Condition)
EU-EC- 09/02/2022 |Spontaneous |Non European |Not available |12-17 |Adolescent Male No Appendicitis (n/a - COMIRNATY Not reported ICSR
10011552933 Healthcare |Economic Years Recovering/Resolving - [TOZINAMERAN] (S -
Professional |Area Caused/Prolonged COVID-19
Hospitalisation) immunisation - Not
applicable - [1d -
.3mL -
Intramuscular])
EU-EC- 09/02/2022 | Spontaneous |[Non European |Not available |12-17 |Not Female |No Decreased appetite (n/a - COMIRNATY Not reported ICSR
10011553033 Healthcare |Economic Years |Specified Recovered/Resolved - ), [TOZINAMERAN] (S -
Professional |Area COvID-19
Dyspnoea (n/a - immunisation - Drug
Recovered/Resolved - ), withdrawn - [1d -
1{DF} -
Fatigue (n/a - Intramuscular])
Recovered/Resolved - ),
Laryngeal oedema (n/a -
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Recovered/Resolved - ),
Vaccination site pain (n/a -
Recovered/Resolved - )
EU-EC- 09/02/2022 | Spontaneous |Healthcare |European |Not available |12-17 |Adolescent |[Female |No Urticaria (48h - COMIRNATY Not reported ICSR
10011553134 Professional |Economic Years Recovered/Resolved - ) [TOZINAMERAN] (S -
Area COVID-19
immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 09/02/2022 | Spontaneous |Healthcare |European |Not available |12-17 |Adolescent |Male No Influenza like illness (n/a - COMIRNATY Not reported ICSR
10011553177 Professional |Economic Years Recovering/Resolving - ), [TOZINAMERAN] (S -
Area COVID-19
Photophobia (n/a - immunisation - Not
Recovering/Resolving - ), applicable - [1d -
.3mL -
Pyrexia (n/a - Intramuscular])
Recovering/Resolving - )
EU-EC- 09/02/2022 |Spontaneous |Non European |Not available |12-17 |Adolescent Female |No Abdominal pain (n/a - COMIRNATY Not reported ICSR
10011553217 Healthcare |Economic Years Recovered/Resolved - ), [TOZINAMERANT] (S -
Professional |Area COVID-19
Asthenia (24h - immunisation - Not
Recovered/Resolved - ), applicable - [1d -
1{DF} -
Headache (24h - Intramuscular])
Recovered/Resolved - ),
Hot flush (24h -
Recovered/Resolved - ),
Hypotension (24h -
Recovered/Resolved - ),
Malaise (24h -
Recovered/Resolved - ),
Nausea (24h -
Recovered/Resolved - ),
Pyrexia (24h -
Recovered/Resolved - ),
Tachycardia (24h -
Recovered/Resolved - ),
Vaccination site pain (24h -
Recovered/Resolved - )
EU-EC- 09/02/2022 | Spontaneous | Non European |Not available |12-17 |Adolescent |Male No Rash (2d - Recovered/Resolved | COMIRNATY Not reported ICSR
10011553305 Healthcare |Economic Years -) [TOZINAMERAN] (S -
Professional |Area COVID-19
immunisation - Not
applicable - [n/a -
n/a - Intramuscular])
EU-EC- 09/02/2022 |Spontaneous |Healthcare |European |Not available |12-17 |Adolescent |[Female |No Ageusia (n/a - COMIRNATY Not reported ICSR
10011553358 Professional |Economic Years Recovering/Resolving - ), [TOZINAMERAN] (S -
Area COVID-19
Anosmia (n/a - immunisation - Not
Recovering/Resolving - ) applicable - [27d -
1{DF} -
Intramuscular])
EU-EC- 09/02/2022 | Spontaneous |Non European |Not available |12-17 |Adolescent |Female [No Bronchial hyperreactivity (n/a - [ COMIRNATY Not reported ICSR
10011553381 Healthcare |Economic Years Recovering/Resolving - ), [TOZINAMERAN] (S -
Professional |Area COvID-19
Pyrexia (n/a - immunisation - Drug
Recovering/Resolving - ), withdrawn - [1d -
1{DF} - n/a])
Rash (n/a -
Recovering/Resolving - ),
Viral infection (61d -
Recovering/Resolving - )
EU-EC- 09/02/2022 |Spontaneous |Non European |Not available |12-17 |Not Female |No Menstruation delayed (3mo - | COMIRNATY Not reported ICSR
10011553553 Healthcare |Economic Years |Specified Recovered/Resolved - ) [TOZINAMERAN] (S -
Professional |Area COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 09/02/2022 | Spontaneous | Non European |Not available |12-17 |Adolescent [Female |No Abdominal pain (n/a - COMIRNATY Not reported ICSR
10011553607 Healthcare |Economic Years Unknown - ), [TOZINAMERAN] (S -
Professional |Area COVID-19
Headache (n/a - Unknown - ), |immunisation - Not
applicable - [n/a -
Heavy menstrual bleeding (n/a |1{DF} - n/a])
- Unknown - ),
Menstruation irregular (n/a -
Unknown - )
EU-EC- 09/02/2022 |Spontaneous |Healthcare |Non Not available |12-17 |Not Male No Angina pectoris (n/a - COMIRNATY Not reported ICSR
10011553685 Professional |European Years |Specified Unknown - Other Medically [TOZINAMERAN] (S -
Economic Important Condition), COVID-19
Area immunisation - Not
Palpitations (n/a - applicable - [1d - n/a
Recovering/Resolving - Other |- Unknown])
Medically Important
Condition),
Pericarditis (n/a -
Recovering/Resolving - Other
Medically Important Condition)
EU-EC- 09/02/2022 |Spontaneous |Healthcare |Non Not available |12-17 |Not Male No Asthenia (n/a - COMIRNATY Not reported ICSR
10011553688 Professional |European Years |Specified Recovered/Resolved - Other [TOZINAMERAN] (S -
Economic Medically Important COVID-19
Area Condition), immunisation - Not
applicable - [1d -
Chest discomfort (n/a - .5mL -
Recovered/Resolved - Other Intramuscular])
Medically Important
Condition),
Incorrect dose administered
(n/a - Unknown - )
EU-EC- 09/02/2022 | Spontaneous |Healthcare |Non Not available |12-17 |Not Male No Chest discomfort (n/a - COMIRNATY Not reported ICSR
10011553705 Professional |European Years |Specified Recovering/Resolving - [TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation), immunisation - Not
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Chest pain (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),

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

applicable - [1d - n/a
- Unknown])

EU-EC-
10011554119

09/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

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

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

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

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

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

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

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

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

Not reported

=
[}
70

EU-EC-
10011554128

09/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

Not reported

e
[}
0

EU-EC-
10011554129

09/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Chest pain (12d -
Recovered/Resolved - Other
Medically Important
Condition),

Cold sweat (14d -
Recovered/Resolved - Other
Medically Important
Condition),

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

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

Thrombocytopenia (14d -
Recovered/Resolved - Other
Medically Important Condition)

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

Not reported

H
(9
7]

EU-EC-
10011554143

09/02/2022

Spontaneous

Non
Healthcare

Non
European

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

Not available

12-17
Years

Not
Specified

Female

Loss of consciousness (2min -
Recovered/Resolved - Other

COMIRNATY
[TOZINAMERAN] (S -

Not reported

e
[}
0

28/71
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Professional

Economic
Area

Run Line Listing Report

Medically Important
Condition),

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

COVID-19
immunisation - Not
applicable - [n/a -
n/a - n/al)

EU-EC-
10011554256

09/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

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

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

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

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

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

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

Not reported

e
%}
o

EU-EC-
10011554301

09/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

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

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

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

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

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

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

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

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

Not reported

._4
(9
7]

EU-EC-
10011554371

09/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Not
Specified

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

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

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

Not reported

e
%}
70

EU-EC-
10011554405

09/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

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

Not available

12-17
Years

Not
Specified

Female

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

Dizziness (n/a -

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

Not reported

i
(]
el

29/71
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Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Dyspnoea (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Headache (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation)
EU-EC- 09/02/2022 | Spontaneous | Healthcare |European |Not available |12-17 |Adolescent |Male No COVID-19 (n/a - Unknown - | COMIRNATY Not reported ICSR
10011554435 Professional |Economic Years Other Medically Important [TOZINAMERAN] (S -
Area Condition), n/a-n/a-[n/a-n/a
- Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 09/02/2022 |Spontaneous |Healthcare |European |Not available |12-17 |Adolescent |Female |No COVID-19 (n/a - Unknown - | COMIRNATY Not reported ICSR
10011554485 Professional |Economic Years Other Medically Important [TOZINAMERAN] (S -
Area Condition), n/a-n/a-[n/a-n/a
- Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 09/02/2022 |Spontaneous |Healthcare |Non Not available |12-17 |Not Male No Bronchitis (n/a - COMIRNATY Not reported ICSR
10011554612 Professional |European Years |Specified Recovering/Resolving - [TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d - n/a
Pharyngeal erythema (n/a - - Intramuscular])
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Pharyngeal swelling (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Pyrexia (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation)
EU-EC- 09/02/2022 |Spontaneous |Healthcare |Non Not available |12-17 |Not Male No Chest pain (n/a - COMIRNATY Not reported ICSR
10011554613 Professional |European Years |Specified Recovering/Resolving - Other  |[TOZINAMERAN] (S -
Economic Medically Important COVID-19
Area Condition), immunisation - Not
applicable - [1d - n/a
Dizziness (n/a - -n/al)
Recovering/Resolving - Other
Medically Important
Condition),
Myocarditis (n/a -
Recovering/Resolving - Other
Medically Important
Condition),
Syncope (n/a -
Recovering/Resolving - Other
Medically Important
Condition),
Vomiting (n/a -
Recovering/Resolving - Other
Medically Important Condition)
EU-EC- 09/02/2022 |Spontaneous |Healthcare |Non Not available |12-17 |Not Male No Chest pain (16d - COMIRNATY Not reported ICSR
10011554966 Professional |European Years |Specified Recovered/Resolved - [TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation, Other immunisation - Not
Medically Important applicable - [1d - n/a
Condition), - Unknown])
Myocarditis (16d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),
Pyrexia (16d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation, Other
Medically Important Condition)
EU-EC- 09/02/2022 | Spontaneous |Healthcare |European |Not available |12-17 |Adolescent |Female |No COVID-19 (n/a - Unknown - COMIRNATY Not reported ICSR
10011555088 Professional |Economic Years Other Medically Important [TOZINAMERAN] (S -
Area Condition), n/a-n/a-[n/a-n/a
- Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 09/02/2022 | Spontaneous |Healthcare |European |Not available |12-17 |Adolescent |Male No Pyrexia (n/a - COMIRNATY Not reported ICSR
10011555448 Professional |Economic Years Recovering/Resolving - ) [TOZINAMERAN] (S -
Area COvID-19
immunisation - Drug
withdrawn - [1d -
.3mL -
Intramuscular])
EU-EC- 09/02/2022 |Spontaneous |Healthcare |European |Not available |12-17 |Adolescent |Female |No Amenorrhoea (100d - COMIRNATY Not reported ICSR
10011555481 Professional |Economic Years Recovered/Resolved - ) [TOZINAMERAN] (S -
Area COVID-19
immunisation - Not
applicable - [1d -
1{DF} - n/a])
EU-EC- 09/02/2022 |Spontaneous |Non European |Not available |12-17 |Not Not No COVID-19 (n/a - Unknown - COMIRNATY Not reported ICSR
10011555781 Healthcare |Economic Years |Specified |Specified Other Medically Important [TOZINAMERAN] (S -
Professional |Area Condition), COVID-19
immunisation - Not
Drug ineffective (n/a - applicable - [1d - n/a
Unknown - Other Medically - n/a - More in
Important Condition) ICSR])
EU-EC- 09/02/2022 | Spontaneous |Healthcare |European |Not available |12-17 |Adolescent Female |No Heavy menstrual bleeding (n/a | COMIRNATY COMIRNATY ICSR
https://dap.ema.europa.eu/analytics/saw.dlI?Go 30/71
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10011555891 Professional |Economic Years - Not Recovered/Not Resolved |[TOZINAMERAN] (S - |[TOZINAMERAN] (C -
Area =), COVID-19 COVID-19 immunisation -
immunisation - Not | Not applicable - [n/a - n/a -
Polymenorrhoea (n/a - Not applicable - [n/a - Intramuscular])
Recovered/Not Resolved - ) n/a - Intramuscular])
EU-EC- 09/02/2022 | Spontaneous |Healthcare |European |Not available |12-17 |Adolescent Male No COVID-19 (n/a - Unknown - COMIRNATY Not reported ICSR
10011556271 Professional |Economic Years Other Medically Important [TOZINAMERAN] (S -
Area Condition), n/a-n/a-[n/a-n/a
- Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 09/02/2022 |Spontaneous |Healthcare |Non Not available |12-17 |Not Male No Cardiac discomfort (n/a - Not | COMIRNATY Not reported ICSR
10011556579 Professional |European Years |Specified Recovered/Not Resolved - [TOZINAMERAN] (S -
Economic Other Medically Important COVID-19
Area Condition), immunisation - Not
applicable - [1d - n/a
Chest discomfort (n/a - Not - Intramuscular])
Recovered/Not Resolved -
Other Medically Important
Condition),
Dyspnoea (n/a - Not
Recovered/Not Resolved -
Other Medically Important
Condition),
Inappropriate schedule of
product administration (n/a -
Not Recovered/Not Resolved -
Other Medically Important
Condition),
Palpitations (n/a - Not
Recovered/Not Resolved -
Other Medically Important
Condition),
Pericardial effusion (n/a - Not
Recovered/Not Resolved -
Other Medically Important
Condition),
Pleuritic pain (n/a - Not
Recovered/Not Resolved -
Other Medically Important
Condition)
EU-EC- 09/02/2022 |Spontaneous |Healthcare |Non Not available |12-17 |Not Male No Chest pain (5d - COMIRNATY Not reported ICSR
10011556583 Professional |European Years |Specified Recovered/Resolved - [TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d - n/a
Headache (8d - - Unknown])
Recovered/Resolved - ),
Myocardial necrosis marker
increased (5d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Myocarditis (5d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Nausea (8d -
Recovered/Resolved - )
EU-EC- 09/02/2022 | Spontaneous |Non European |Not available |12-17 |Not Male No Myalgia (n/a - Unknown - ) COMIRNATY Not reported ICSR
10011556602 Healthcare |Economic Years |Specified [TOZINAMERAN] (S -
Professional |Area COVID-19
immunisation - Not
applicable - [n/a -
n/a - n/al)
EU-EC- 09/02/2022 |Spontaneous |Healthcare |Non Not available |12-17 |Not Female |No Headache (n/a - COMIRNATY Not reported ICSR
10011556691 Professional |European Years |Specified Recovered/Resolved - Other [TOZINAMERAN] (S -
Economic Medically Important COVID-19
Area Condition), immunisation - Not
applicable - [1d - n/a
Malaise (n/a - - Unknown])
Recovered/Resolved - Other
Medically Important
Condition),
Nausea (n/a -
Recovered/Resolved - Other
Medically Important Condition)
EU-EC- 09/02/2022 | Spontaneous | Non European |Not available |12-17 |Adolescent |Male No Headache (n/a - Not COMIRNATY COMIRNATY ICSR
10011556733 Healthcare |Economic Years Recovered/Not Resolved - [TOZINAMERAN] (S - | [TOZINAMERAN] (C -
Professional |Area Other Medically Important Immunisation - n/a - |Immunisation - n/a - [n/a -
Condition), [n/a - 3{DF} - n/a]) |1{DF} - n/a]),
Nausea (n/a - Not COMIRNATY
Recovered/Not Resolved - [TOZINAMERAN] (C -
Other Medically Important Immunisation - n/a - [n/a -
Condition), 2{DF} - n/a])
Pain (n/a - Not Recovered/Not
Resolved - Other Medically
Important Condition)
EU-EC- 09/02/2022 |Spontaneous |Healthcare |European |Not available |12-17 |Not Male No Radial nerve palsy (n/a - Not |COMIRNATY Not reported ICSR
10011556785 Professional |Economic Years |Specified Recovered/Not Resolved - [TOZINAMERAN] (S -
Area Disabling) COVID-19
immunisation - Not
applicable - [n/a -
n/a - Intramuscular])
EU-EC- 09/02/2022 | Spontaneous | Non European |Not available |12-17 |Adolescent [Female |No Motor dysfunction (n/a - COMIRNATY Not reported ICSR
10011556956 Healthcare |Economic Years Unknown - Caused/Prolonged |[TOZINAMERAN] (S -
Professional |Area Hospitalisation), Immunisation - n/a -
[n/a - 3{DF} - n/al)
Myelitis transverse (n/a -
Unknown - Caused/Prolonged
Hospitalisation),
Sensory level abnormal (n/a -
Unknown - Caused/Prolonged
https://dap.ema.europa.eu/analytics/saw.dlI?Go 31/71
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Hospitalisation),
Urinary hesitation (n/a -
Unknown - Caused/Prolonged
Hospitalisation)
EU-EC- 09/02/2022 | Spontaneous |Non European |Not available |12-17 |Adolescent |Male No Agranulocytosis (5d - COMIRNATY Not reported ICSR
10011556967 Healthcare |Economic Years Recovered/Resolved - ) [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
[n/a - 2{DF} - n/a])
EU-EC- 09/02/2022 | Spontaneous |Non European |Not available |12-17 |Child Female |No Pain (n/a - COMIRNATY Not reported ICSR
10011556968 Healthcare |Economic Years Recovered/Resolved - ), [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
Peripheral swelling (n/a - [n/a - 3{DF} - n/a])
Recovered/Resolved - )
EU-EC- 09/02/2022 | Spontaneous |Non European |Not available |12-17 |Adolescent |Female [No Fatigue (n/a - Unknown - ), COMIRNATY Not reported ICSR
10011556984 Healthcare |Economic Years [TOZINAMERAN] (S -
Professional |Area Headache (n/a - Unknown - ) |Immunisation - n/a -
[n/a - 2{DF} - n/al)
EU-EC- 09/02/2022 |Spontaneous |Healthcare |Non Not available |12-17 |Not Male No Abdominal pain (n/a - COMIRNATY Not reported ICSR
10011557013 Professional |European Years |Specified Unknown - Caused/Prolonged |[TOZINAMERAN] (S -
Economic Hospitalisation), COVID-19
Area immunisation - Not
Chest pain (n/a - applicable - [1d - n/a
Recovered/Resolved - - Unknown])
Caused/Prolonged
Hospitalisation),
Diarrhoea (n/a - Unknown -
Caused/Prolonged
Hospitalisation),
Oxygen saturation decreased
(n/a - Unknown -
Caused/Prolonged
Hospitalisation),
Pyrexia (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 09/02/2022 | Spontaneous |Non European |Not available |12-17 |Adolescent |Female [No Paraesthesia (n/a - Unknown - |COMIRNATY COMIRNATY ICSR
10011557084 Healthcare |Economic Years ) [TOZINAMERAN] (S - |[TOZINAMERAN] (C -
Professional |Area Immunisation - n/a - |Immunisation - n/a - [n/a -
Pruritus (n/a - Unknown - ) [n/a - 2{DF} - n/a]) |1{DF} - n/a])
EU-EC- 09/02/2022 |Spontaneous |Non European |Not available |12-17 |Not Female |No Vaccination site pain (n/a - COMIRNATY Not reported ICSR
10011557124 Healthcare |Economic Years |Specified Recovered/Resolved - ) [TOZINAMERAN] (S -
Professional |Area COVID-19
prophylaxis - n/a -
[n/a-n/a-
Intramuscular])
EU-EC- 09/02/2022 | Spontaneous |Healthcare |European |Not available |12-17 |Adolescent |Male No COVID-19 (n/a - Unknown - COMIRNATY Not reported ICSR
10011557505 Professional |Economic Years Other Medically Important [TOZINAMERAN] (S -
Area Condition), n/a-n/a-[n/a-n/a
- Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 09/02/2022 | Spontaneous |Non European |Not available |12-17 |Adolescent |Male No Headache (0d - COMIRNATY Not reported ICSR
10011557560 Healthcare |Economic Years Recovered/Resolved - ), [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
Lymphadenopathy (4d - [n/a - n/a - n/al)
Recovered/Resolved - )
EU-EC- 09/02/2022 | Spontaneous |Non European |Not available |12-17 |Adolescent |Female [No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011557571 Healthcare |Economic Years Recovered/Resolved - ), [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
Influenza (n/a - [n/a - n/a - n/al])
Recovered/Resolved - )
EU-EC- 09/02/2022 | Spontaneous | Non European |Not available |12-17 |Adolescent |Male No Lymphadenopathy (n/a - Not  |COMIRNATY Not reported ICSR
10011557614 Healthcare |Economic Years Recovered/Not Resolved - ) [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 09/02/2022 | Spontaneous |Non European |Not available |12-17 |Not Male No Tachycardia (4d - COMIRNATY Not reported ICSR
10011557631 Healthcare |Economic Years |Specified Recovering/Resolving - ) [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
[n/a - n/a - n/al)
EU-EC- 09/02/2022 | Spontaneous | Non European |Not available |12-17 |Not Male No Testicular pain (n/a - Not COMIRNATY Not reported ICSR
10011557633 Healthcare |Economic Years |Specified Recovered/Not Resolved - ) [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 09/02/2022 |Spontaneous |Non European |Not available |12-17 |Adolescent Female |No Toothache (9d - Not COMIRNATY Not reported ICSR
10011557634 Healthcare |Economic Years Recovered/Not Resolved - ) [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
[n/a-n/a-
Intramuscular])
EU-EC- 09/02/2022 | Spontaneous |[Non European |Not available |12-17 |Adolescent |Male No Lymphadenopathy (n/a - COMIRNATY Not reported ICSR
10011557665 Healthcare |Economic Years Recovering/Resolving - ), [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
Vaccination site pain (n/a - [n/a - n/a - n/al)
Recovering/Resolving - )
EU-EC- 09/02/2022 | Spontaneous |Non European |Not available |12-17 |Adolescent |Male No Rash (10d - COMIRNATY Not reported ICSR
10011557692 Healthcare |Economic Years Recovering/Resolving - ), [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
Varicella (10d - [n/a - n/a - n/al])
Recovering/Resolving - )
EU-EC- 09/02/2022 | Spontaneous |Non European |Not available |12-17 |Not Male No Myalgia (10d - COMIRNATY Not reported ICSR
10011557707 Healthcare |Economic Years |Specified Recovering/Resolving - ) [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
[n/a - n/a - n/al)
EU-EC- 09/02/2022 | Spontaneous | Non European |Not available |12-17 |Adolescent |Male No Balance disorder (11d - COMIRNATY Not reported ICSR
10011557719 Healthcare |Economic Years Recovered/Resolved With [TOZINAMERAN] (S -
Professional |Area Sequelae - ), Immunisation - n/a -
[n/a - n/a - n/al)
Chills (11d -
Recovered/Resolved With
Sequelae - ),
Dizziness (11d -
Recovered/Resolved With
Sequelae - ),
Nausea (11d -
Recovered/Resolved With
Sequelae - )
EU-EC- 09/02/2022 |Spontaneous |Non European |Not available |12-17 |Adolescent Female |No Arrhythmia (1d - Not COMIRNATY Not reported ICSR
https://dap.ema.europa.eu/analytics/saw.dll?Go 32/71
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10011557724

Healthcare
Professional

Economic
Area

Years

Run Line Listing Report

Recovered/Not Resolved - ),

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

Limb discomfort (1d - Not
Recovered/Not Resolved - ),

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

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

EU-EC-
10011557738

09/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

Influenza (n/a -
Recovered/Resolved - )

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

Not reported

=
@}
70

EU-EC-
10011557747

09/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

Limb discomfort (2d - Not
Recovered/Not Resolved - )

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

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

Not reported

i
9]
we]

EU-EC-
10011557753

09/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Cardiovascular disorder (n/a -
Unknown - ),

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

Syncope (n/a - Unknown - )

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

Not reported

=
@)
o

EU-EC-
10011557757

09/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Fatigue (2d -
Recovered/Resolved - ),

Headache (2d -
Recovered/Resolved - ),

Influenza like illness (2d -
Recovered/Resolved - ),

Limb discomfort (2d -
Recovered/Resolved - ),

Pain in extremity (2d -
Recovered/Resolved - ),

Pyrexia (2d -
Recovered/Resolved - )

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

Not reported

._4
(9
7]

EU-EC-
10011528745

08/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Dysphagia (0d -
Recovered/Resolved - ),

Swollen tongue (0d -
Recovered/Resolved - )

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

Not reported

e
(%]
7o

EU-EC-
10011528749

08/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Arrhythmia (43d -
Recovered/Resolved - Other
Medically Important
Condition),

Asthenia (43d -
Recovered/Resolved - Other
Medically Important
Condition),

Dyspnoea (43d -
Recovered/Resolved - Other
Medically Important
Condition),

Fatigue (43d -
Recovered/Resolved - Other
Medically Important Condition)

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

Not reported

e
(]
20

EU-EC-
10011529289

08/02/2022

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

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

Aspartate aminotransferase
increased (n/a - Not
Recovered/Not Resolved -
Caused/Prolonged
Hospitalisation),

Blood alkaline phosphatase
(n/a - Not Recovered/Not
Resolved - Caused/Prolonged
Hospitalisation),

C-reactive protein (n/a - Not
Recovered/Not Resolved -
Caused/Prolonged
Hospitalisation),

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

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

Gamma-glutamyltransferase
increased (n/a - Not
Recovered/Not Resolved -
Caused/Prolonged
Hospitalisation),

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

Pyrexia (n/a - Not
Recovered/Not Resolved -
Caused/Prolonged

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

Not reported

i
(%]
pe]

33/71
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Hospitalisation),
Vomiting (n/a - Not
Recovered/Not Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 08/02/2022 | Spontaneous |Healthcare |European |Not available |12-17 |Not Male No Anuria (n/a - COMIRNATY Not reported ICSR
10011529356 Professional |Economic Years |Specified Recovered/Resolved With [TOZINAMERAN] (S -
Area Sequelae - Caused/Prolonged |COVID-19
Hospitalisation), immunisation - n/a -
[n/a - .3mL -
Haematuria (n/a - Intramuscular])
Recovered/Resolved With
Sequelae - Caused/Prolonged
Hospitalisation),
Headache (n/a -
Recovered/Resolved With
Sequelae - Caused/Prolonged
Hospitalisation),
Hypertension (n/a -
Recovered/Resolved With
Sequelae - Caused/Prolonged
Hospitalisation),
Nephritis (n/a -
Recovered/Resolved With
Sequelae - Caused/Prolonged
Hospitalisation),
Proteinuria (n/a -
Recovered/Resolved With
Sequelae - Caused/Prolonged
Hospitalisation),
Vomiting (n/a -
Recovered/Resolved With
Sequelae - Caused/Prolonged
Hospitalisation)
EU-EC- 08/02/2022 | Spontaneous |Non European |Not available |12-17 |Not Female |No Arthralgia (n/a - COMIRNATY Not reported ICSR
10011529504 Healthcare |Economic Years |Specified Recovering/Resolving - ), [TOZINAMERAN] (S -
Professional |Area n/a-n/a-[n/a-n/a
Asthenia (n/a - - n/al])
Recovering/Resolving - ),
Headache (n/a -
Recovering/Resolving - ),
Pain in extremity (n/a -
Recovering/Resolving - ),
Pyrexia (n/a -
Recovering/Resolving - )
EU-EC- 08/02/2022 |Spontaneous |Healthcare |European |Not available |12-17 |Not Female |No Urticaria (n/a - COMIRNATY Not reported ICSR
10011529749 Professional |Economic Years |Specified Recovered/Resolved - [TOZINAMERAN] (S -
Area Caused/Prolonged COVID-19
Hospitalisation) immunisation - n/a -
[n/a - 30ug -
Intramuscular])
EU-EC- 08/02/2022 | Spontaneous | Non European |Not available |12-17 |Not Male No Arthralgia (n/a - COMIRNATY Not reported ICSR
10011529817 Healthcare |Economic Years |Specified Recovered/Resolved - ), [TOZINAMERAN] (S -
Professional |Area COVID-19
Fatigue (n/a - immunisation - n/a -
Recovered/Resolved - ), [n/a - 1{DF} -
Intramuscular])
Headache (n/a -
Recovered/Resolved - ),
Injection site pain (n/a -
Recovered/Resolved - ),
Pyrexia (n/a -
Recovered/Resolved - )
EU-EC- 08/02/2022 |Spontaneous |Healthcare |European |Not available |12-17 |Not Male No Pain in extremity (2d - COMIRNATY Not reported ICSR
10011530088 Professional |Economic Years |Specified Recovered/Resolved - ), [TOZINAMERAN] (S -
Area COVID-19
Pyrexia (2d - immunisation - n/a -
Recovered/Resolved - ) [n/a - 1{DF} -
Intramuscular])
EU-EC- 08/02/2022 |Spontaneous |Healthcare |European |Not available |12-17 |Not Female |No Somnolence (3d - COMIRNATY Not reported ICSR
10011530091 Professional |Economic Years |Specified Recovered/Resolved - ) [TOZINAMERAN] (S -
Area COVID-19
immunisation - n/a -
[n/a - 1{DF} -
Intramuscular])
EU-EC- 08/02/2022 |Spontaneous |Healthcare |European |Not available |12-17 |Not Female |No Pyrexia (2d - COMIRNATY Not reported ICSR
10011530094 Professional |Economic Years |Specified Recovered/Resolved - ) [TOZINAMERAN] (S -
Area COVID-19
immunisation - n/a -
[n/a - 1{DF} -
Intramuscular])
EU-EC- 08/02/2022 | Spontaneous |Healthcare |European |Not available |12-17 |Not Male No Pain in extremity (2d - COMIRNATY Not reported ICSR
10011530096 Professional |Economic Years |Specified Recovered/Resolved - ), [TOZINAMERAN] (S -
Area COVID-19
Somnolence (2d - immunisation - n/a -
Recovered/Resolved - ) [n/a - 1{DF} -
Intramuscular])
EU-EC- 08/02/2022 |Spontaneous |Healthcare |European |Not available |12-17 |Not Male No Bone pain (3d - COMIRNATY Not reported ICSR
10011530097 Professional |Economic Years |Specified Recovered/Resolved - ), [TOZINAMERAN] (S -
Area COVID-19
Pyrexia (3d - immunisation - n/a -
Recovered/Resolved - ) [n/a - 1{DF} -
Intramuscular])
EU-EC- 08/02/2022 |Spontaneous |Healthcare |European |Not available |12-17 |Not Male No Headache (3d - COMIRNATY Not reported ICSR
10011530154 Professional |Economic Years |Specified Recovered/Resolved - ), [TOZINAMERAN] (S -
Area COVID-19
Malaise (3d - immunisation - n/a -
Recovered/Resolved - ), [n/a - 1{DF} -
Intramuscular])
Pain in extremity (3d -
Recovered/Resolved - ),
Pyrexia (3d -
Recovered/Resolved - )
EU-EC- 08/02/2022 |Spontaneous | Healthcare |European |Not available |12-17 |Not Male No Bone pain (3d - COMIRNATY Not reported ICSR
https://dap.ema.europa.eu/analytics/saw.dlI?Go 34/71
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10011530155 Professional |Economic Years |Specified Recovered/Resolved - ), [TOZINAMERAN] (S -
Area COVID-19
Malaise (3d - immunisation - n/a -
Recovered/Resolved - ), [n/a - 1{DF} -
Intramuscular])
Pain in extremity (3d -
Recovered/Resolved - )
EU-EC- 08/02/2022 |Spontaneous |Healthcare |European |Not available |12-17 |Not Female |No Bone pain (3d - COMIRNATY Not reported ICSR
10011530159 Professional |Economic Years |Specified Recovered/Resolved - ), [TOZINAMERAN] (S -
Area COVID-19
Headache (3d - immunisation - n/a -
Recovered/Resolved - ), [n/a - 1{DF} -
Intramuscular])
Pain in extremity (3d -
Recovered/Resolved - ),
Vomiting (3d -
Recovered/Resolved - )
EU-EC- 08/02/2022 |Spontaneous |Healthcare |European |Not available |12-17 |Not Female |No Chills (3d - COMIRNATY Not reported ICSR
10011530161 Professional |Economic Years |Specified Recovered/Resolved - ), [TOZINAMERAN] (S -
Area COVID-19
Headache (3d - immunisation - n/a -
Recovered/Resolved - ) [n/a - 1{DF} -
Intramuscular])
EU-EC- 08/02/2022 |Spontaneous |Healthcare |European |Not available |12-17 |Not Male No Malaise (3d - COMIRNATY Not reported ICSR
10011530162 Professional |Economic Years |Specified Recovered/Resolved - ), [TOZINAMERAN] (S -
Area COVID-19
Pyrexia (3d - immunisation - n/a -
Recovered/Resolved - ) [n/a - 1{DF} -
Intramuscular])
EU-EC- 08/02/2022 |Spontaneous |Healthcare |European |Not available |12-17 |Not Female |No Pain in extremity (2d - COMIRNATY Not reported ICSR
10011530163 Professional |Economic Years |Specified Recovered/Resolved - ), [TOZINAMERAN] (S -
Area COVID-19
Pyrexia (2d - immunisation - n/a -
Recovered/Resolved - ) [n/a - 1{DF} -
Intramuscular])
EU-EC- 08/02/2022 |Spontaneous |Healthcare |European |Not available |12-17 |Not Female |No Chills (3d - COMIRNATY Not reported ICSR
10011530164 Professional |Economic Years |Specified Recovered/Resolved - ), [TOZINAMERAN] (S -
Area COVID-19
Pain in extremity (3d - immunisation - n/a -
Recovered/Resolved - ), [n/a - 1{DF} -
Intramuscular])
Pyrexia (3d -
Recovered/Resolved - ),
Vomiting (3d -
Recovered/Resolved - )
EU-EC- 08/02/2022 |Spontaneous |Healthcare |European |Not available |12-17 |Not Female |No Bone pain (2d - COMIRNATY Not reported ICSR
10011530166 Professional |Economic Years |Specified Recovered/Resolved - ), [TOZINAMERAN] (S -
Area COVID-19
Chills (2d - immunisation - n/a -
Recovered/Resolved - ), [n/a - 1{DF} -
Intramuscular])
Headache (2d -
Recovered/Resolved - ),
Pain in extremity (2d -
Recovered/Resolved - ),
Pyrexia (2d -
Recovered/Resolved - )
EU-EC- 08/02/2022 |Spontaneous |Non Non Not available |12-17 |Not Female |No Abdominal pain (n/a - Not COMIRNATY Not reported ICSR
10011530442 Healthcare |European Years |Specified Recovered/Not Resolved - [TOZINAMERAN] (S -
Professional |Economic Caused/Prolonged COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d - n/a
Body temperature increased -n/a))
(n/a - Not Recovered/Not
Resolved - Caused/Prolonged
Hospitalisation),
Change of bowel habit (n/a -
Not Recovered/Not Resolved -
Caused/Prolonged
Hospitalisation),
Dizziness (n/a - Not
Recovered/Not Resolved -
Caused/Prolonged
Hospitalisation),
Faecaloma (n/a - Not
Recovered/Not Resolved -
Caused/Prolonged
Hospitalisation),
Feeling abnormal (n/a - Not
Recovered/Not Resolved -
Caused/Prolonged
Hospitalisation),
Gastrointestinal pain (n/a - Not
Recovered/Not Resolved -
Caused/Prolonged
Hospitalisation),
Headache (n/a - Not
Recovered/Not Resolved -
Caused/Prolonged
Hospitalisation),
Malaise (n/a - Not
Recovered/Not Resolved -
Caused/Prolonged
Hospitalisation),
Rash (n/a - Not Recovered/Not
Resolved - Caused/Prolonged
Hospitalisation)
EU-EC- 08/02/2022 |Spontaneous |Non Non Not available |12-17 |Not Female [No Parosmia (n/a - Not COMIRNATY Not reported ICSR
10011530443 Healthcare |European Years |Specified Recovered/Not Resolved - [TOZINAMERAN] (S -
Professional |Economic Other Medically Important COVID-19
Area Condition), immunisation - Not
applicable - [n/a -
Taste disorder (n/a - Not n/a - n/al)
Recovered/Not Resolved -
https://dap.ema.europa.eu/analytics/saw.dlI?Go 35/71
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Other Medically Important
Condition)
EU-EC- 08/02/2022 |Spontaneous |Non Non Not available |12-17 |Not Female |No Swelling face (n/a - COMIRNATY Not reported ICSR
10011530649 Healthcare |European Years |Specified Recovering/Resolving - Other  |[TOZINAMERAN] (S -
Professional |Economic Medically Important Condition) |COVID-19
Area immunisation - Not
applicable - [1d - n/a
- n/a])
EU-EC- 08/02/2022 |Spontaneous |Healthcare |Non Not available |12-17 |Not Female |No Ageusia (n/a - Not COMIRNATY Not reported ICSR
10011530662 Professional |European Years |Specified Recovered/Not Resolved - [TOZINAMERAN] (S -
Economic Other Medically Important COVID-19
Area Condition), immunisation - Not
applicable - [1d - n/a
Anosmia (n/a - Not -n/a))
Recovered/Not Resolved -
Other Medically Important
Condition),
Cough (n/a - Not
Recovered/Not Resolved -
Other Medically Important
Condition),
Dyspnoea (n/a - Not
Recovered/Not Resolved -
Other Medically Important
Condition),
Localised oedema (n/a - Not
Recovered/Not Resolved -
Other Medically Important
Condition),
Throat tightness (n/a - Not
Recovered/Not Resolved -
Other Medically Important
Condition),
Wheezing (n/a - Not
Recovered/Not Resolved -
Other Medically Important
Condition)
EU-EC- 08/02/2022 | Spontaneous |Non Non Not available |12-17 |Not Male No Lymph node pain (6d - COMIRNATY Not reported ICSR
10011530663 Healthcare |European Years |Specified Recovered/Resolved - Other [TOZINAMERAN] (S -
Professional |Economic Medically Important Condition) |COVID-19
Area immunisation - Not
applicable - [n/a -
n/a - n/a])
EU-EC- 08/02/2022 |Spontaneous |Healthcare |Non Not available |12-17 |Not Female |No Chest pain (3d - COMIRNATY Not reported ICSR
10011530848 Professional |European Years |Specified Recovered/Resolved - [TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d - n/a
Inflammation (3d - -n/a))
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Pyrexia (n/a -
Recovered/Resolved - )
EU-EC- 08/02/2022 | Spontaneous |Healthcare |Non Not available |12-17 |Not Male No Chest discomfort (n/a - COMIRNATY Not reported ICSR
10011530945 Professional |European Years |Specified Recovering/Resolving - [TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d - n/a
Chest pain (n/a - - n/a])
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Myocarditis (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),
Troponin increased (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation)
EU-EC- 08/02/2022 | Spontaneous |Non Non Not available |12-17 |Not Male No Chest discomfort (n/a - COMIRNATY Not reported ICSR
10011530950 Healthcare |European Years |Specified Recovering/Resolving - [TOZINAMERAN] (S -
Professional |Economic Caused/Prolonged COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d - n/a
Dyspnoea (n/a - - n/al)
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Infectious pleural effusion (n/a
- Unknown - Other Medically
Important Condition),
Pneumonia (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),
Vomiting (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation)
EU-EC- 08/02/2022 |Spontaneous |Non Non Not available |12-17 |Not Female [No Dizziness (n/a - Not COMIRNATY Not reported ICSR
10011530954 Healthcare |European Years |Specified Recovered/Not Resolved - [TOZINAMERAN] (S -
Professional |Economic Other Medically Important COVID-19
Area Condition), immunisation - Not
applicable - [n/a -
Hot flush (n/a - Not n/a - n/al)
Recovered/Not Resolved -
Other Medically Important
Condition),
Pain (n/a - Not Recovered/Not
https://dap.ema.europa.eu/analytics/saw.dll?Go 36/71
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Resolved - Other Medically
Important Condition),
Peripheral swelling (n/a - Not
Recovered/Not Resolved -
Other Medically Important
Condition)
EU-EC- 08/02/2022 |Spontaneous |Non Non Not available |12-17 |Not Male No Chest discomfort (n/a - COMIRNATY Not reported ICSR
10011530969 Healthcare |European Years |Specified Recovering/Resolving - [TOZINAMERAN] (S -
Professional |Economic Caused/Prolonged COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d - n/a
Dyspnoea (n/a - -n/a))
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Pericarditis (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation, Other
Medically Important Condition)
EU-EC- 08/02/2022 | Spontaneous | Non European |Not available |12-17 |Not Male No Dizziness (n/a - Unknown - ), |COMIRNATY Not reported ICSR
10011531100 Healthcare |Economic Years |Specified [TOZINAMERAN] (S -
Professional |Area Pallor (n/a - Unknown - ) n/a - Not applicable -
[n/a - n/a - n/al)
EU-EC- 08/02/2022 | Spontaneous | Non European |Not available |12-17 |Not Male No Skin laceration (n/a - Unknown | COMIRNATY Not reported ICSR
10011531108 Healthcare |Economic Years |Specified =) [TOZINAMERAN] (S -
Professional |Area n/a - Not applicable -
Syncope (n/a - Unknown - ) [n/a - n/a - n/al)
EU-EC- 08/02/2022 | Spontaneous | Non European |Not available |12-17 |Not Male No Paraesthesia oral (n/a - COMIRNATY Not reported ICSR
10011531115 Healthcare |Economic Years |Specified Unknown - ), [TOZINAMERAN] (S -
Professional |Area n/a - Not applicable -
Pharyngeal swelling (n/a - [n/a - n/a - n/a])
Unknown - ),
Sensation of foreign body (n/a
- Unknown - )
EU-EC- 08/02/2022 |Spontaneous |Non European |Not available |12-17 |Not Male No Dizziness (n/a - Unknown - ), |COMIRNATY Not reported ICSR
10011531125 Healthcare |Economic Years |Specified [TOZINAMERANT] (S -
Professional |Area Genital rash (n/a - Unknown - |n/a - Not applicable -
) [n/a - n/a-n/a])
Pyrexia (n/a - Unknown - ),
Rash (n/a - Unknown - )
EU-EC- 08/02/2022 |Spontaneous |Non European |Not available |12-17 |Not Male No Epistaxis (n/a - Unknown - ), |COMIRNATY Not reported ICSR
10011531148 Healthcare |Economic Years |Specified [TOZINAMERAN] (S -
Professional |Area Syncope (n/a - Unknown - ) n/a - Not applicable -
[n/a - n/a - n/al)
EU-EC- 08/02/2022 | Spontaneous |Non European |Not available |12-17 |Not Male No Fall (n/a - Unknown - ), COMIRNATY Not reported ICSR
10011531166 Healthcare |Economic Years |Specified [TOZINAMERAN] (S -
Professional |Area Malaise (n/a - Unknown - ), n/a - Not applicable -
[n/a - n/a - n/al)
Pallor (n/a - Unknown - ),
Pulse abnormal (n/a -
Unknown - ),
Slow response to stimuli (n/a -
Unknown - ),
Syncope (n/a - Unknown - )
EU-EC- 08/02/2022 | Spontaneous |Healthcare |Non Not available |12-17 |Not Male No Chest pain (n/a - COMIRNATY Not reported ICSR
10011531386 Professional |European Years |Specified Recovered/Resolved - Other [TOZINAMERAN] (S -
Economic Medically Important COVID-19
Area Condition), immunisation - Not
applicable - [1d -
Dyspnoea (n/a - Unknown - 1{DF} - n/a])
Other Medically Important
Condition),
Pericarditis (n/a -
Recovered/Resolved - Other
Medically Important Condition)
EU-EC- 08/02/2022 |Spontaneous |Non Non Not available |12-17 |Not Male No Anxiety (n/a - COMIRNATY Not reported ICSR
10011531633 Healthcare |European Years |Specified Recovering/Resolving - [TOZINAMERAN] (S -
Professional |Economic Caused/Prolonged COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d - n/a
Chest discomfort (n/a - -n/a))
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Depersonalisation/derealisation
disorder (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Depressed level of
consciousness (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Dizziness (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Dyspnoea (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Influenza like illness (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Lethargy (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
https://dap.ema.europa.eu/analytics/saw.dlI?Go 37/71
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Nausea (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),

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

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

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

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

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

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

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

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

EU-EC-
10011531669

08/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

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

Not available

12-17
Years

Not
Specified

Male

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

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

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

Decreased appetite (n/a -
Unknown - Caused/Prolonged
Hospitalisation),

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

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

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

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

Influenza like illness (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),

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

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

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

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

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

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

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

Not reported

._.
(9]
Pl
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Pleurisy (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),

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

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

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

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

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

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

Weight decreased (n/a -
Unknown - Caused/Prolonged
Hospitalisation)

EU-EC-
10011531700

08/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Bell's palsy (5d -
Recovered/Resolved - Other
Medically Important
Condition),

Disease recurrence (5d -
Recovered/Resolved - Other
Medically Important Condition)

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

Not reported

i
(9]
we]

EU-EC-
10011531729

08/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Euphoric mood (n/a -
Unknown - ),

Insomnia (n/a - Unknown - ),
Mania (n/a - Unknown - ),

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

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

Not reported

e
(2]
7o

EU-EC-
10011531730

08/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Not
Specified

No

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

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

Joint range of motion
decreased (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),

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

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

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

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

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

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

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

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

Not reported

._4
(9}
P

EU-EC-
10011531736

08/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

Not reported

—
(@}
70

EU-EC- 08/02/2022

Spontaneous

Non

Non

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

Not available

12-17

Not

Male

No

Hypoaesthesia (n/a - Not

COMIRNATY

Not reported

e
@}
0
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10011531760

Healthcare
Professional

European
Economic
Area

Years

Specified

Run Line Listing Report

Recovered/Not Resolved -
Caused/Prolonged
Hospitalisation),

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

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

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

EU-EC-
10011531774

08/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Child

Male

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

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

Pyrexia (n/a -
Recovering/Resolving - )

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

Not reported

._.
(9]
7]

EU-EC-
10011532337

08/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Abdominal pain (0d -
Recovered/Resolved - Life
Threatening),

Anaphylactic reaction (0d -
Recovered/Resolved - Life
Threatening),

Conjunctival hyperaemia (0d -
Recovered/Resolved - Life
Threatening),

Dysgeusia (0d -
Recovered/Resolved - Life
Threatening),

Dyspnoea (0d -
Recovered/Resolved - Life
Threatening),

Oropharyngeal pain (0d -
Recovered/Resolved - Life
Threatening)

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

Not reported

—
o
Pl

EU-EC-
10011532380

08/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Anaphylactic reaction (n/a -
Recovered/Resolved - Life
Threatening),

Blood glucose abnormal (n/a -
Recovered/Resolved - Life
Threatening),

Blood pressure decreased (n/a
- Recovered/Resolved - Life
Threatening),

Head injury (n/a -
Recovered/Resolved - Life
Threatening),

Hypotonic-hyporesponsive
episode (n/a -
Recovered/Resolved - Life
Threatening),

Loss of consciousness (n/a -
Recovered/Resolved - Life
Threatening),

Mucosal dryness (n/a -
Recovered/Resolved - Life
Threatening),

Pallor (n/a -
Recovered/Resolved - Life
Threatening),

Syncope (n/a -
Recovered/Resolved - Life
Threatening),

Vision blurred (n/a -
Recovered/Resolved - Life
Threatening)

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

Not reported

e
(%}
7o

EU-EC-
10011532542

08/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

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

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

Not reported

i
(9]
o

EU-EC-
10011532565

08/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

Not reported

—
(o}
{9}
70

EU-EC-
10011532901

08/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

Respiration abnormal (n/a -
Recovering/Resolving - )

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

Not reported

e
%}
pe]

https://dap.ema.europa.eu/analytics/saw.dll?Go
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EU-EC- 08/02/2022

10011532904

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Run Line Listing Report

Male

No

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

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

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

Foaming at mouth (n/a -
Unknown - Other Medically
Important Condition),

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

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

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

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

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

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

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

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

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

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

Not reported

e
@}
pe]

EU-EC-
10011532965

08/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

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

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

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

Not reported

=
@}
0

EU-EC-
10011532966

08/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

Not reported

._4
)
o

EU-EC-
10011532980

08/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

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

Not reported

._.
@)
o

EU-EC-
10011532997

08/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

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

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

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

Not reported

i
[}
wel

EU-EC-
10011533009

08/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

Not reported

e
(2]
el

EU-EC-
10011533012

08/02/2022

Spontaneous

Healthcare
Professional

Non
European

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

Not available

12-17
Years

Not
Specified

Male

No

Chest pain (n/a -
Recovering/Resolving -
Caused/Prolonged

COMIRNATY
[TOZINAMERAN] (S -
COVID-19

Not reported

—
[}
we]
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Run Line Listing Report

Economic Hospitalisation), immunisation - Not
Area applicable - [1d - n/a
Headache (n/a - - Intramuscular])
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Myocarditis (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),
Nausea (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation)
EU-EC- 08/02/2022 | Spontaneous |Healthcare |Non Not available |12-17 |Not Female |No Chest pain (9d - COMIRNATY Not reported ICSR
10011533040 Professional |European Years |Specified Recovered/Resolved - Life [TOZINAMERAN] (S -
Economic Threatening), COVID-19
Area immunisation - Not
Myocarditis (9d - applicable - [1d - n/a
Recovered/Resolved - Life - Unknown])
Threatening, Other Medically
Important Condition)
EU-EC- 08/02/2022 |Spontaneous |Healthcare |Non Not available |12-17 |Not Male No Bundle branch block right (n/a |COMIRNATY Not reported ICSR
10011533046 Professional |European Years |Specified - Recovering/Resolving - [TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d - n/a
Chest pain (n/a - - Intramuscular])
Recovering/Resolving -
Caused/Prolonged
Hospitalisation)
EU-EC- 08/02/2022 |Spontaneous |Healthcare |Non Not available |12-17 |Not Male No Chest pain (n/a - COMIRNATY Not reported ICSR
10011533058 Professional |European Years |Specified Recovering/Resolving - [TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d - n/a
Myocarditis (n/a - - Intramuscular])
Recovering/Resolving -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),
Palpitations (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation)
EU-EC- 08/02/2022 | Spontaneous |Non Non Not available |12-17 |Not Female |No Angioedema (n/a - Not COMIRNATY Not reported ICSR
10011533066 Healthcare |European Years |Specified Recovered/Not Resolved - [TOZINAMERAN] (S -
Professional |Economic Other Medically Important COVID-19
Area Condition) immunisation - Not
applicable - [n/a -
n/a - n/al)
EU-EC- 08/02/2022 | Spontaneous [Non European |Not available [12-17 |Not Female |No Vaccination site pain (n/a - COMIRNATY Not reported ICSR
10011533081 Healthcare |Economic Years |Specified Unknown -) [TOZINAMERAN] (S -
Professional |Area COVID-19
immunisation - Not
applicable - [n/a -
n/a - n/al)
EU-EC- 08/02/2022 |Spontaneous |Healthcare |Non Not available |12-17 |Not Male No Hypersensitivity (n/a - COMIRNATY Not reported ICSR
10011533085 Professional |European Years |Specified Unknown - Caused/Prolonged |[TOZINAMERAN] (S -
Economic Hospitalisation), COVID-19
Area immunisation - Not
Inappropriate schedule of applicable - [1d - n/a
product administration (n/a - |- Unknown])
Unknown - Caused/Prolonged
Hospitalisation),
Myocarditis (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation, Other
Medically Important Condition)
EU-EC- 08/02/2022 | Spontaneous |Healthcare |Non Not available |12-17 |Not Male No Abdominal pain (n/a - COMIRNATY Not reported ICSR
10011533098 Professional |European Years |Specified Unknown - Caused/Prolonged |[TOZINAMERAN] (S -
Economic Hospitalisation), COVID-19
Area immunisation - Not
Cold sweat (n/a - Unknown -  |applicable - [1d - n/a
Caused/Prolonged - Intramuscular])
Hospitalisation),
Headache (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Pain (n/a - Unknown -
Caused/Prolonged
Hospitalisation),
Syncope (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation, Other
Medically Important Condition)
EU-EC- 08/02/2022 | Spontaneous |Healthcare |Non Not available |12-17 |Not Female |No Arthralgia (n/a - COMIRNATY Not reported ICSR
10011533108 Professional |European Years |Specified Recovered/Resolved - [TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d - n/a
Chest discomfort (n/a - -n/al)
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Chest pain (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Lethargy (n/a -
Recovered/Resolved -
https://dap.ema.europa.eu/analytics/saw.dlI?Go 42/71
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Run Line Listing Report

Caused/Prolonged
Hospitalisation),

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

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

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

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

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

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

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

Vaccination site pain (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)

EU-EC-
10011533117

08/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

Not reported

e
(@}
bl

EU-EC-
10011533133

08/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

Not reported

e
9]
70

EU-EC-
10011533141

08/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

Not reported

i
(9]
el

EU-EC-
10011533154

08/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

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

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

Rhinorrhoea (n/a -

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

Not reported

._.
n
P
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Run Line Listing Report

Recovering/Resolving - Other
Medically Important Condition)
EU-EC- 08/02/2022 |Spontaneous |Healthcare |Non Not available |12-17 |Not Female |No Syncope (n/a - Unknown - COMIRNATY Not reported ICSR
10011533178 Professional |European Years |Specified Other Medically Important [TOZINAMERAN] (S -
Economic Condition) COVID-19
Area immunisation - Not
applicable - [n/a -
n/a - Unknown])
EU-EC- 08/02/2022 |Spontaneous |Non European |Not available |12-17 |Not Male No Fatigue (n/a - Not COMIRNATY Not reported ICSR
10011533210 Healthcare |Economic Years |Specified Recovered/Not Resolved - ), [TOZINAMERAN] (S -
Professional |Area COVID-19
Headache (n/a - Not immunisation - Not
Recovered/Not Resolved - ), applicable - [n/a -
1{DF} - n/a])
Malaise (n/a - Not
Recovered/Not Resolved - ),
Nausea (n/a - Not
Recovered/Not Resolved - )
EU-EC- 08/02/2022 |Spontaneous |Non European |Not available |12-17 |Not Female |No Menstruation delayed (30d - | COMIRNATY Not reported ICSR
10011533220 Healthcare |Economic Years |Specified Recovered/Resolved - ), [TOZINAMERAN] (S -
Professional |Area COVID-19
Nausea (1d - immunisation - Not
Recovered/Resolved - ), applicable - [n/a -
1{DF} - n/a])
Pyrexia (1d -
Recovered/Resolved - )
EU-EC- 08/02/2022 |Spontaneous |Healthcare |Non Not available |12-17 |Not Male No Chest discomfort (11d - COMIRNATY Not reported ICSR
10011533282 Professional |European Years |Specified Recovered/Resolved - [TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d - n/a
Chest pain (11d - - Unknown])
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Dizziness (1d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Headache (13d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Pain (1d - Recovered/Resolved
- Caused/Prolonged
Hospitalisation)
EU-EC- 08/02/2022 | Spontaneous |Healthcare |Non Not available |12-17 |Not Male No Pyrexia (n/a - COMIRNATY Not reported ICSR
10011533287 Professional |European Years |Specified Recovering/Resolving - Other  |[TOZINAMERAN] (S -
Economic Medically Important COVID-19
Area Condition), immunisation - Not
applicable - [1d - n/a
Rash (n/a - - Intramuscular])
Recovering/Resolving - Other
Medically Important Condition)
EU-EC- 08/02/2022 |Spontaneous |Healthcare |Non Not available |12-17 |Not Male No Chest discomfort (n/a - COMIRNATY Not reported ICSR
10011533288 Professional |European Years |Specified Recovering/Resolving - [TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d - n/a
Palpitations (n/a - Unknown - |- Unknown])
Caused/Prolonged
Hospitalisation),
Pyrexia (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Respiration abnormal (n/a -
Unknown - Caused/Prolonged
Hospitalisation)
EU-EC- 08/02/2022 | Spontaneous |Healthcare |Non Not available |12-17 |Not Male No Cough (n/a - COMIRNATY Not reported ICSR
10011533289 Professional |European Years |Specified Recovering/Resolving - [TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d - n/a
Headache (n/a - - Unknown])
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Myocarditis (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),
Pericarditis (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation, Other
Medically Important Condition)
EU-EC- 08/02/2022 |Spontaneous |Healthcare |Non Not available |12-17 |Not Female |No Headache (n/a - COMIRNATY Not reported ICSR
10011533296 Professional |European Years |Specified Recovered/Resolved - Other [TOZINAMERAN] (S -
Economic Medically Important Condition) |COVID-19
Area immunisation - Not
applicable - [1d - n/a
- n/a])
EU-EC- 08/02/2022 |Spontaneous |Healthcare |Non Not available |12-17 |Not Female |No Facial paralysis (n/a - COMIRNATY Not reported ICSR
10011533297 Professional |European Years |Specified Recovering/Resolving - Other  |[TOZINAMERAN] (S -
Economic Medically Important Condition) |COVID-19
Area immunisation - Not
applicable - [1d - n/a
- Unknown])
EU-EC- 08/02/2022 | Spontaneous | Non Non Not available |12-17 |Not Male No Chest discomfort (n/a - COMIRNATY Not reported ICSR
10011533303 Healthcare |European Years |Specified Recovering/Resolving - [TOZINAMERAN] (S -
Professional |Economic Caused/Prolonged COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d - n/a
Dyspnoea (n/a - -n/al)
Recovering/Resolving -
https://dap.ema.europa.eu/analytics/saw.dlI?Go 44/71
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Caused/Prolonged
Hospitalisation),

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

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

EU-EC-
10011533309

08/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Chills (n/a - Unknown - ),

New daily persistent headache
(n/a - Not Recovered/Not
Resolved - Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),

Photophobia (n/a - Unknown -

4

Vaccination site pain (n/a -
Recovered/Resolved - ),

Vomiting (n/a - Unknown - )

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

Not reported

—
@}
70

EU-EC-
10011533311

08/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

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

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

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

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

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

Not reported

—
[}
p]

EU-EC-
10011533339

08/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

Not reported

._4
(9]
o

EU-EC-
10011533356

08/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

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

Not reported

._.
(9]
Pl

EU-EC-
10011533362

08/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

Not reported

—
@]
70

EU-EC-
10011533369

08/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

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

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

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

Not reported

._.
@
o
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Medically Important
Condition),

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

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

EU-EC-
10011533383

08/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

Not reported

i
(9]
we]

EU-EC-
10011533395

08/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

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

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

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

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

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

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

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

Not reported

._.
(9]
o

EU-EC-
10011533402

08/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Bell's palsy (n/a -
Recovering/Resolving - Other
Medically Important Condition)

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

Not reported

._.
@
o

EU-EC-
10011533444

08/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Respiration abnormal (n/a -
Unknown - Caused/Prolonged
Hospitalisation)

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

Not reported

i
(]
el

EU-EC-
10011533463

08/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Body temperature increased
(n/a - Recovering/Resolving -
Other Medically Important
Condition),

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

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

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

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

Not reported

e
(%]
bl

EU-EC-
10011533479

08/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

Not reported

H
\)
7]

EU-EC-
10011533655

08/02/2022

Spontaneous

Non
Healthcare

European
Economic

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

Not available

12-17
Years

Not
Specified

Female

No

Adverse reaction (n/a -
Unknown - ),

COMIRNATY
[TOZINAMERAN] (S -

HYRIMOZ 40 MG SOLUTION
FOR INJECTION IN PRE-

._4
)
7]

46/71
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Professional |Area Immunisation - n/a - |FILLED PEN [ADALIMUMAB]
Dysmenorrhoea (n/a - [n/a-n/a- (C - Crohn's disease - n/a -
Unknown - ), Intramuscular]) [2mo - n/a - n/a])
Menstrual disorder (n/a -
Unknown - ),
Menstruation irregular (n/a -
Not Recovered/Not Resolved -
)
EU-EC- 08/02/2022 |Spontaneous |Healthcare |European |Not available |12-17 |Adolescent |Male No COVID-19 (n/a - Unknown - COMIRNATY Not reported ICSR
10011534265 Professional |Economic Years Other Medically Important [TOZINAMERAN] (S -
Area Condition), n/a-n/a-[n/a-n/a
- Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 08/02/2022 |Spontaneous | Healthcare |European |Not available |12-17 |Not Male No Syncope (n/a - COMIRNATY Not reported ICSR
10011534346 Professional |Economic Years |Specified Recovered/Resolved - [TOZINAMERAN] (S -
Area Disabling) n/a-n/a-[nf/a-n/a
- n/a])
EU-EC- 08/02/2022 | Spontaneous |Non European |Not available |12-17 |Not Male No Fatigue (n/a - Not COMIRNATY Not reported ICSR
10011534357 Healthcare |Economic Years |Specified Recovered/Not Resolved - [TOZINAMERAN] (S -
Professional |Area Disabling) n/a-n/a-[n/a-n/a
- n/a])
EU-EC- 08/02/2022 |Spontaneous |Healthcare |European |Not available |12-17 |Not Female |No Anaphylactic reaction (n/a - COMIRNATY Not reported ICSR
10011534365 Professional |Economic Years |Specified Unknown - Life Threatening), |[TOZINAMERAN] (S -
Area n/a-n/a-[n/a-n/a
Asthenia (n/a - Unknown - Life |- Intramuscular])
Threatening),
Blood pressure decreased (n/a
- Unknown - Life Threatening),
Dizziness (n/a - Unknown - Life
Threatening)
EU-EC- 08/02/2022 | Spontaneous | Non European |Not available |12-17 |Adolescent [Female |No Rash (n/a - COMIRNATY Not reported ICSR
10011534389 Healthcare |Economic Years Recovered/Resolved - ) [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 08/02/2022 | Spontaneous |Non European |Not available |12-17 |Adolescent |Male No Myocarditis (n/a - Not COMIRNATY Not reported ICSR
10011534394 Healthcare |Economic Years Recovered/Not Resolved - Life |[TOZINAMERAN] (S -
Professional |Area Threatening, n/a-n/a-[n/a-
Caused/Prolonged 1{DF} - n/a])
Hospitalisation)
EU-EC- 08/02/2022 | Spontaneous |Non European |Not available |12-17 |Adolescent |Female [No Fatigue (1d - COMIRNATY Not reported ICSR
10011534428 Healthcare |Economic Years Recovered/Resolved - ), [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
Injection site pain (2d - [n/a - n/a - n/al)
Recovered/Resolved - )
EU-EC- 08/02/2022 | Spontaneous |Non European |Not available |12-17 |Adolescent |Male No Myocarditis (n/a - Not COMIRNATY Not reported ICSR
10011534452 Healthcare |Economic Years Recovered/Not Resolved - Life |[TOZINAMERAN] (S -
Professional |Area Threatening, Immunisation - n/a -
Caused/Prolonged [n/a - 1{DF} - n/a])
Hospitalisation)
EU-EC- 08/02/2022 |Spontaneous |Non European |Not available |12-17 |Adolescent Male No Myalgia (15d - COMIRNATY Not reported ICSR
10011534472 Healthcare |Economic Years Recovering/Resolving - ) [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 08/02/2022 |Spontaneous |Non European |Not available |12-17 |Adolescent Male No Dizziness (4d - Not COMIRNATY Not reported ICSR
10011534557 Healthcare |Economic Years Recovered/Not Resolved - ), [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
Fatigue (4d - Not [n/a - n/a - n/al)
Recovered/Not Resolved - ),
Headache (4d - Not
Recovered/Not Resolved - ),
Lymphadenopathy (4d - Not
Recovered/Not Resolved - ),
Malaise (4d - Not
Recovered/Not Resolved - ),
Pyrexia (4d -
Recovered/Resolved - )
EU-EC- 08/02/2022 | Spontaneous | Non European |Not available |12-17 |Adolescent |Male No Pyrexia (1d - COMIRNATY Not reported ICSR
10011534619 Healthcare |Economic Years Recovered/Resolved - ) [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
[n/a - n/a - n/al)
EU-EC- 08/02/2022 |Spontaneous |Non European |Not available |12-17 |Adolescent |[Female |No Chills (1d - COMIRNATY Not reported ICSR
10011534733 Healthcare |Economic Years Recovered/Resolved - ), [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
Fatigue (1d - [n/a - n/a - n/al)
Recovered/Resolved - ),
Rash (n/a - Not Recovered/Not
Resolved - )
EU-EC- 08/02/2022 | Spontaneous | Non European |Not available |12-17 |Adolescent [Female |No Rash (n/a - Not Recovered/Not | COMIRNATY Not reported ICSR
10011534746 Healthcare |Economic Years Resolved - ) [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 08/02/2022 | Spontaneous |Non European |Not available |12-17 |Adolescent |Male No Vomiting (5d - COMIRNATY Not reported ICSR
10011534778 Healthcare |Economic Years Recovering/Resolving - ) [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
[n/a - n/a - n/al)
EU-EC- 08/02/2022 |Spontaneous |Non European |Not available |12-17 |Adolescent Female |No Exercise tolerance decreased |COMIRNATY Not reported ICSR
10011534823 Healthcare |Economic Years (25d - Recovered/Resolved - ), |[TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
Pericarditis (n/a - Not [n/a - 1{DF} - n/a])
Recovered/Not Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 08/02/2022 |Spontaneous |Non European |Not available |12-17 |Adolescent Male No Myocarditis (n/a - Not COMIRNATY Not reported ICSR
10011534937 Healthcare |Economic Years Recovered/Not Resolved - [TOZINAMERAN] (S -
Professional |Area Caused/Prolonged Immunisation - n/a -
Hospitalisation) [n/a - 3{DF} - n/a])
EU-EC- 08/02/2022 | Spontaneous |Non European |Not available |12-17 |Adolescent |Female [No Myocarditis (n/a - COMIRNATY Not reported ICSR
10011534939 Healthcare |Economic Years Recovered/Resolved - Other [TOZINAMERAN] (S -
Professional |Area Medically Important Condition) |Immunisation - n/a -
[n/a - 2{DF} - n/a])
EU-EC- 08/02/2022 |Spontaneous |Non European |Not available |12-17 |Adolescent Male No Myocarditis (n/a - COMIRNATY Not reported ICSR
10011534961 Healthcare |Economic Years Recovered/Resolved - [TOZINAMERAN] (S -
Professional |Area
https://dap.ema.europa.eu/analytics/saw.dlI?Go 47/71
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Caused/Prolonged Immunisation - n/a -
Hospitalisation) [n/a - 3{DF} - n/a])
EU-EC- 08/02/2022 |Spontaneous |Non European |Not available |12-17 |Adolescent Male No Dizziness (0d - COMIRNATY Not reported ICSR
10011534987 Healthcare |Economic Years Recovered/Resolved - ) [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
[n/a - n/a - n/al)
EU-EC- 08/02/2022 | Spontaneous |Non European |[Not available |12-17 |Adolescent |Male No Fatigue (3d - COMIRNATY Not reported ICSR
10011535445 Healthcare |Economic Years Recovering/Resolving - ), [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
Injection site pain (4d - Not [n/a - n/a - n/a])
Recovered/Not Resolved - ),
Pyrexia (1d -
Recovering/Resolving - )
EU-EC- 08/02/2022 | Spontaneous |Non European |Not available |12-17 |Adolescent |Male No Myocarditis (n/a - Unknown - | COMIRNATY Not reported ICSR
10011535524 Healthcare |Economic Years Caused/Prolonged [TOZINAMERAN] (S -
Professional |Area Hospitalisation) Immunisation - n/a -
[n/a - 2{DF} - n/al)
EU-EC- 08/02/2022 | Spontaneous |Non European |Not available |12-17 |Not Female |No Condition aggravated (n/a - COMIRNATY Not reported ICSR
10011535836 Healthcare |Economic Years |Specified Not Recovered/Not Resolved - |[TOZINAMERAN] (S -
Professional |Area 3 COVID-19
immunisation - Not
Dysmenorrhoea (n/a - Not applicable - [n/a -
Recovered/Not Resolved - ), 1{DF} - n/a])
Fatigue (2d -
Recovered/Resolved - ),
Heavy menstrual bleeding (n/a
- Not Recovered/Not Resolved
=)
Hyperpyrexia (2d -
Recovered/Resolved - ),
Polymenorrhoea (n/a - Not
Recovered/Not Resolved - )
EU-EC- 08/02/2022 | Spontaneous |Healthcare |European |Not available |12-17 |Not Female |No Blood albumin decreased (20d |COMIRNATY Not reported ICSR
10011535872 Professional |Economic Years |Specified - Recovered/Resolved - ), [TOZINAMERAN] (S -
Area COVID-19
C-reactive protein increased immunisation - Not
(20d - Recovered/Resolved - ), |applicable - [n/a -
1{DF} - n/a])
Conjunctivitis (20d -
Recovered/Resolved - ),
Granulocyte count increased
(20d - Recovered/Resolved - ),
Hyperpyrexia (19d -
Recovered/Resolved - ),
Multisystem inflammatory
syndrome in children (20d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 08/02/2022 |Spontaneous |Healthcare |European |Not available |12-17 |Adolescent Female |No COVID-19 (n/a - Unknown - COMIRNATY Not reported ICSR
10011536115 Professional |Economic Years Other Medically Important [TOZINAMERAN] (S -
Area Condition), n/a-n/a-[n/a-n/a
- Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 08/02/2022 | Spontaneous |Healthcare |European |Not available |12-17 |Adolescent |Male No COVID-19 (n/a - Unknown - COMIRNATY Not reported ICSR
10011536132 Professional |Economic Years Other Medically Important [TOZINAMERAN] (S -
Area Condition), n/a-n/a-[n/a-n/a
- Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 08/02/2022 |Spontaneous |Non European |Not available |12-17 |Adolescent Female |No Dizziness (n/a - Unknown - COMIRNATY Not reported ICSR
10011536347 Healthcare |Economic Years Caused/Prolonged [TOZINAMERAN] (S -
Professional |Area Hospitalisation), Immunisation - n/a -
[n/a - n/a - n/al)
Headache (n/a - Unknown -
Caused/Prolonged
Hospitalisation),
Hypoaesthesia (n/a - Unknown
- Caused/Prolonged
Hospitalisation),
Pain in extremity (n/a -
Unknown - Caused/Prolonged
Hospitalisation)
EU-EC- 08/02/2022 | Spontaneous |Non European |Not available |12-17 |Adolescent |Female [No Injection site pain (14d - COMIRNATY Not reported ICSR
10011536361 Healthcare |Economic Years Recovered/Resolved - ), [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
Malaise (0d - [n/a - n/a - n/al])
Recovered/Resolved - )
EU-EC- 08/02/2022 |Spontaneous | Healthcare |European |Not available |12-17 |Not Male No Erythema (n/a - COMIRNATY Not reported ICSR
10011536491 Professional |Economic Years |Specified Recovering/Resolving - ), CONCENTRATE FOR
Area DISPERSION FOR
Pain in extremity (n/a - INJECTION COVID-
Recovering/Resolving - ), 19 MRNA VACCINE
(NUCLEOSIDE
Vaccination site reaction (n/a - |MODIFIED)
Recovering/Resolving - ) [TOZINAMERAN] (S -
n/a-nf/a-[n/a-
.3mL -
Intramuscular])
EU-EC- 08/02/2022 | Spontaneous |Non Non Not available |12-17 |Not Female |No Headache (n/a - COMIRNATY [VENLAFAXINE, ICSR
10011536578 Healthcare |European Years |Specified Recovered/Resolved - Other [TOZINAMERAN] (S - | VENLAFAXINE
Professional |Economic Medically Important COVID-19 HYDROCHLORIDE] (C -
Area Condition), immunisation - Not  |Cataplexy - n/a - [n/a - n/a -
applicable - [1d - n/a |n/a])
Lip swelling (n/a - - n/al])
Recovered/Resolved - Other
Medically Important
Condition),
Somnolence (n/a -
Recovered/Resolved - Other
Medically Important
Condition),
https://dap.ema.europa.eu/analytics/saw.dlI?Go 48/71
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Swelling (n/a -
Recovered/Resolved - Other
Medically Important Condition)

EU-EC-
10011536655

08/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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

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

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

Not reported

—
(o]
2]
70

EU-EC-
10011536659

08/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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

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

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

Not reported

—
@}
0

EU-EC-
10011536809

08/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

Dizziness (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),

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

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

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

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

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

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

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

Not reported

e
(%]
70

EU-EC-
10011536852

08/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

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

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

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

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

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

Not reported

i
@}
70

EU-EC-
10011536869

08/02/2022

Spontaneous

Healthcare
Professional

Non
European

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

Not available

12-17
Years

Not
Specified

Female

Anaphylactic reaction (n/a -
Not Recovered/Not Resolved -

TOZINAMERAN
[TOZINAMERAN] (S -

Not reported

._.
(9]
P
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Economic
Area
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Other Medically Important
Condition),

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

Diarrhoea (n/a - Unknown - ),
Dyspnoea (n/a - Unknown - ),

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

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

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

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

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

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

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

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

COVID-19
immunisation - Not
applicable - [n/a -
n/a - n/al)

EU-EC-
10011536889

08/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

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

Not reported

e
[}
Pl

EU-EC-
10011536896

08/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

Not reported

-
@}
el

EU-EC-
10011536937

08/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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

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

Not reported

—
(o]
(9]
pel

EU-EC-
10011536979

08/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

Not reported

i
[}
pe]

EU-EC-
10011537079

08/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

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

Not available

12-17
Years

Not
Specified

Male

No

Aspartate aminotransferase
increased (n/a -
Recovering/Resolving -
Caused/Prolonged

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

Not reported

—
[}
w]
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Hospitalisation),

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

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

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

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

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

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

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

Pyrexia (2610min -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

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

applicable - [1d - n/a
- n/a])

EU-EC- 08/02/2022 |Spontaneous |Healthcare |Non Not available |12-17 |Not Male No COVID-19 (n/a - Unknown - COMIRNATY Not reported ICSR
10011537096 Professional |European Years |Specified Other Medically Important [TOZINAMERAN] (S -
Economic Condition), COVID-19
Area immunisation - Not
Vaccination failure (n/a - applicable - [1d - n/a
Unknown - Other Medically - n/a])
Important Condition)
EU-EC- 08/02/2022 |Spontaneous |Healthcare |Non Not available |12-17 |Not Male No Chest pain (n/a - COMIRNATY Not reported ICSR
10011537174 Professional |European Years |Specified Recovered/Resolved - Other [TOZINAMERAN] (S -
Economic Medically Important Condition) |COVID-19
Area immunisation - Not
applicable - [1d - n/a
- Unknown])
EU-EC- 08/02/2022 |Spontaneous |Healthcare |Non Not available |12-17 |Not Female |No Chest discomfort (n/a - COMIRNATY Not reported ICSR
10011537175 Professional |European Years |Specified Recovering/Resolving - Other  |[TOZINAMERAN] (S -
Economic Medically Important COVID-19
Area Condition), immunisation - Not
applicable - [1d -
Decreased appetite (n/a - .3mL -
Recovering/Resolving - Other | Intramuscular])
Medically Important
Condition),
Pyrexia (n/a -
Recovering/Resolving - Other
Medically Important Condition)
EU-EC- 08/02/2022 |Spontaneous |Healthcare |Non Not available |12-17 |Not Female |No Inappropriate schedule of COMIRNATY Not reported ICSR
10011537176 Professional |European Years |Specified product administration (n/a - |[TOZINAMERAN] (S -
Economic Unknown - ), COVID-19
Area immunisation - Not
Myocarditis (n/a - Unknown - |applicable - [1d - n/a
Other Medically Important - Intramuscular])
Condition),
Tachycardia (n/a - Unknown -
Other Medically Important
Condition)
EU-EC- 08/02/2022 |Spontaneous |Healthcare |Non Not available |12-17 |Not Male No Chest discomfort (n/a - COMIRNATY Not reported ICSR
10011537179 Professional |European Years |Specified Unknown - Caused/Prolonged |[TOZINAMERAN] (S -
Economic Hospitalisation), COVID-19
Area immunisation - Not
Inappropriate schedule of applicable - [1d - n/a
product administration (n/a - |- Unknown])
Unknown - Caused/Prolonged
Hospitalisation),
Myocarditis (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),
Pain in extremity (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Pyrexia (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Troponin I increased (n/a -
https://dap.ema.europa.eu/analytics/saw.dlI?Go 51/71
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Unknown - Caused/Prolonged
Hospitalisation)

EU-EC-
10011537180

08/02/2022

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),

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

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

Not reported

i
(9]
we]

EU-EC-
10011537181

08/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

Not reported

—
@}
0

EU-EC-
10011537182

08/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Cold sweat (n/a -
Recovering/Resolving - ),

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

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

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

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

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

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

Pyrexia (n/a -
Recovering/Resolving - )

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

Not reported

e
%}
70

EU-EC-
10011537183

08/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

Not reported

i
(%]
we]

EU-EC-
10011537184

08/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

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

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

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

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

Not reported

e
9}
pe]

EU-EC-
10011537185

08/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

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

Not available

12-17
Years

Not
Specified

Female

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

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

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

Respiration abnormal (n/a -
Recovering/Resolving -

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

Not reported

e
(%]
el
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Caused/Prolonged
Hospitalisation)
EU-EC- 08/02/2022 |Spontaneous |Healthcare |Non Not available |12-17 |Not Male No Hypersensitivity (n/a - COMIRNATY Not reported ICSR
10011537186 Professional |European Years |Specified Unknown - Caused/Prolonged |[TOZINAMERAN] (S -
Economic Hospitalisation), COVID-19
Area immunisation - Not
Inappropriate schedule of applicable - [1d - n/a
product administration (n/a - |- n/al)
Unknown - ),
Myocarditis (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation, Other
Medically Important Condition)
EU-EC- 08/02/2022 |Spontaneous |Healthcare |Non Not available |12-17 |Not Female |No Chest discomfort (n/a - COMIRNATY Not reported ICSR
10011537187 Professional |European Years |Specified Recovering/Resolving - [TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d - n/a
Chest pain (n/a - - Unknown])
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Dizziness (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Dyspnoea (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Headache (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Inappropriate schedule of
product administration (n/a -
Unknown - ),
Palpitations (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation)
EU-EC- 08/02/2022 | Spontaneous |Healthcare |Non Not available |12-17 |Not Male No Angina pectoris (n/a - COMIRNATY Not reported ICSR
10011537188 Professional |European Years |Specified Recovering/Resolving - Other  |[TOZINAMERAN] (S -
Economic Medically Important COVID-19
Area Condition), immunisation - Not
applicable - [1d - n/a
Body temperature increased - Unknown])
(n/a - Recovering/Resolving -
Chest pain (n/a -
Recovering/Resolving - )
EU-EC- 08/02/2022 |Spontaneous |Healthcare |Non Not available |12-17 |Not Female |No Chest pain (n/a - COMIRNATY Not reported ICSR
10011537190 Professional |European Years |Specified Recovering/Resolving - Other  |[TOZINAMERAN] (S -
Economic Medically Important COVID-19
Area Condition), immunisation - Not
applicable - [1d - n/a
Pain (n/a - Unknown - Other |- n/a])
Medically Important
Condition),
Palpitations (n/a - Unknown -
Other Medically Important
Condition)
EU-EC- 08/02/2022 |Spontaneous |Healthcare |Non Not available |12-17 |Not Female |No Blister (n/a - COMIRNATY Not reported ICSR
10011537191 Professional |European Years |Specified Recovering/Resolving - [TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d -
Discomfort (n/a - Unknown - |.3mL -
Caused/Prolonged Intramuscular])
Hospitalisation),
Pruritus (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Rash (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation)
EU-EC- 08/02/2022 | Spontaneous |Healthcare |Non Not available |12-17 |Not Male No Chest pain (n/a - COMIRNATY Not reported ICSR
10011537194 Professional |European Years |Specified Recovered/Resolved - [TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation) immunisation - Not
applicable - [1d - n/a
- Intramuscular])
EU-EC- 08/02/2022 | Spontaneous |Healthcare |Non Not available |12-17 |Not Male No Chest pain (1mo - COMIRNATY Not reported ICSR
10011537195 Professional |European Years |Specified Recovered/Resolved - [TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d - n/a
Pericardial disease (n/a - - Intramuscular])
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Syncope (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 08/02/2022 |Spontaneous |Healthcare |Non Not available |12-17 |Not Male No Altered state of consciousness |COMIRNATY Not reported ICSR
10011537200 Professional |European Years |Specified (n/a - Recovering/Resolving - | [TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation, Other immunisation - Not
Medically Important applicable - [1d - n/a
Condition), - n/a])
https://dap.ema.europa.eu/analytics/saw.dlI?Go 53/71
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Muscle twitching (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),

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

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

EU-EC-
10011537210

08/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

COMIRNATY
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [1d -
.5mL -
Intramuscular])

Not reported

EU-EC-
10011537217

08/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

Sinus bradycardia (n/a -
Unknown - Caused/Prolonged
Hospitalisation),

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

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

Not reported

—
[}
w]

EU-EC-
10011537220

08/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

Not reported

e
[}
70

EU-EC-
10011537223

08/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

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

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

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

Not reported

e
[}
rel

EU-EC-
10011537227

08/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

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

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

Fatigue (n/a -

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

Not reported

e
@)
el
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Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Headache (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Myalgia (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 08/02/2022 | Spontaneous |Healthcare |Non Not available |12-17 |Not Female |No Leukocytosis (n/a - COMIRNATY Not reported ICSR
10011537229 Professional |European Years |Specified Recovering/Resolving - [TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d - n/a
Pyrexia (n/a - - Unknown])
Recovering/Resolving -
Caused/Prolonged
Hospitalisation)
EU-EC- 08/02/2022 | Spontaneous |Healthcare |Non Not available |12-17 |Not Male No Chest discomfort (n/a - COMIRNATY Not reported ICSR
10011537230 Professional |European Years |Specified Unknown - Other Medically [TOZINAMERAN] (S -
Economic Important Condition), COVID-19
Area immunisation - Not
Chest pain (n/a - applicable - [1d - n/a
Recovering/Resolving - Other |- Unknown])
Medically Important
Condition),
Dizziness (n/a - Unknown -
Other Medically Important
Condition),
Dyspnoea (n/a -
Recovering/Resolving - Other
Medically Important
Condition),
Pyrexia (1d -
Recovered/Resolved - Other
Medically Important Condition)
EU-EC- 08/02/2022 | Spontaneous |Healthcare |Non Not available |12-17 |Not Female |No Chest pain (n/a - COMIRNATY Not reported ICSR
10011537232 Professional |European Years |Specified Recovering/Resolving - [TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation) immunisation - Not
applicable - [1d - n/a
- Intramuscular])
EU-EC- 08/02/2022 | Spontaneous |Healthcare |Non Not available |12-17 |Not Female |No Angina pectoris (n/a - COMIRNATY Not reported ICSR
10011537233 Professional |European Years |Specified Recovered/Resolved - Other [TOZINAMERAN] (S -
Economic Medically Important COVID-19
Area Condition), immunisation - Not
applicable - [1d - n/a
Dyspnoea (n/a - - Unknown])
Recovered/Resolved - ),
Palpitations (n/a -
Recovered/Resolved - )
EU-EC- 08/02/2022 | Spontaneous |Healthcare |Non Not available |12-17 |Not Female |No Syncope (n/a - COMIRNATY Not reported ICSR
10011537234 Professional |European Years |Specified Recovering/Resolving - Other  |[TOZINAMERAN] (S -
Economic Medically Important Condition) | COVID-19
Area immunisation - Not
applicable - [1d -
.3mL -
Intramuscular])
EU-EC- 08/02/2022 | Spontaneous |Healthcare |Non Not available |12-17 |Not Male No Myocarditis (n/a - Not COMIRNATY Not reported ICSR
10011537235 Professional |European Years |Specified Recovered/Not Resolved - [TOZINAMERAN] (S -
Economic Other Medically Important COVID-19
Area Condition) immunisation - Not
applicable - [1d -
.3mL -
Intramuscular])
EU-EC- 08/02/2022 |Spontaneous |Healthcare |Non Not available |12-17 |Not Male No Myocarditis (n/a - COMIRNATY Not reported ICSR
10011537236 Professional |European Years |Specified Recovered/Resolved - [TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation, Other immunisation - Not
Medically Important Condition) |applicable - [1d - n/a
- Unknown])
EU-EC- 08/02/2022 |Spontaneous |Healthcare |Non Not available |12-17 |Not Male No Chest discomfort (n/a - Not COMIRNATY Not reported ICSR
10011537238 Professional |European Years |Specified Recovered/Not Resolved - [TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d -
Chest pain (n/a - Not .5mL -
Recovered/Not Resolved - Intramuscular])
Caused/Prolonged
Hospitalisation),
Inappropriate schedule of
product administration (n/a -
Unknown - )
EU-EC- 08/02/2022 |Spontaneous |Healthcare |Non Not available |12-17 |Not Male No Cough (n/a - COMIRNATY Not reported ICSR
10011537242 Professional |European Years |Specified Recovering/Resolving - [TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d - n/a
Myocarditis (n/a - - Intramuscular])
Recovering/Resolving -
Caused/Prolonged
Hospitalisation)
EU-EC- 08/02/2022 |Spontaneous |Healthcare |Non Not available |12-17 |Not Female |No Chest discomfort (n/a - COMIRNATY Not reported ICSR
10011537243 Professional |European Years |Specified Recovered/Resolved - [TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d - n/a
Chest pain (n/a - - Unknown])
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 08/02/2022 |Spontaneous |Healthcare |Non Not available |12-17 |Not Male No Chest pain (n/a - Unknown - |COMIRNATY Not reported ICSR
10011537247 Professional |European Years |Specified Caused/Prolonged [TOZINAMERAN] (S -
Economic Hospitalisation), COVID-19
Area immunisation - Not
Dyspnoea (n/a - Unknown - applicable - [1d - n/a
Caused/Prolonged - Unknown])
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Hospitalisation),
Inappropriate schedule of
product administration (n/a -
Unknown - Caused/Prolonged
Hospitalisation)
EU-EC- 08/02/2022 | Spontaneous |Healthcare |Non Not available |12-17 |Not Male No Diarrhoea (n/a - COMIRNATY Not reported ICSR
10011537249 Professional |European Years |Specified Recovered/Resolved - ), [TOZINAMERAN] (S -
Economic COVID-19
Area Dizziness (n/a - immunisation - Not
Recovered/Resolved - ), applicable - [1d - n/a
- Unknown])
Headache (n/a -
Recovered/Resolved - ),
Influenza (n/a -
Recovered/Resolved - ),
Pyrexia (n/a -
Recovered/Resolved - Other
Medically Important
Condition),
Rash (n/a -
Recovered/Resolved - )
EU-EC- 08/02/2022 |Spontaneous |Healthcare |Non Not available |12-17 |Not Male No Chest discomfort (n/a - COMIRNATY Not reported ICSR
10011537250 Professional |European Years |Specified Recovered/Resolved - Other [TOZINAMERAN] (S -
Economic Medically Important Condition) |COVID-19
Area immunisation - Not
applicable - [1d - n/a
- Unknown])
EU-EC- 08/02/2022 |Spontaneous |Healthcare |Non Not available |12-17 |Not Female |No Angina pectoris (n/a - COMIRNATY Not reported ICSR
10011537251 Professional |European Years |Specified Recovering/Resolving - Other  |[TOZINAMERAN] (S -
Economic Medically Important COVID-19
Area Condition), immunisation - Not
applicable - [1d - n/a
Tachycardia (n/a - - Unknown])
Recovering/Resolving - )
EU-EC- 08/02/2022 |Spontaneous |Healthcare |Non Not available |12-17 |Not Male No Cardiomyopathy (n/a - COMIRNATY Not reported ICSR
10011537253 Professional |European Years |Specified Recovering/Resolving - Other  |[TOZINAMERAN] (S -
Economic Medically Important COVID-19
Area Condition), immunisation - Not
applicable - [1d - n/a
Chest discomfort (n/a - - Unknown])
Recovering/Resolving - ),
Headache (n/a -
Recovering/Resolving - ),
Nausea (n/a -
Recovering/Resolving - ),
Vomiting (n/a -
Recovering/Resolving - )
EU-EC- 08/02/2022 |Spontaneous |Healthcare |Non Not available |12-17 |Not Female |No Altered state of consciousness |COMIRNATY Not reported ICSR
10011537254 Professional |European Years |Specified (n/a - Recovering/Resolving - | [TOZINAMERAN] (S -
Economic Other Medically Important COVID-19
Area Condition), immunisation - Not
applicable - [1d - n/a
Fatigue (n/a - - Unknown])
Recovering/Resolving - ),
Loss of consciousness (n/a -
Recovering/Resolving - Other
Medically Important
Condition),
Nausea (n/a -
Recovering/Resolving - ),
Syncope (n/a -
Recovering/Resolving - Other
Medically Important
Condition),
Vomiting (n/a -
Recovering/Resolving - )
EU-EC- 08/02/2022 |Spontaneous |Healthcare |Non Not available |12-17 |Not Male No Chest discomfort (n/a - COMIRNATY Not reported ICSR
10011537255 Professional |European Years |Specified Recovering/Resolving - [TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation), immunisation - Not
applicable - [n/a -
Chest pain (n/a - n/a - Intramuscular])
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Discomfort (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation)
EU-EC- 08/02/2022 |Spontaneous |Healthcare |Non Not available |12-17 |Not Male No Angina pectoris (n/a - COMIRNATY Not reported ICSR
10011537256 Professional |European Years |Specified Recovered/Resolved - Other [TOZINAMERANT] (S -
Economic Medically Important COVID-19
Area Condition), immunisation - Not
applicable - [1d - n/a
Chest pain (n/a - - Intramuscular])
Recovered/Resolved - )
EU-EC- 08/02/2022 | Spontaneous |Healthcare |Non Not available |12-17 |Not Male No Dyspnoea (n/a - COMIRNATY Not reported ICSR
10011537257 Professional |European Years |Specified Recovered/Resolved - Other [TOZINAMERAN] (S -
Economic Medically Important COVID-19
Area Condition), immunisation - Not
applicable - [1d -
Pyrexia (1d - .3mL -
Recovered/Resolved - Other Intramuscular])
Medically Important Condition)
EU-EC- 08/02/2022 |Spontaneous |Healthcare |Non Not available |12-17 |Not Female |No C-reactive protein increased COMIRNATY Not reported ICSR
10011537258 Professional |European Years |Specified (n/a - Recovering/Resolving - | [TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d - n/a
Infection (n/a - -n/al)
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
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Leukopenia (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),

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

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

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

EU-EC-
10011537259

08/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

Not reported

EU-EC-
10011537260

08/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

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

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

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

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

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

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

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

COMIRNATY
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [1d -
.5mL -
Intramuscular])

Not reported

=
%]
o

EU-EC-
10011537262

08/02/2022

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),

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

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
- Intramuscular])

Not reported

=
@)
o

EU-EC-
10011537350

08/02/2022

Spontaneous

Healthcare
Professional

European
Economic

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

Not available

12-17
Years

Adolescent

Male

No

COVID-19 (n/a - Unknown -
Other Medically Important

COMIRNATY
[TOZINAMERAN] (S -

Not reported

e
@}
o
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Area Condition), n/a-n/a-[n/a-n/a
- Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 08/02/2022 | Spontaneous |Healthcare |European |Not available |12-17 |Adolescent |Female |No COVID-19 (n/a - Unknown - COMIRNATY Not reported ICSR
10011537351 Professional |Economic Years Other Medically Important [TOZINAMERAN] (S -
Area Condition), n/a-n/a-[n/a-n/a
- Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 08/02/2022 |Spontaneous |Healthcare |European |Not available |12-17 |Adolescent |[Female |No COVID-19 (n/a - Unknown - COMIRNATY Not reported ICSR
10011537365 Professional |Economic Years Other Medically Important [TOZINAMERAN] (S -
Area Condition), n/a-n/a-[n/a-n/a
- Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 08/02/2022 |Spontaneous |Healthcare |European |Not available |12-17 |Not Male No Agranulocytosis (7d - Fatal - | COMIRNATY Not reported ICSR
10011537572 Professional |Economic Years |Specified Results in Death, Life [TOZINAMERAN] (S -
Area Threatening, Immunisation - n/a -
Caused/Prolonged [n/a - 3{DF} - n/a])
Hospitalisation),
Multiple organ dysfunction
syndrome (0d - Fatal - Results
in Death, Life Threatening,
Caused/Prolonged
Hospitalisation),
Sepsis (7d - Fatal - Results in
Death, Life Threatening,
Caused/Prolonged
Hospitalisation)
EU-EC- 08/02/2022 | Spontaneous |Healthcare |European |Not available |12-17 |Adolescent |Male No Myopericarditis (n/a - COMIRNATY Not reported ICSR
10011537578 Professional |Economic Years Unknown - Caused/Prolonged |[TOZINAMERAN] (S -
Area Hospitalisation) Immunisation - n/a -
[n/a - n/a - n/al)
EU-EC- 08/02/2022 |Spontaneous |Healthcare |European |Not available |12-17 |Not Female |No Amenorrhoea (n/a - Not COMIRNATY Not reported ICSR
10011537629 Professional |Economic Years |Specified Recovered/Not Resolved - ) [TOZINAMERAN] (S -
Area COVID-19
immunisation - Not
applicable - [1d - n/a
- n/a])
EU-EC- 08/02/2022 |Spontaneous |Healthcare |European |Not available |12-17 |Adolescent Female |No COVID-19 (n/a - Unknown - COMIRNATY Not reported ICSR
10011537857 Professional |Economic Years Other Medically Important [TOZINAMERAN] (S -
Area Condition), n/a-n/a-[n/a-n/a
- Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 08/02/2022 | Spontaneous | Non European |Not available |12-17 |Not Female |No Headache (n/a - Unknown - COMIRNATY Not reported ICSR
10011538016 Healthcare |Economic Years |Specified Other Medically Important [TOZINAMERAN] (S -
Professional |Area Condition), COVID-19
immunisation - Not
Heavy menstrual bleeding (5d |applicable - [n/a -
- Unknown - Other Medically |n/a - n/a])
Important Condition),
Menarche (5d - Unknown -
Other Medically Important
Condition)
EU-EC- 08/02/2022 | Spontaneous | Non European |Not available |12-17 |Not Female |No Intermenstrual bleeding (7d - | COMIRNATY NOT AVAILABLE (C-n/a-  |ICSR
10011538035 Healthcare |Economic Years |Specified Recovered/Resolved - ) [TOZINAMERAN] (S - |n/a - [n/a - n/a - n/a])
Professional |Area COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 08/02/2022 | Spontaneous | Non European |Not available |12-17 |Not Female |No Amenorrhoea (n/a - COMIRNATY Not reported ICSR
10011538174 Healthcare |Economic Years |Specified Recovering/Resolving - ), [TOZINAMERAN] (S -
Professional |Area COvID-19
Balance disorder (n/a - immunisation - Not
Recovering/Resolving - ), applicable - [n/a -
n/a - n/al)
Dizziness (n/a -
Recovering/Resolving - ),
Electric shock (n/a -
Recovering/Resolving - ),
Headache (n/a -
Recovering/Resolving - ),
Nausea (n/a -
Recovering/Resolving - )
EU-EC- 08/02/2022 |Spontaneous |Non European |Not available |12-17 |Not Female [No Pain in extremity (n/a - Not COMIRNATY Not reported ICSR
10011538184 Healthcare |Economic Years |Specified Recovered/Not Resolved - ) [TOZINAMERAN] (S -
Professional |Area COVID-19
immunisation - Not
applicable - [1d - n/a
- Intramuscular])
EU-EC- 08/02/2022 | Spontaneous |Non Non Not available |12-17 |Not Male No Dizziness (n/a - Not COMIRNATY Not reported ICSR
10011538320 Healthcare |European Years |Specified Recovered/Not Resolved - [TOZINAMERAN] (S -
Professional |Economic Other Medically Important COVID-19
Area Condition), immunisation - Not
applicable - [1d - n/a
Dizziness postural (n/a - Not |- n/a])
Recovered/Not Resolved -
Other Medically Important
Condition),
Headache (n/a - Not
Recovered/Not Resolved -
Other Medically Important
Condition),
Inappropriate schedule of
product administration (n/a -
Unknown - )
EU-EC- 08/02/2022 | Spontaneous |Healthcare |Non Not available |12-17 |Not Male No Aversion (n/a - COMIRNATY Not reported ICSR
10011538356 Professional |European Years |Specified Recovering/Resolving - [TOZINAMERAN] (S -
Economic Caused/Prolonged COvVID-19
Area Hospitalisation), immunisation - Not
https://dap.ema.europa.eu/analytics/saw.dlI?Go 58/71



30.11.2022 16.59

Run Line Listing Report

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

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

Social avoidant behaviour (n/a
- Recovering/Resolving -
Caused/Prolonged
Hospitalisation),

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

applicable - [1d - n/a
- n/a])

EU-EC-
10011538360

08/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

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

Not reported

—
%}
70

EU-EC-
10011538384

08/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

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

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

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

Not reported

e
%]
o

EU-EC-
10011538385

08/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

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

Not reported

e
(9]
pe]

EU-EC-
10011538397

08/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

Not reported

i
[}
pe]

EU-EC-
10011538405

08/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

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

Not available

12-17
Years

Not
Specified

Female

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

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

Not reported

i
(9]
el
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Malaise (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),

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

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

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

applicable - [1d - n/a
- n/a])

EU-EC-
10011538409

08/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

Screaming (n/a - Unknown - )

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

Not reported

=
[}
0

EU-EC-
10011538418

08/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

Crohn's disease (n/a - Not
Recovered/Not Resolved -
Caused/Prolonged
Hospitalisation, Other
Medically Important Condition)

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

Not reported

=
%}
0

EU-EC-
10011538420

08/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

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

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

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

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

Not reported

e
(9]
pe]

EU-EC-
10011538565

08/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

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

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

Not reported

i
[}
pe]

EU-EC-
10011538596

08/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Dizziness (2d -
Recovered/Resolved - ),

Feeling hot (2d - Unknown - ),

Influenza (2d -
Recovered/Resolved - ),

Paraesthesia (2d - Unknown - )

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

Not reported

i
@]
70

EU-EC-
10011538729

08/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Monoplegia (n/a -
Recovering/Resolving - Other
Medically Important Condition)

COMIRNATY
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [1d - n/a
- n/al)

Not reported

=
[}
0

EU-EC-
10011538743

08/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

https://dap.ema.europa.eu/analytics/saw.dll?Go

Not available

12-17
Years

Not
Specified

Male

No

Asthenia (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),

Decreased appetite (n/a -
Recovering/Resolving -

COMIRNATY
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [1d - n/a
- Intramuscular])

Not reported

—
@]
70
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Caused/Prolonged
Hospitalisation),

Fatigue (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),

Lymphadenopathy (n/a -
Recovering/Resolving - ),

Neck mass (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),

Oropharyngeal pain (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),

Pyrexia (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation)

EU-EC-
10011538745

08/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Inappropriate schedule of
product administration (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),

Myocarditis (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),

Pericarditis (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation)

COMIRNATY
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [1d - n/a
- Intramuscular])

Not reported

v
@]
70

EU-EC-
10011538746

08/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Blister (n/a -
Recovered/Resolved - Other
Medically Important
Condition),

Inappropriate schedule of
product administration (n/a -
Unknown - ),

Skin discolouration (n/a -
Recovered/Resolved - Other
Medically Important Condition)

COMIRNATY
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [n/a -
n/a - Intramuscular])

Not reported

i
@}
el

EU-EC-
10011538758

08/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Chest discomfort (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Pyrexia (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)

COMIRNATY
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [1d -
.3mL -
Intramuscular])

Not reported

i
(9]
]

EU-EC-
10011538761

08/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Chest pain (n/a -
Recovering/Resolving - ),

Dyspnoea (n/a -
Recovering/Resolving - ),

Exercise tolerance decreased
(n/a - Recovering/Resolving -

4

Inappropriate schedule of
product administration (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),

Pericarditis (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),

Syncope (n/a -
Recovering/Resolving - Other
Medically Important Condition)

COMIRNATY
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [1d - n/a
- Unknown])

Not reported

i
[}
p]

EU-EC-
10011538762

08/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Chest discomfort (n/a -
Recovering/Resolving - Other
Medically Important
Condition),

Inappropriate schedule of
product administration (n/a -
Unknown - ),

Palpitations (n/a -
Recovering/Resolving - Other
Medically Important
Condition),

Respiration abnormal (n/a -
Unknown - Other Medically
Important Condition)

COMIRNATY
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [1d - n/a
- Intramuscular])

Not reported

—
[}
w]

EU-EC-
10011538772

08/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Not
Specified

No

Dyspnoea (n/a - Not
Recovered/Not Resolved - ),

Epistaxis (n/a - Not
Recovered/Not Resolved - ),

Heart rate increased (n/a - Not
Recovered/Not Resolved - ),

Immunisation (n/a - Unknown

COMIRNATY
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [1d - n/a
- nfa])

Not reported

e
%}
wel

EU-EC-
10011538775

08/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

https://dap.ema.europa.eu/analytics/saw.dll?Go

Not available

12-17
Years

Not
Specified

Male

Chest discomfort (n/a -
Recovering/Resolving - Other
Medically Important
Condition),

COMIRNATY
[TOZINAMERAN] (S -
COVID-19
immunisation - Not

Not reported

e
[}
o0
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https://dap.ema.europa.eu/analytics/saw.dll?Go

applicable - [1d -
Chest pain (n/a - .3mL -
Recovering/Resolving - Other | Intramuscular])
Medically Important Condition)
EU-EC- 08/02/2022 |Spontaneous |Healthcare |Non Not available |12-17 |Not Male No Chest pain (n/a - Unknown - | COMIRNATY Not reported ICSR
10011538781 Professional |European Years |Specified Other Medically Important [TOZINAMERAN] (S -
Economic Condition) COVID-19
Area immunisation - Not
applicable - [1d - n/a
- Unknown])
EU-EC- 08/02/2022 |Spontaneous |Healthcare |Non Not available |12-17 |Not Female |No Chest discomfort (n/a - COMIRNATY Not reported ICSR
10011538786 Professional |European Years |Specified Recovering/Resolving - [TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d - n/a
Chest pain (n/a - - Intramuscular])
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Dyspnoea (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Vomiting (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation)
EU-EC- 08/02/2022 |Spontaneous |Healthcare |Non Not available |12-17 |Not Female |No Syncope (n/a - COMIRNATY Not reported ICSR
10011538792 Professional |European Years |Specified Recovering/Resolving - Other |[TOZINAMERAN] (S -
Economic Medically Important Condition) |COVID-19
Area immunisation - Not
applicable - [1d - n/a
- Intramuscular])
EU-EC- 08/02/2022 | Spontaneous |Healthcare |Non Not available |12-17 |Not Female |No Discomfort (3d - COMIRNATY Not reported ICSR
10011538793 Professional |European Years |Specified Recovered/Resolved - ), [TOZINAMERAN] (S -
Economic COVID-19
Area Syncope (3d - immunisation - Not
Recovered/Resolved - Other applicable - [1d - n/a
Medically Important - Unknown])
Condition),
Vaccination site pain (3d -
Recovered/Resolved - ),
Vaccination site swelling (3d -
Recovered/Resolved - )
EU-EC- 08/02/2022 |Spontaneous |Healthcare |Non Not available |12-17 |Not Male No Chest discomfort (n/a - COMIRNATY Not reported ICSR
10011538794 Professional |European Years |Specified Recovering/Resolving - Other  |[TOZINAMERAN] (S -
Economic Medically Important COVID-19
Area Condition), immunisation - Not
applicable - [1d -
Myalgia (n/a - .3mL -
Recovering/Resolving - Other | Intramuscular])
Medically Important
Condition),
Palpitations (n/a -
Recovering/Resolving - Other
Medically Important Condition)
EU-EC- 08/02/2022 |Spontaneous |Healthcare |Non Not available |12-17 |Not Male No Angina pectoris (n/a - COMIRNATY Not reported ICSR
10011538795 Professional |European Years |Specified Recovered/Resolved - Other [TOZINAMERAN] (S -
Economic Medically Important COVID-19
Area Condition), immunisation - Not
applicable - [1d - n/a
Blood pressure increased (n/a |- Unknown])
- Recovered/Resolved - ),
Chest discomfort (n/a -
Recovered/Resolved - )
EU-EC- 08/02/2022 | Spontaneous |Healthcare |Non Not available |12-17 |Not Female |No Chest discomfort (n/a - COMIRNATY Not reported ICSR
10011538797 Professional |European Years |Specified Recovering/Resolving - ), [TOZINAMERAN] (S -
Economic COvID-19
Area Chest pain (n/a - immunisation - Not
Recovering/Resolving - ), applicable - [1d - n/a
- Intramuscular])
Dizziness (n/a -
Recovering/Resolving - ),
Respiration abnormal (n/a -
Recovering/Resolving - ),
Syncope (n/a -
Recovering/Resolving - Other
Medically Important Condition)
EU-EC- 08/02/2022 |Spontaneous |Healthcare |Non Not available |12-17 |Not Female |No Arrhythmia (n/a - Unknown - | COMIRNATY Not reported ICSR
10011538802 Professional |European Years |Specified Other Medically Important [TOZINAMERAN] (S -
Economic Condition), COVID-19
Area immunisation - Not
Basedow's disease (n/a - applicable - [1d - n/a
Recovering/Resolving - Other |- Unknown])
Medically Important
Condition),
Chest pain (n/a - Unknown -
Other Medically Important
Condition),
Headache (n/a - Unknown -
Other Medically Important
Condition)
EU-EC- 08/02/2022 | Spontaneous | Non Non Not available |12-17 |Not Female |No COVID-19 (n/a - COMIRNATY [BILASTINE] (C - ICSR
10011538822 Healthcare |European Years |Specified Recovered/Resolved - Other [TOZINAMERAN] (S - |Hypersensitivity - n/a - [n/a -
Professional |Economic Medically Important COVID-19 n/a - Oral]),
Area Condition), immunisation - Not
applicable - [n/a - [MONTELUKAST,
Cough (3d - n/a - Intramuscular]) | MONTELUKAST SODIUM] (C
Recovered/Resolved - ), - Hypersensitivity - n/a - [n/a
- n/a - Oral]),
Drug ineffective (n/a -
Unknown - Other Medically [SODIUM CROMOGLICATE]
Important Condition), (C - Hypersensitivity - n/a -
[n/a - n/a - Nasal])
Nasal congestion (2d -
Recovered/Resolved - ),
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Throat irritation (3d -
Recovered/Resolved - )
EU-EC- 08/02/2022 | Spontaneous |Healthcare |European |Not available |12-17 |Not Female |No Costochondritis (n/a - COMIRNATY Not reported ICSR
10011538914 Professional |Economic Years |Specified Recovering/Resolving - ), [TOZINAMERAN] (S -
Area COvID-19
Vascular purpura (n/a - immunisation - Not
Recovering/Resolving - Other |applicable - [n/a -
Medically Important Condition) | 1{DF} - Parenteral])
EU-EC- 08/02/2022 | Spontaneous |Healthcare |European |Not available |12-17 |Adolescent |[Female |No Hypertension (n/a - Not COMIRNATY Not reported ICSR
10011538974 Professional | Economic Years Recovered/Not Resolved - [TOZINAMERAN] (S -
Area Other Medically Important COVID-19
Condition), immunisation - Drug
withdrawn - [n/a -
Tachycardia (n/a - Not 1{DF} -
Recovered/Not Resolved - Subcutaneous])
Other Medically Important
Condition)
EU-EC- 08/02/2022 | Spontaneous | Non European |Not available |12-17 |Adolescent |Female [No Menstrual disorder (64d - Not | COMIRNATY 30 Not reported ICSR
10011539021 Healthcare |Economic Years Recovered/Not Resolved - ), MICROGRAMS/DOSE
Professional |Area DISPERSION FOR
Pyrexia (1d - INJECTION COVID-
Recovered/Resolved - ) 19 MRNA VACCINE
(NUCLEOSIDE
MODIFIED)
[TOZINAMERAN] (S -
Immunisation - Not
applicable - [n/a -
.3mL -
Intramuscular])
EU-EC- 08/02/2022 | Spontaneous |Non European |Not available |12-17 |Adolescent [Female |No Myalgia (n/a - Not COMIRNATY Not reported ICSR
10011539145 Healthcare |Economic Years Recovered/Not Resolved - [TOZINAMERAN] (S -
Professional |Area Caused/Prolonged COVID-19
Hospitalisation), immunisation - Not
applicable - [n/a -
Skin reaction (n/a - n/a - Intramuscular])
Recovered/Resolved - )
EU-EC- 08/02/2022 | Spontaneous |Healthcare |European |Not available |12-17 |Adolescent |Female |No Intermenstrual bleeding (n/a - | COMIRNATY Not reported ICSR
10011539238 Professional | Economic Years Not Recovered/Not Resolved - |[TOZINAMERAN] (S -
Area , COVID-19
immunisation - Not
Pelvic pain (n/a - Not applicable - [1d -
Recovered/Not Resolved - ) 1{DF} -
Intramuscular])
EU-EC- 08/02/2022 |Spontaneous |Healthcare |European |Not available |12-17 |Adolescent Female |No Menstruation irregular (nfa- | COMIRNATY Not reported ICSR
10011539446 Professional |Economic Years Not Recovered/Not Resolved - |[TOZINAMERAN] (S -
Area COVID-19
immunisation - n/a -
[1d - .3mL -
Intramuscular])
EU-EC- 08/02/2022 | Spontaneous |Non European |Not available |12-17 |Adolescent |Female [No Immunisation reaction (7d - COMIRNATY Not reported ICSR
10011539510 Healthcare |Economic Years Recovered/Resolved - ), [TOZINAMERAN] (S -
Professional |Area COVID-19
Menstrual disorder (n/a - Not |immunisation - Not
Recovered/Not Resolved - ) applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 08/02/2022 |Spontaneous |Healthcare |European |Not available |12-17 |Adolescent Female |No Lymphadenopathy (n/a - COMIRNATY Not reported ICSR
10011539514 Professional |Economic Years Recovering/Resolving - ) [TOZINAMERAN] (S -
Area COVID-19
immunisation - Not
applicable - [n/a -
n/a - Intramuscular])
EU-EC- 08/02/2022 |Spontaneous |Non European |Not available |12-17 |Adolescent Male No Urticaria (n/a - COMIRNATY Not reported ICSR
10011539552 Healthcare |Economic Years Recovering/Resolving - ) [TOZINAMERAN] (S -
Professional |Area COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 08/02/2022 | Spontaneous |Healthcare |European |Not available [12-17 |Adolescent [Female |No Erythema nodosum (n/a - COMIRNATY Not reported ICSR
10011539566 Professional |Economic Years Recovering/Resolving - ), [TOZINAMERAN] (S -
Area COvID-19
Pyrexia (15d - immunisation - Not
Recovered/Resolved - ) applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 08/02/2022 |Spontaneous | Healthcare |European |Not available |12-17 |Child Male No Dysaesthesia (n/a - Not COMIRNATY Not reported ICSR
10011539594 Professional | Economic Years Recovered/Not Resolved - ), [TOZINAMERAN] (S -
Area COVID-19
Pain in extremity (n/a - Not immunisation - Not
Recovered/Not Resolved - ) applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 08/02/2022 |Spontaneous |Healthcare |European |Not available |12-17 |Adolescent |Male No Pain in extremity (3d - COMIRNATY Not reported ICSR
10011539621 Professional |Economic Years Recovered/Resolved - ) [TOZINAMERAN] (S -
Area COVID-19
immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 08/02/2022 |Spontaneous |Non European |Not available |12-17 |Not Female [No Oligomenorrhoea (n/a - Not | COMIRNATY Not reported ICSR
10011539733 Healthcare |Economic Years |Specified Recovered/Not Resolved - ) [TOZINAMERAN] (S -
Professional |Area COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 08/02/2022 | Spontaneous |Non European |Not available |12-17 |Not Female |No Amenorrhoea (4mo - Not COMIRNATY NOVORAPID 100 E/ML, ICSR
10011539757 Healthcare |Economic Years |Specified Recovered/Not Resolved - ) [TOZINAMERAN] (S - |OPLOSSING VOOR INJECTIE
Professional |Area COVID-19 IN FLACON. [INSULIN
immunisation - Not  |ASPART] (C - n/a - n/a - [n/a
applicable - [n/a - - n/a - n/al),
1{DF} - n/a])
[INSULIN DETEMIR] (C - n/a
- n/a - [n/a - n/a - n/al)
EU-EC- 08/02/2022 | Spontaneous |Healthcare |Non Not available |12-17 |Not Female |No Angina pectoris (n/a - COMIRNATY Not reported ICSR
10011539871 Professional |European Years |Specified Recovering/Resolving - Other  |[TOZINAMERAN] (S -
Economic Medically Important COVID-19
Area Condition), immunisation - Not
applicable - [1d - n/a
Chest pain (n/a - - Unknown])
Recovered/Resolved - Other
Medically Important Condition)
EU-EC- 08/02/2022 |Spontaneous |Healthcare |Non Not available |12-17 |Not Female |No Headache (n/a - COMIRNATY Not reported ICSR
https://dap.ema.europa.eu/analytics/saw.dlI?Go 63/71
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10011539879

Professional

European
Economic
Area

Years

Specified

Run Line Listing Report

Recovered/Resolved - Other
Medically Important
Condition),

Nasal congestion (n/a -
Recovered/Resolved - Other
Medically Important
Condition),

Oropharyngeal pain (n/a -
Recovered/Resolved - Other
Medically Important
Condition),

Pyrexia (n/a -
Recovered/Resolved - Other
Medically Important
Condition),

Rhinorrhoea (n/a -
Recovered/Resolved - Other
Medically Important Condition)

[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [1d - n/a
- Unknown])

EU-EC- 08/02/2022
10011539898

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Chest discomfort (n/a -
Recovering/Resolving - ),

Headache (n/a -
Recovering/Resolving - ),

Myocarditis (n/a -
Recovering/Resolving - Other
Medically Important
Condition),

Pyrexia (n/a -
Recovering/Resolving - ),

Vaccination site pain (n/a -
Recovering/Resolving - ),

Vomiting (n/a -
Recovering/Resolving - )

COMIRNATY
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [1d - n/a
- Intramuscular])

Not reported

._.
@)
o

EU-EC- 08/02/2022
10011539904

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

Abdominal pain (n/a - Not
Recovered/Not Resolved -
Other Medically Important
Condition),

Abdominal pain upper (n/a -
Not Recovered/Not Resolved -
Other Medically Important
Condition),

Anisocoria (n/a - Not
Recovered/Not Resolved -
Other Medically Important
Condition),

Blindness (n/a - Not
Recovered/Not Resolved -
Other Medically Important
Condition),

Chest pain (n/a - Not
Recovered/Not Resolved -
Other Medically Important
Condition),

Cognitive disorder (n/a - Not
Recovered/Not Resolved -
Other Medically Important
Condition),

Confusional state (n/a - Not
Recovered/Not Resolved -
Other Medically Important
Condition),

Cyanosis (n/a - Not
Recovered/Not Resolved -
Other Medically Important
Condition),

Depressed level of
consciousness (n/a - Not
Recovered/Not Resolved -
Other Medically Important
Condition),

Dizziness (n/a - Not
Recovered/Not Resolved -
Other Medically Important
Condition),

Eye disorder (n/a - Not
Recovered/Not Resolved -
Other Medically Important
Condition),

Headache (n/a - Not
Recovered/Not Resolved -
Other Medically Important
Condition),

Hypoaesthesia (n/a - Not

Recovered/Not Resolved -
Other Medically Important
Condition),

Presyncope (n/a - Not
Recovered/Not Resolved -
Other Medically Important
Condition),

Speech disorder (n/a - Not
Recovered/Not Resolved -
Other Medically Important
Condition),

Syncope (n/a - Not

COMIRNATY
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [1d - n/a
- n/a])

Not reported

i
@]
70
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Recovered/Not Resolved -
Other Medically Important
Condition),

Tremor (n/a - Not
Recovered/Not Resolved -
Other Medically Important
Condition),

Vision blurred (n/a - Not
Recovered/Not Resolved -
Other Medically Important
Condition)

EU-EC-
10011539942

08/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Anxiety (n/a - Not
Recovered/Not Resolved - ),

Cardiac flutter (n/a - Not
Recovered/Not Resolved -
Other Medically Important
Condition),

Chest pain (n/a - Not
Recovered/Not Resolved - ),

Dyspnoea (n/a - Not
Recovered/Not Resolved - ),

Feeling abnormal (n/a - Not
Recovered/Not Resolved - ),

Insomnia (n/a - Not
Recovered/Not Resolved - ),

Palpitations (n/a - Not
Recovered/Not Resolved -
Other Medically Important
Condition),

Panic attack (n/a - Not
Recovered/Not Resolved -
Other Medically Important
Condition)

TOZINAMERAN
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [1d -
.3mL - n/al)

Not reported

—
@}
70

EU-EC-
10011540122

08/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adult

Female

Paraesthesia (n/a - Not
Recovered/Not Resolved -
Other Medically Important
Condition)

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -
[n/a - n/a - n/a])

Not reported

._4
N
%)
o

EU-EC-
10011540148

08/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Breast pain (2d -
Recovering/Resolving - Other
Medically Important
Condition),

Headache (2d -
Recovered/Resolved - ),

Myocarditis (2d -
Recovering/Resolving - Other
Medically Important
Condition),

Pyrexia (2d -
Recovered/Resolved - )

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -
[n/a - n/a - nja])

Not reported

e
(9]
o0

EU-EC-
10011540185

08/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Arrhythmia (n/a -
Recovered/Resolved - Other
Medically Important
Condition),

Asthenia (n/a -
Recovered/Resolved - Other
Medically Important
Condition),

Hyperhidrosis (n/a -
Recovered/Resolved - Other
Medically Important
Condition),

Myocarditis (n/a -
Recovered/Resolved - Other
Medically Important
Condition),

Tachycardia (n/a -
Recovered/Resolved - Other
Medically Important Condition)

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -

[n/a - 2{DF} - n/a])

Not reported

EU-EC-
10011540322

08/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Blindness transient (0d -
Recovered/Resolved - Other
Medically Important
Condition),

Deafness transitory (0d -
Recovered/Resolved - Other
Medically Important
Condition),

Dizziness (0d -
Recovered/Resolved - ),

Loss of consciousness (0d -
Recovered/Resolved - Other
Medically Important
Condition),

Product administration error
(0d - Unknown - ),

Throat tightness (0d -
Recovered/Resolved - )

COMIRNATY
[TOZINAMERAN] (S -
n/a - Not applicable -
[n/a-n/a-
Intramuscular]),

[INFLUENZA A VIRUS
A/BRISBANE/10/2010
(H1N1) ANTIGEN
(MDCK CELL
DERIVED,
PROPIOLACTONE
INACTIVATED)] (S -
n/a - Not applicable -
[n/a-n/a-
Intramuscular])

Not reported

e
(9]
pe]

EU-EC-
10011540349

08/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

https://dap.ema.europa.eu/analytics/saw.dll?Go

Not available

12-17
Years

Adolescent

Male

Arthralgia (n/a -
Recovered/Resolved - ),

Chills (n/a -
Recovered/Resolved - ),

Headache (n/a -
Recovered/Resolved - ),

Pyrexia (3d -

COMIRNATY
[TOZINAMERAN] (S -
n/a-n/a-[n/a-n/a
- Intramuscular])

Not reported

=
%}
o
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Recovered/Resolved - Other
Medically Important Condition)

EU-EC-
10011540609

08/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Fatigue (n/a -
Recovered/Resolved - ),

Headache (n/a -
Recovered/Resolved - ),

Hypokinesia (n/a -
Recovered/Resolved - ),

Lymphadenopathy (n/a -
Recovered/Resolved - ),

Myalgia (n/a -
Recovered/Resolved - ),

Vaccination site pain (n/a -
Recovered/Resolved - )

COMIRNATY
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [n/a -
n/a - Intramuscular])

[METHYLPHENIDATE
HYDROCHLORIDE] (C -
Attention deficit hyperactivity
disorder - n/a - [n/a - 36mg
- Oral])

EU-EC-
10011540912

08/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Anxiety (n/a - Not
Recovered/Not Resolved -
Caused/Prolonged
Hospitalisation),

Bell's palsy (n/a - Not
Recovered/Not Resolved -
Caused/Prolonged
Hospitalisation),

Depressed level of
consciousness (n/a - Not
Recovered/Not Resolved -
Caused/Prolonged
Hospitalisation),

Dizziness (n/a - Not
Recovered/Not Resolved -
Caused/Prolonged
Hospitalisation),

Ear pain (n/a - Not
Recovered/Not Resolved -
Caused/Prolonged
Hospitalisation),

Headache (n/a - Not
Recovered/Not Resolved -
Caused/Prolonged
Hospitalisation),

Hypoaesthesia (n/a - Not
Recovered/Not Resolved -
Caused/Prolonged
Hospitalisation),

Lethargy (n/a - Not
Recovered/Not Resolved -
Caused/Prolonged
Hospitalisation),

Nausea (n/a - Not
Recovered/Not Resolved -
Caused/Prolonged
Hospitalisation),

Periorbital oedema (n/a - Not
Recovered/Not Resolved -
Caused/Prolonged
Hospitalisation),

Syncope (n/a - Not
Recovered/Not Resolved -
Caused/Prolonged
Hospitalisation),

Tinnitus (n/a - Not
Recovered/Not Resolved -
Caused/Prolonged
Hospitalisation),

Vaccination site pain (n/a - Not
Recovered/Not Resolved -
Caused/Prolonged
Hospitalisation),

Vision blurred (n/a - Not
Recovered/Not Resolved -
Caused/Prolonged
Hospitalisation)

COMIRNATY
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [1d - n/a
- n/al)

Not reported

—
[}
o

EU-EC-
10011540916

08/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Chest pain (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Dyspnoea (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Investigation abnormal (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)

COMIRNATY
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [1d - n/a
- Unknown])

Not reported

EU-EC-
10011540928

08/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

https://dap.ema.europa.eu/analytics/saw.dll?Go

Not available

12-17
Years

Not
Specified

Female

Chest discomfort (9d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Myocarditis (9d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),

Respiration abnormal (9d -
Recovered/Resolved -

COMIRNATY
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [1d -
.3mL -
Intramuscular])

Not reported

ren
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Caused/Prolonged
Hospitalisation)

EU-EC-
10011540931

08/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Not
Specified

No

Chest discomfort (n/a - Not
Recovered/Not Resolved -
Caused/Prolonged
Hospitalisation),

Chest pain (n/a - Not
Recovered/Not Resolved -
Caused/Prolonged
Hospitalisation),

Dyspnoea (n/a - Not
Recovered/Not Resolved -
Caused/Prolonged
Hospitalisation),

Pericarditis (n/a - Not
Recovered/Not Resolved -
Caused/Prolonged
Hospitalisation),

Vomiting (n/a - Not
Recovered/Not Resolved -
Caused/Prolonged
Hospitalisation)

COMIRNATY
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [1d - n/a
- n/a])

Not reported

i
(9]
we]

EU-EC-
10011540932

08/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Axillary pain (n/a - Unknown -
Other Medically Important
Condition),

Dyspnoea exertional (n/a - Not
Recovered/Not Resolved -
Other Medically Important
Condition),

Headache (n/a - Not
Recovered/Not Resolved -
Other Medically Important
Condition),

Lethargy (n/a - Not
Recovered/Not Resolved -
Other Medically Important
Condition),

Musculoskeletal chest pain (1d
- Recovered/Resolved - Other
Medically Important
Condition),

Myalgia (1d -
Recovered/Resolved - Other
Medically Important
Condition),

Pain (n/a - Not Recovered/Not
Resolved - Other Medically
Important Condition),

Spinal pain (1d -
Recovered/Resolved - Other
Medically Important
Condition),

Vaccination site pain (n/a -
Unknown - Other Medically
Important Condition)

TOZINAMERAN
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [n/a -
n/a - n/al)

Not reported

e
@]
70

EU-EC-
10011540940

08/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Arthralgia (n/a - Unknown - ),

Chest discomfort (n/a -
Unknown - ),

Depressed mood (n/a -
Unknown - ),

Dizziness (n/a - Unknown - ),
Fatigue (n/a - Unknown - ),
Headache (n/a - Unknown - ),
Migraine (n/a - Unknown - ),

Muscular weakness (n/a -
Unknown - ),

Myalgia (n/a - Unknown - ),

Palpitations (n/a - Unknown -

4

Syncope (n/a - Unknown -
Other Medically Important
Condition)

COMIRNATY
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [n/a -
n/a - n/al)

Not reported

i
(9]
el

EU-EC-
10011541061

08/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Chest pain (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),

Inappropriate schedule of
product administration (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),

Myocarditis (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation, Other
Medically Important Condition)

COMIRNATY
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [1d -
.3mL -
Intramuscular])

Not reported

—
@}
pel

EU-EC-
10011541071

08/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

https://dap.ema.europa.eu/analytics/saw.dll?Go

Not available

12-17
Years

Not
Specified

Male

Myocarditis (45d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation, Other
Medically Important Condition)

COMIRNATY
[TOZINAMERAN] (S -
COVID-19
immunisation - Not

Not reported

i
(9]
el
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applicable - [1d - n/a
- Intramuscular])
EU-EC- 08/02/2022 |Spontaneous |Non Non Not available |12-17 |Not Female |No COVID-19 (n/a - Unknown - TOZINAMERAN Not reported ICSR
10011541128 Healthcare |European Years |Specified Other Medically Important [TOZINAMERAN] (S -
Professional |Economic Condition), COVID-19
Area immunisation - Not
Drug ineffective (n/a - applicable - [1d - n/a
Unknown - Other Medically -n/al),
Important Condition),
[COVID-19 VACCINE]
Headache (n/a - Unknown - ), |(S - COVID-19
immunisation -
Immunisation (n/a - Unknown |Unknown - [n/a - n/a
- Other Medically Important - n/a))
Condition),
Nasal congestion (n/a -
Unknown - ),
Rhinorrhoea (n/a - Unknown -
EU-EC- 08/02/2022 | Spontaneous |Healthcare |Non Not available |12-17 |Not Male No Chest discomfort (n/a - COMIRNATY Not reported ICSR
10011541197 Professional |European Years |Specified Recovered/Resolved - Other [TOZINAMERAN] (S -
Economic Medically Important COVID-19
Area Condition), immunisation - Not
applicable - [1d - n/a
Chest pain (n/a - - Unknown])
Recovered/Resolved - Other
Medically Important
Condition),
Heart rate increased (n/a -
Recovered/Resolved - Other
Medically Important Condition)
EU-EC- 08/02/2022 |Spontaneous |Non European |Not available |12-17 |Not Female |No Somnolence (n/a - Unknown - | TOZINAMERAN Not reported ICSR
10011541505 Healthcare |Economic Years |Specified [TOZINAMERAN] (S -
Professional |Area COVID-19
immunisation - Not
applicable - [n/a -
n/a - n/a])
EU-EC- 08/02/2022 |Spontaneous |Non European |Not available |12-17 |Not Female |Yes Pyrexia (1d - COMIRNATY RAPAMUNE [SIROLIMUS] (C |ICSR
10011541527 Healthcare |Economic Years |Specified Recovered/Resolved - ), [TOZINAMERAN] (S - |- Vasoconstriction - n/a -
Professional |Area COVID-19 [n/a - n/a - Oral]),
Pyrexia (2d - immunisation - Not
Recovered/Resolved - ) applicable - [1d - n/a |[PROPRANOLOL,
- Intramuscular]) PROPRANOLOL
HYDROCHLORIDE] (C -
Haemangioma - n/a - [n/a -
n/a - Oral])
EU-EC- 08/02/2022 |Spontaneous |Healthcare |Non Not available |12-17 |Not Male No Blood creatine phosphokinase | COMIRNATY Not reported ICSR
10011542105 Professional |European Years |Specified MB increased (n/a - Unknown - |[TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d - n/a
Blood creatine phosphokinase |- Intramuscular])
increased (n/a - Unknown -
Caused/Prolonged
Hospitalisation),
C-reactive protein increased
(n/a - Unknown -
Caused/Prolonged
Hospitalisation),
Chest discomfort (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Chest pain (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Myocarditis (n/a - Unknown -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),
Pyrexia (n/a - Unknown -
Caused/Prolonged
Hospitalisation),
Troponin I increased (n/a -
Unknown - Caused/Prolonged
Hospitalisation)
EU-EC- 08/02/2022 | Spontaneous | Non European |Not available |12-17 |Adolescent [Female |No Amenorrhoea (n/a - Not COMIRNATY Not reported ICSR
10011542159 Healthcare |Economic Years Recovered/Not Resolved - ) [TOZINAMERAN] (S -
Professional |Area COVID-19
immunisation -
Unknown - [n/a -
1{DF} - n/a])
EU-EC- 08/02/2022 | Spontaneous |Healthcare |European |Not available |12-17 |Adolescent Male No Vertigo (n/a - COMIRNATY Not reported ICSR
10011542269 Professional |Economic Years Recovering/Resolving - ) [TOZINAMERAN] (S -
Area COVID-19
immunisation - Drug
withdrawn - [1d - n/a
- Intramuscular])
EU-EC- 08/02/2022 | Spontaneous |Healthcare |Non Not available |12-17 |Not Male No Abdominal pain (n/a - COMIRNATY Not reported ICSR
10011542320 Professional |European Years |Specified Recovering/Resolving - [TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation, Other immunisation - Not
Medically Important applicable - [1d - n/a
Condition), -n/al)
Chest discomfort (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),
Depersonalisation/derealisation
disorder (n/a -
Recovering/Resolving -
https://dap.ema.europa.eu/analytics/saw.dlI?Go 68/71
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Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),

Dizziness (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),

Dyspnoea (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),

Fatigue (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),

Feeling hot (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),

Headache (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),

Hypertension (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),

Lethargy (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),

Memory impairment (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),

Nausea (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),

Palpitations (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),

Pyrexia (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),

Rash (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),

Vision blurred (20min -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation, Other

Medically Important Condition)

EU-EC- 08/02/2022 |Spontaneous |Healthcare |European |Not available |12-17 |Adolescent |Female |No Arthralgia (3d - COMIRNATY Not reported ICSR
10011542386 Professional |Economic Years Recovered/Resolved - ), [TOZINAMERAN] (S -
Area COVID-19
Asthenia (2d - immunisation - Not
Recovered/Resolved - ), applicable - [1d -
1{DF} - n/a - More in
Headache (4d - ICSR])
Recovered/Resolved - ),
Malaise (4d -
Recovered/Resolved - ),
Nausea (2d -
Recovered/Resolved - ),
Pyrexia (4d -
Recovered/Resolved - ),
Vomiting (2d -
Recovered/Resolved - )
EU-EC- 08/02/2022 | Spontaneous |Healthcare |Non Not available |12-17 |Not Male No Amnesia (n/a - Not TOZINAMERAN SOMATROPIN ICSR
10011542917 Professional |European Years |Specified Recovered/Not Resolved - ), [TOZINAMERAN] (S - |[SOMATROPIN] (C - n/a -
Economic COVID-19 n/a - [n/a - n/a - n/al),
Area Asthenia (n/a - Not immunisation - Not
https://dap.ema.europa.eu/analytics/saw.dlI?Go 69/71
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Recovered/Not Resolved - ), applicable - [1d - n/a |[INSULIN, INSULIN HUMAN]
- Intramuscular]) (C - Diabetes mellitus - n/a -
Diabetes mellitus inadequate [n/a - n/a - n/al),
control (n/a - Not
Recovered/Not Resolved - [LETROZOLE] (C - n/a-n/a -
Other Medically Important [n/a - n/a - n/al)
Condition),
Disturbance in attention (n/a -
Not Recovered/Not Resolved -
)
Malaise (n/a - Not
Recovered/Not Resolved - ),
Weight decreased (n/a - Not
Recovered/Not Resolved - )
EU-EC- 08/02/2022 |Spontaneous |Healthcare |European |Not available |12-17 |Adolescent Male No COVID-19 (n/a - Unknown - COMIRNATY Not reported ICSR
10011543166 Professional |Economic Years Other Medically Important [TOZINAMERAN] (S -
Area Condition), n/a-n/a-[n/a-n/a
- Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 07/02/2022 | Spontaneous |Healthcare |Non Taniguchi, T.. |12-17 |Not Male No Myocarditis (n/a - COMIRNATY [LEVOCETIRIZINE ICSR
10011513238 Professional |European |A pediatric Years |Specified Recovering/Resolving - [TOZINAMERAN] (S - | DIHYDROCHLORIDE,
Economic |case of Caused/Prolonged COVID-19 LEVOCETIRIZINE
Area myocarditis Hospitalisation, Other immunisation - Not |HYDROCHLORIDE] (C -
after COVID- Medically Important applicable - [1d - n/a |Hypersensitivity - n/a - [n/a -
19 Condition), - Intramuscular]) n/a - Oral])
vaccination.
The 153rd Pyrexia (n/a - Unknown - ),
Regional
Meeting of White blood cell count
Japan increased (n/a - Unknown -
Pediatric Caused/Prolonged
Society in the Hospitalisation)
Shizuoka
district.
2021;153rd:16
EU-EC- 07/02/2022 | Spontaneous | Non European |Not available |12-17 |Not Male No Fatigue (n/a - Unknown - ), COMIRNATY Not reported ICSR
10011513248 Healthcare |Economic Years |Specified [TOZINAMERAN] (S -
Professional |Area Pain (n/a - Unknown - ), COVID-19
immunisation - Not
Somnolence (n/a - Unknown - |applicable - [1d - n/a
- n/a])
EU-EC- 07/02/2022 |Spontaneous |Healthcare |Non Not available |12-17 |Not Female |No COVID-19 (n/a - Unknown - COMIRNATY Not reported ICSR
10011513423 Professional |European Years |Specified Other Medically Important [TOZINAMERAN] (S -
Economic Condition), COVID-19
Area immunisation - Not
Drug ineffective (n/a - applicable - [1d - n/a
Unknown - Other Medically - Unknown])
Important Condition)
EU-EC- 07/02/2022 |Spontaneous |Healthcare |Non Not available |12-17 |Not Female |No Headache (n/a - COMIRNATY Not reported ICSR
10011513428 Professional |European Years |Specified Recovered/Resolved - [TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d - n/a
Lethargy (n/a - - n/a])
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Pyrexia (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Tachycardia (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 07/02/2022 | Spontaneous | Non Non Not available |12-17 |Not Male No Chest pain (n/a - COMIRNATY Not reported ICSR
10011513459 Healthcare |European Years |Specified Recovering/Resolving - Other  |[TOZINAMERAN] (S -
Professional |Economic Medically Important COVID-19
Area Condition), immunisation - Not
applicable - [n/a -
Dysarthria (n/a - n/a - n/al)
Recovering/Resolving - Other
Medically Important
Condition),
Fatigue (n/a -
Recovering/Resolving - Other
Medically Important
Condition),
Malaise (n/a -
Recovering/Resolving - Other
Medically Important
Condition),
Swollen tongue (0d -
Recovered/Resolved - Other
Medically Important Condition)
EU-EC- 07/02/2022 | Spontaneous | Non European |Not available |12-17 |Not Female |No Inappropriate schedule of COMIRNATY Not reported ICSR
10011513603 Healthcare |Economic Years |Specified product administration (n/a - |[TOZINAMERAN] (S -
Professional |Area Unknown - ), COVID-19
immunisation - Not
Nausea (0d - applicable - [1d - n/a
Recovered/Resolved - ), - n/a])
Pain in extremity (3d -
Recovered/Resolved - )
EU-EC- 07/02/2022 |Spontaneous |Non European |Not available |12-17 |Not Female [No Asthenia (n/a - Unknown - ), |COMIRNATY Not reported ICSR
10011513721 Healthcare |Economic Years |Specified [TOZINAMERAN] (S -
Professional |Area Dizziness (n/a - Unknown - ), |n/a - Not applicable -
[n/a - n/a - n/al])
Fall (n/a - Unknown - ),
Head injury (n/a - Unknown - )
EU-EC- 07/02/2022 |Spontaneous |Healthcare |Non Not available |12-17 |Not Male No Myocarditis (n/a - COMIRNATY Not reported ICSR
10011513927 Professional |European Years |Specified Recovered/Resolved - [TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation, Other immunisation - Not
Medically Important Condition)
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