30.11.2022 10.45

Line Listing Report

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

Run Line Listing Report
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Primary Concomitant/Not
EU Local (Es\éteway Primary (S:gﬂ:]ctfy Patient Z?;geg:oup Patient Parent |Reaction List PT Eil.i:p(lejcrzlgn?r::ﬁnligtr::gion Administered Drug List (D
Number Receipt Report Type |Source for Literature Reference Age (as per Sex Child |(Duration — Outcome PT - Action taken - Char - Indication PT - Acti
D Qualification Group P Report |- Seriousness Criteria) N taken - [Duration - Dose -
ate Regulatory reporter) [Duration - Dose - Route]) Route])
Purposes
EU-EC- 01/12/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Menstruation irregular | COMIRNATY Not reported
10010821448 Professional |Economic Years (n/a - Not [TOZINAMERAN] (S -
Area Recovered/Not COVID-19 immunisation -
Resolved - ) n/a - [n/a - 1{DF} -
Intramuscular])
EU-EC- 01/12/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Hypotension (n/a - COMIRNATY Not reported
10010821590 Healthcare |Economic Years Not Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19 immunisation -
Not applicable - [1d -
Influenza like iliness | 1{DF} - Intramuscular])
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 01/12/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Menstrual disorder COMIRNATY Not reported
10010821605 Healthcare |Economic Years |Specified (n/a- [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving |COVID-19 immunisation -
- Not applicable - [1d -
1{DF} - Intramuscular])
EU-EC- 01/12/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Immunisation COMIRNATY Not reported
10010821609 Professional |Economic Years reaction (n/a - [TOZINAMERAN] (S -
Area Recovered/Resolved - |COVID-19 immunisation -
) Not applicable - [1d -
1{DF} - Intramuscular])
Odynophagia (n/a -
Recovered/Resolved -
)
Pharyngitis (n/a -
Recovered/Resolved -
)
Urticaria (n/a -
Recovering/Resolving
EU-EC- 01/12/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Pruritus (24h - COMIRNATY Not reported
10010821617 Professional | Economic Years Recovered/Resolved - |[TOZINAMERAN] (S - n/a -
Area Not applicable - [1d -
1{DF} - Intramuscular])
EU-EC- 01/12/2021 |Spontaneous |Non Non Not available 12-17 |Not Female |No Pyrexia (n/a - COMIRNATY Not reported
10010822008 Healthcare |European Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Economic - Other Medically COVID-19 immunisation -
Area Important Condition) |Not applicable - [1d - n/a -
n/a])
EU-EC- 01/12/2021 |Spontaneous |Non Non Not available 12-17 |Not Female |No Lymphadenopathy COMIRNATY Not reported
10010822014 Healthcare |European Years |Specified (n/a - Not [TOZINAMERAN] (S -
Professional |Economic Recovered/Not COVID-19 immunisation -
Area Resolved - Other Not applicable - [n/a - n/a -
Medically Important  |n/a])
Condition)
EU-EC- 01/12/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Infarction (n/a - COMIRNATY Not reported
10010822016 Professional |European Years |Specified Unknown - [TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19 immunisation -
Area Hospitalisation, Other |Not applicable - [n/a - n/a -
Medically Important  |n/a])
Condition)
EU-EC- 01/12/2021 |Spontaneous |Non Non Not available 12-17 |Not Male No Chest pain (n/a - COMIRNATY Not reported
10010822034 Healthcare |European Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Professional | Economic - Caused/Prolonged  |COVID-19 immunisation -
Area Hospitalisation) Not applicable - [1d - n/a -
Intramuscular])
EU-EC- 01/12/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Chills (n/a - Not COMIRNATY Not reported
10010822156 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19 immunisation -
Not applicable - [n/a -
Fatigue (n/a - Not 1{DF} - n/a])
Recovered/Not
Resolved - ),
Headache (n/a - Not
Recovered/Not
Resolved - ),
Injection site
erythema (n/a -
Recovering/Resolving
=)
Injection site
inflammation (n/a -
Recovering/Resolving
=)
Injection site pain
(n/a-
Recovering/Resolving
=
Malaise (n/a - Not
Recovered/Not
Resolved - ),
Nausea (n/a -
Recovering/Resolving
=)
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 01/12/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Hypoaesthesia (n/a - |COMIRNATY Not reported
10010822223 Healthcare |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area COVID-19 immunisation -
Not applicable - [1d - n/a -
Intramuscular])
EU-EC- 01/12/2021 |Spontaneous |Non Non Not available 12-17 |Not Female |No Chest discomfort (n/a | COMIRNATY Not reported
10010822396 Healthcare |European Years |Specified - Not Recovered/Not |[TOZINAMERAN] (S -
Professional Resolved - Other COVID-19 immunisation -
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Medically Important
Condition),

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

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

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

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

Selective IgA
immunodeficiency
(n/a - Unknown -
Other Medically
Important Condition)

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

EU-EC-
10010822565

01/12/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Cardiac disorder (4d -
Recovered/Resolved -
Other Medically

Important Condition)

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

Not reported

EU-EC-
10010822566

01/12/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

Not reported

EU-EC-
10010822573

01/12/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Lymphadenopathy
(n/a-
Recovered/Resolved
With Sequelae - Other
Medically Important
Condition)

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

Not reported

EU-EC-
10010822581

01/12/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

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

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

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

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

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

Not reported

EU-EC-
10010822804

01/12/2021

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

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

Hyperventilation (n/a
- Recovered/Resolved
=)

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

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

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

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

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

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

Tachypnoea (n/a -
Unknown - ),

Vomiting (n/a -
Recovered/Resolved -

)

EU-EC-
10010822834

01/12/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

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

Not reported

EU-EC-
10010823053

01/12/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

Influenza like illness
(n/a - Unknown -
Other Medically
Important Condition)

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

Not reported

EU-EC-
10010823432

01/12/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Chills (4h -
Recovered/Resolved -

4

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

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

Not reported

EU-EC-
10010823643

01/12/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Abdominal pain upper
(n/a-
Recovering/Resolving

)

Fall (n/a -
Recovering/Resolving

i

Headache (n/a -
Recovering/Resolving
=)

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

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

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

Not reported

EU-EC-
10010823911

01/12/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

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

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

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

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

Not reported

EU-EC-
10010824100

01/12/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Eyelid oedema (2d -
Recovered/Resolved -

)

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

Not reported

EU-EC-
10010824149

01/12/2021

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

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Amenorrhoea (39d -
Recovered/Resolved -

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

[DIPHTHERIA AND TETAN
VACCINE] (C-n/a-n/a -
[n/a - n/a - n/a])
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EU-EC- 01/12/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Urticaria (2d - COMIRNATY Not reported
10010824213 Professional |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S -
Area COVID-19 immunisation -
Not applicable - [1d -
1{DF} - n/a])
EU-EC- 30/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Anaphylactic reaction |TOZINAMERAN Not reported
10010796656 Professional |European Years |Specified (n/a- [TOZINAMERAN] (S -
Economic Recovered/Resolved - |COVID-19 immunisation -
Area Other Medically Not applicable - [n/a - n/a -
Important Condition), |Intramuscular]),
Off label use (n/a -  |[INFLUENZA A VIRUS
Unknown - ), A/BRISBANE/10/2010
(H1N1) ANTIGEN (MDCK
Product use issue CELL DERIVED,
(n/a - Unknown - ), |PROPIOLACTONE
INACTIVATED), INFLUENZA
Urticaria (n/a - A VIRUS A/TEXAS/50/2012
Recovered/Resolved - |X-223A (H3N2) ANTIGEN
Other Medically (MDCK CELL DERIVED,
Important Condition) |PROPIOLACTONE
INACTIVATED), INFLUENZA
B VIRUS
B/MASSACHUSETTS/2/2012
ANTIGEN (MDCK CELL
DERIVED,
PROPIOLACTONE
INACTIVATED)] (S -
Immunisation - Not
applicable - [1d - n/a -
n/al])
EU-EC- 30/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Decreased appetite | COMIRNATY Not reported
10010796879 Professional |Economic Years |Specified (2d - [TOZINAMERAN] (S -
Area Recovered/Resolved - |COVID-19 immunisation -
) n/a-[n/a-.3mL-
Intramuscular])
Headache (2d -
Recovered/Resolved -
)
Pyrexia (2d -
Recovered/Resolved -
EU-EC- 30/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female [No Amenorrhoea (nfa - |COMIRNATY Not reported
10010798744 Professional |Economic Years |Specified Not Recovered/Not [TOZINAMERAN] (S -
Area Resolved - ) COVID-19 immunisation -
Not applicable - [n/a -
1{DF} - n/a])
EU-EC- 30/11/2021 |Spontaneous |Non European |Not available 12-17 |Adult Male No Chest pain (n/a - Not |COMIRNATY NOT AVAILABLE (C - n/a -
10010798860 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S - - [n/a-n/a-nfa]),
Professional |Area Resolved - ), COVID-19 immunisation -
Not applicable - [n/a - [HUMAN NORMAL
Disturbance in 1{DF} - n/a]) IMMUNOGLOBULIN,
attention (n/a - Not IMMUNOGLOBULIN G] (C
Recovered/Not n/a-nf/a-[n/a-n/a-nf
Resolved - ),
Ear pain (n/a -
Recovering/Resolving
Fatigue (n/a - Not
Recovered/Not
Resolved - ),
Flank pain (n/a - Not
Recovered/Not
Resolved - ),
Headache (n/a - Not
Recovered/Not
Resolved - ),
Heart rate decreased
(n/a-
Recovering/Resolving
=)
Injection site pain (3d
- Recovered/Resolved
=)
Irritability (n/a - Not
Recovered/Not
Resolved - ),
Malaise (n/a - Not
Recovered/Not
Resolved - ),
Myalgia (n/a - Not
Recovered/Not
Resolved - ),
Nausea (n/a - Not
Recovered/Not
Resolved - ),
Oxygen saturation
decreased (n/a - Not
Recovered/Not
Resolved - ),
Thinking abnormal
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 30/11/2021 | Spontaneous |Non European |Not available 12-17 |Not Female |No Haematoma (n/a - COMIRNATY Not reported
10010799381 Healthcare |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area COVID-19 immunisation -
n/a - [n/a - n/a - n/a])
EU-EC- 30/11/2021 |Spontaneous |Non Non Not available 12-17 |Not Male No Axillary pain (3d - COMIRNATY Not reported
10010799794 Healthcare |European Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Professional | Economic Other Medically COVID-19 immunisation -
Area Important Condition), |Not applicable - [1d - n/a -
n/a])
Chills (1d -
Recovered/Resolved -
Other Medically
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Important Condition),

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

Headache (2d -
Recovered/Resolved -
Other Medically
Important Condition),

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

Pain in extremity (1d
- Recovered/Resolved
- Other Medically

Important Condition),

Sinus congestion (n/a
Recovering/Resolving
- Other Medically

Important Condition)

EU-EC-
10010800017

30/11/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Abdominal pain (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),

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

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

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

Tachycardia (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 -
n/a])

Not reported

EU-EC-
10010800058

30/11/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Hypoaesthesia (n/a -
Unknown - ),

Musculoskeletal pain
(n/a - Unknown - ),

Pain in extremity (n/a

Recovering/Resolving

»

Pallor (n/a - Unknown

=)

Shoulder injury
related to vaccine
administration (n/a -
Unknown - ),

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

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

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

Not reported

EU-EC-
10010800665

30/11/2021

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

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Dermatitis acneiform
(n/a-
Recovering/Resolving
=)

Erythema (n/a -
Recovering/Resolving
=)

Eye pruritus (n/a -
Recovering/Resolving

)

Eye swelling (n/a -
Recovering/Resolving

)

Eyelid irritation (n/a -
Recovering/Resolving

=)

Lacrimation increased

(n/a-

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

Not reported
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Recovering/Resolving

)

Rash (n/a -
Recovering/Resolving

i

Wound (n/a -
Recovering/Resolving

EU-EC-
10010800915

30/11/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

Not reported

EU-EC-
10010801142

30/11/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Intermenstrual
bleeding (n/a -
Unknown - ),

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

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

[ETHINYLESTRADIOL,
LEVONORGESTREL] (C -
Contraception,
Dysmenorrhoea - n/a - [n,
1{DF} - n/a])

EU-EC-
10010801143

30/11/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

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

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

Not reported

EU-EC-
10010801144

30/11/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Heavy menstrual
bleeding (n/a -
Recovered/Resolved -

4

Menstruation irregular
(68d -
Recovered/Resolved -

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

Not reported

EU-EC-
10010801147

30/11/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Breast atrophy (n/a -
Not Recovered/Not
Resolved - ),

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

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

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

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

[DESOGESTREL] (C -
Contraception, Menstruati
normal - n/a - [n/fa-n/a-

n/a])

EU-EC-
10010801160

30/11/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

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

Not reported

EU-EC-
10010801166

30/11/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Menstruation irregular
(n/a-
Recovering/Resolving

i

Polymenorrhoea (n/a

Recovering/Resolving

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

[DESOGESTREL] (C -
Dysmenorrhoea, Menstruz
disorder - n/a - [n/a - 1{C
n/a]),

[SERTRALINE, SERTRALIM
HYDROCHLORIDE] (C -
Anxiety - n/a - [n/a - 75m
n/a]),

[THIAMINE
HYDROCHLORIDE, RETIN
(C-nfa-n/a-[n/a-n/a
n/al)

EU-EC-
10010801378

30/11/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Seizure (1d - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition)

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

Not reported

EU-EC-
10010801420

30/11/2021

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

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

Oropharyngeal pain

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

Not reported
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(1d -
Recovered/Resolved -
Other Medically
Important Condition),

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

EU-EC-
10010801608

30/11/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

Not reported

EU-EC-
10010801709

30/11/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Asthenia (n/a -
Recovered/Resolved -

W

Heart rate irregular
(n/a-
Recovered/Resolved -
Other Medically
Important Condition),

Hyperhidrosis (n/a -
Recovered/Resolved -

W

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

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

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

Not reported

EU-EC-
10010801822

30/11/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

Fatigue (0d -
Recovered/Resolved -

i

Headache (n/a -
Recovered/Resolved -

4

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

Malaise (2d -
Recovered/Resolved -

)

Nausea (2d -
Recovered/Resolved -

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

Not reported

EU-EC-
10010801844

30/11/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

Not reported

EU-EC-
10010801848

30/11/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Body temperature
(n/a - Unknown - ),

Nausea (n/a -
Unknown - ),

Vertigo (n/a -
Unknown - ),

Vomiting (n/a -
Unknown - )

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

Not reported

EU-EC-
10010801911

30/11/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Burning sensation
(n/a-
Recovered/Resolved -

i

Erythema (n/a -
Recovered/Resolved -

)

Pruritus (n/a -
Recovered/Resolved -

)

Rash pruritic (n/a -
Recovered/Resolved -

),

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

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

IBUPROFEN [IBUPROFEN,
IBUPROFEN SODIUM] (C -
n/a-n/a-[n/a-n/a-nf:

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

EU-EC-
10010802693

30/11/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

Not reported

EU-EC-
10010802810

30/11/2021

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

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Child

Male

No

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

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

Hypersensitivity (n/a -

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

Not reported
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Not Recovered/Not
Resolved - ),

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

Skin erosion (n/a -
Not Recovered/Not

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

Important Condition),

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

Eye movement
disorder (n/a -
Recovering/Resolving
- Life Threatening,
Other Medically
Important Condition),

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

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

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

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

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

Skin discolouration
(n/a-
Recovering/Resolving
- Life Threatening,
Other Medically

n/al)

Resolved - )
EU-EC- 30/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Fatigue (n/a - COMIRNATY Not reported
10010802986 Healthcare |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area ., COVID-19 immunisation -
Not applicable - [n/a - n/a -
Heavy menstrual n/al)
bleeding (n/a -
Recovered/Resolved -
)
Malaise (n/a -
Recovered/Resolved -
)
Nausea (n/a -
Recovered/Resolved -
EU-EC- 30/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Female [No Amenorrhoea (n/a - | COMIRNATY Not reported
10010803140 Healthcare |Economic Years |Specified Not Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ) COVID-19 immunisation -
Not applicable - [n/a - n/a -
n/a])
EU-EC- 30/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Chills (n/a - Not COMIRNATY NOT AVAILABLE (C - n/a -
10010804036 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S - - [n/a-n/a-n/a])
Professional |Area Resolved - ), COVID-19 immunisation -
Not applicable - [n/a -
Fatigue (n/a - Not 1{DF} - n/a])
Recovered/Not
Resolved - ),
Headache (n/a - Not
Recovered/Not
Resolved - ),
Malaise (n/a - Not
Recovered/Not
Resolved - ),
Myalgia (n/a - Not
Recovered/Not
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 30/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Headache (n/a - Not |COMIRNATY Not reported
10010804042 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ) COVID-19 immunisation -
Not applicable - [n/a -
1{DF} - n/a])
EU-EC- 30/11/2021 |Spontaneous |[Non Non Not available 12-17 |Not Male No Epistaxis (1d - COMIRNATY Not reported
10010804603 Healthcare |European Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Professional | Economic Other Medically COVID-19 immunisation -
Area Important Condition) |Not applicable - [1d - n/a -
n/a])
EU-EC- 30/11/2021 |Spontaneous |Non Non Not available 12-17 |Not Female |No Disorientation (n/a - |COMIRNATY Not reported
10010804614 Healthcare |European Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Professional | Economic - Life Threatening, COVID-19 immunisation -
Area Other Medically Not applicable - [1d - n/a -
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Important Condition),

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

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

EU-EC-
10010804667

30/11/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adult

Female

Anaphylactic reaction
(n/a-
Recovering/Resolving
- Life Threatening,
Caused/Prolonged
Hospitalisation),

Dyspnoea (n/a -
Recovering/Resolving
=)

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

Malaise (n/a -
Recovering/Resolving
=)

Sneezing (n/a -
Recovering/Resolving
=)

Stridor (n/a -
Recovering/Resolving

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

Not reported

EU-EC-
10010804681

30/11/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

Not reported

EU-EC-
10010804831

30/11/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

Motor developmental
delay (n/a - Unknown
- Disabling, Other
Medically Important
Condition),

Tic (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

EU-EC-
10010804836

30/11/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Pain in extremity (5d
- Recovered/Resolved
- Other Medically

Important Condition),

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

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

Not reported

EU-EC-
10010804852

30/11/2021

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

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

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

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

EU-EC-
10010805044

30/11/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

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

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

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

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

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

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

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

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

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

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

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

Not reported

EU-EC-
10010805118

30/11/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

Visual impairment
(n/a - Unknown -
Other Medically
Important Condition)

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

[BECLOMETASONE
DIPROPIONATE] (C - n/a
n/a - [n/a - 4{DF} - n/a)),

[SALBUTAMOL, SALBUTAN
SULFATE] (C-n/a-n/a-
- 8{DF} - Respiratory
(inhalation)])

EU-EC-
10010805169

30/11/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Headache (n/a -
Recovered/Resolved -

i

Pain (n/a -
Recovered/Resolved -

i

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

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

Not reported

EU-EC-
10010805193

30/11/2021

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

Spontaneous

Non
Healthcare

European
Economic

Not available

12-17
Years

Not
Specified

Male

No

Paraesthesia (n/a -
Unknown - )

COMIRNATY
[TOZINAMERAN] (S -

Not reported
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Professional |Area COVID-19 immunisation -
Not applicable - [1d - n/a -
n/a])
EU-EC- 30/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Headache (n/a - COMIRNATY Not reported
10010805219 Professional |European Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Economic - COVID-19 immunisation -
Area Not applicable - [n/a - n/a -
Pericarditis (n/a - n/al)
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 30/11/2021 |Spontaneous |Non Non Not available 12-17 |Not Female [No Herpes zoster (n/a - |COMIRNATY Not reported
10010805228 Healthcare |European Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Professional | Economic - Other Medically COVID-19 immunisation -
Area Important Condition) |Not applicable - [1d - n/a -
n/a])
EU-EC- 30/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Rash (n/a - COMIRNATY Not reported
10010805591 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area With Sequelae - ), COVID-19 immunisation -
Not applicable - [n/a - n/a -
Scar (n/a - Not n/al)
Recovered/Not
Resolved - ),
Vaccination site rash
(n/a-
Recovered/Resolved
With Sequelae - )
EU-EC- 30/11/2021 |Spontaneous |Non Non Not available 12-17 |Not Female |No Chest pain (8h - COMIRNATY Not reported
10010805716 Healthcare |European Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Economic Other Medically COVID-19 immunisation -
Area Important Condition), |Not applicable - [1d - n/a -
n/a])
Pain (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 30/11/2021 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Blister (n/a - COMIRNATY Not reported
10010806220 Professional |European Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Economic Other Medically COVID-19 immunisation -
Area Important Condition), |Not applicable - [n/a - n/a -
n/al)
Rash (n/a -
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 30/11/2021 |Spontaneous |Non Non Not available 12-17 |Not Female |No Chest pain (n/a - COMIRNATY Not reported
10010806471 Healthcare |European Years |Specified Unknown - Other [TOZINAMERAN] (S -
Professional |Economic Medically Important  |COVID-19 immunisation -
Area Condition), Not applicable - [1d - n/a -
n/a])
Dyspnoea (n/a -
Unknown - Other
Medically Important
Condition),
Fatigue (n/a -
Unknown - Other
Medically Important
Condition),
Heart rate (1d -
Recovered/Resolved -
Other Medically
Important Condition),
Myocarditis (n/a -
Unknown - Other
Medically Important
Condition),
Palpitations (n/a -
Unknown - Other
Medically Important
Condition),
Pericarditis (n/a -
Unknown - Other
Medically Important
Condition),
Pyrexia (n/a -
Unknown - Other
Medically Important
Condition),
Tachycardia (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 30/11/2021 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Skin reaction (5d - COMIRNATY Not reported
10010806710 Professional |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S -
Area COVID-19 immunisation -
Not applicable - [n/a -
1{DF} - Intramuscular])
EU-EC- 30/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Immunisation COMIRNATY Not reported
10010806765 Healthcare |Economic Years reaction (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not COVID-19 immunisation -
Resolved - ) Not applicable - [1d - .3mL
- Intramuscular])
EU-EC- 30/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Abdominal pain (n/a - |COMIRNATY Not reported
10010806831 Healthcare |Economic Years Not Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19 immunisation -
Unknown - [n/a - 1{DF} -
Amenorrhoea (n/a - |Intramuscular])
Not Recovered/Not
Resolved - )
EU-EC- 30/11/2021 |Spontaneous |Healthcare  |European |Not available 12-17 |Adolescent |Male No Arthralgia (18h - COMIRNATY Not reported
10010806842 Professional |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S -
Area ) COVID-19 immunisation -
n/a - [1d - 1{DF} -
Osteochondritis (n/a - |Intramuscular])
Recovered/Resolved -
Pyrexia (18h -
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Recovered/Resolved -
EU-EC- 30/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Dyspnoea exertional |COMIRNATY Not reported
10010806852 Professional |Economic Years (n/a - Not [TOZINAMERAN] (S -
Area Recovered/Not COVID-19 immunisation -
Resolved - ) n/a - [1d - 1{DF} -
Intramuscular])
EU-EC- 30/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Asthenia (14d - COMIRNATY Not reported
10010806927 Professional |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S -
Area ), COVID-19 immunisation -
Not applicable - [1d -
Dizziness (14d - 1{DF} - Intramuscular])
Recovered/Resolved -
)
Headache (2wk -
Recovered/Resolved -
EU-EC- 30/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Influenza like illness | COMIRNATY Not reported
10010806931 Healthcare |Economic Years (n/a- [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving |COVID-19 immunisation -
- Not applicable - [n/a -
1{DF} - Intramuscular])
EU-EC- 30/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Influenza like illness  |COMIRNATY Not reported
10010806942 Healthcare |Economic Years (n/a- [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving |COVID-19 immunisation -
=), Not applicable - [1d -
1{DF} - Intramuscular])
Malaise (n/a -
Recovering/Resolving
=)
Nausea (n/a -
Recovering/Resolving
EU-EC- 30/11/2021 |Spontaneous | Healthcare |Non Not available 12-17 |Not Male No Chest pain (n/a - COMIRNATY Not reported
10010807291 Professional |European Years |Specified Unknown - Life [TOZINAMERAN] (S -
Economic Threatening, COVID-19 immunisation -
Area Caused/Prolonged Not applicable - [1d - n/a -
Hospitalisation, Other |n/a])
Medically Important
Condition),
Myocarditis (n/a - Not
Recovered/Not
Resolved - Life
Threatening,
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition)
EU-EC- 30/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Pleural effusion (n/a - | COMIRNATY Not reported
10010807449 Professional |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S -
Area Other Medically COVID-19 immunisation -
Important Condition) |Drug withdrawn - [1d -
1{DF} - Intramuscular])
EU-EC- 30/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Nephrotic syndrome  |COMIRNATY Not reported
10010807538 Professional | Economic Years |Specified (n/a- [TOZINAMERAN] (S -
Area Recovering/Resolving |COVID-19 immunisation -
- Caused/Prolonged | Not applicable - [21d -
Hospitalisation) 1{DF} - Intramuscular])
EU-EC- 30/11/2021 | Spontaneous |Non European |Not available 12-17 |Not Male No Fatigue (n/a - Not COMIRNATY Not reported
10010807786 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19 immunisation -
Not applicable - [n/a - n/a -
Headache (n/a - Not |n/a])
Recovered/Not
Resolved - ),
Pain (n/a - Not
Recovered/Not
Resolved - ),
Pain in extremity (n/a
- Not Recovered/Not
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 30/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Rash (4d - COMIRNATY Not reported
10010807939 Healthcare |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area A COVID-19 immunisation -
Not applicable - [n/a -
Swelling face (4d - |1{DF} - n/a])
Recovered/Resolved -
EU-EC- 30/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Dizziness (n/a - COMIRNATY Not reported
10010807975 Professional |European Years |Specified Unknown - Other [TOZINAMERAN] (S -
Economic Medically Important  |COVID-19 immunisation -
Area Condition) Not applicable - [1d - n/a -
n/a])
EU-EC- 30/11/2021 |Spontaneous |Non Non Not available 12-17 |Not Male No Fatigue (n/a - Not COMIRNATY Not reported
10010807998 Healthcare |European Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Economic Resolved - Other COVID-19 immunisation -
Area Medically Important | Not applicable - [1d - n/a -
Condition) n/a])
EU-EC- 30/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Rash (10min - COMIRNATY Not reported
10010808385 Professional |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Area ) COVID-19 immunisation -
Not applicable - [1d - n/a -
Intramuscular])
EU-EC- 30/11/2021 |Spontaneous |Healthcare  |European |Not available 12-17 |Not Not No Staring (n/a - COMIRNATY Not reported
10010808403 Professional |Economic Years |Specified |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Area ) COVID-19 immunisation -
Not applicable - [n/a - n/a -
Intramuscular])
EU-EC- 30/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female [No Wheezing (n/a - COMIRNATY Not reported
10010808550 Professional |Economic Years |Specified Unknown - ) [TOZINAMERAN] (S -
Area COVID-19 immunisation -
Not applicable - [n/a - n/a -
n/a)])
EU-EC- 30/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Ageusia (n/a - Not COMIRNATY [MELATONIN] (C-n/a-n
10010808560 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S - [n/a - n/a - n/a]),
Professional |Area Resolved - ), COVID-19 immunisation -
Not applicable - [n/a - n/a - | [SERTRALINE, SERTRALIM
Bedridden (n/a - Not |n/a])
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Recovered/Not
Resolved - ),

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

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

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

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

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

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

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

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

HYDROCHLORIDE] (C - ny
n/a - [n/a - n/a - n/a))

EU-EC-
10010808590

30/11/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

Not reported

EU-EC-
10010808600

30/11/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Chills (n/a -
Recovering/Resolving

)

Fatigue (n/a -
Recovering/Resolving

»

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

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

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

Myalgia (1d -
Recovered/Resolved -
)

Nausea (n/a -
Recovering/Resolving

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

Not reported

EU-EC-
10010808659

30/11/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

Not reported

EU-EC-
10010808759

30/11/2021

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

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

Joint swelling (n/a -
Recovered/Resolved
With Sequelae - Other
Medically Important
Condition),

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

Pain in extremity (n/a
- Recovered/Resolved
With Sequelae - Other
Medically Important
Condition),

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

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

Pain in extremity (n/a
- Unknown - Other
Medically Important
Condition),
Peripheral swelling
(n/a-
Recovered/Resolved
With Sequelae - Other
Medically Important
Condition),
Rash (n/a -
Recovered/Resolved
With Sequelae - Other
Medically Important
Condition)
EU-EC- 30/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Diarrhoea (3d - COMIRNATY Not reported
10010809026 Professional |European Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Economic ), COVID-19 immunisation -
Area Not applicable - [n/a - n/a -
Haematochezia (3d - |n/a])
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 30/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Multisystem COMIRNATY Not reported
10010809155 Professional |Economic Years inflammatory [TOZINAMERAN] (S -
Area syndrome in children |COVID-19 immunisation -
(14d - Not applicable - [1d - n/a -
Recovered/Resolved - |n/a])
Life Threatening,
Caused/Prolonged
Hospitalisation),
Myopericarditis (n/a -
Recovering/Resolving
- Life Threatening,
Caused/Prolonged
Hospitalisation),
Pyrexia (10d -
Recovered/Resolved -
Life Threatening,
Caused/Prolonged
Hospitalisation)
EU-EC- 30/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Chest pain (n/a - COMIRNATY Not reported
10010809771 Professional |Economic Years |Specified Unknown - ), [TOZINAMERAN] (S -
Area COVID-19 immunisation -
Dyspnoea (n/a - Not applicable - [1d - n/a -
Unknown - ), n/al)
Myocarditis (n/a -
Unknown - Other
Medically Important
Condition),
Tachycardia (n/a -
Unknown - )
EU-EC- 30/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Chest pain (n/a - Not |[TOZINAMERAN] (S - [ACICLOVIR, ACICLOVIR
10010809933 Healthcare |Economic Years |Specified Recovered/Not COVID-19 immunisation -  |SODIUM] (C - Herpes zost
Professional |Area Resolved - ) Not applicable - [1d - n/a - |n/a - [8d - n/a - n/al),
n/a])
[INFLUENZA VIRUS] (C -
Influenza immunisation - |
- [n/a-n/a-n/a]),
[TOZINAMERAN] (C - CO\
19 immunisation - n/a - [1
n/a - n/al)
EU-EC- 30/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Oral mucosal COMIRNATY Not reported
10010810852 Healthcare |Economic Years |Specified blistering (n/a - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved - |COVID-19 immunisation -
) n/a-[n/a-n/a-n/a])
Pain (n/a -
Recovered/Resolved -
EU-EC- 29/11/2021 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Syncope (n/a - COMIRNATY Not reported
10010786599 Professional |European Years |Specified Unknown - Other [TOZINAMERAN] (S -
Economic Medically Important  |COVID-19 immunisation -
Area Condition) Not applicable - [n/a - n/a -
n/al)
EU-EC- 29/11/2021 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Syncope (n/a - COMIRNATY Not reported
10010786655 Professional |European Years |Specified Unknown - Other [TOZINAMERAN] (S -
Economic Medically Important  |COVID-19 immunisation -
Area Condition) Not applicable - [n/a - n/a -
n/a])
EU-EC- 29/11/2021 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Bell's palsy (n/a - COMIRNATY Not reported
10010786656 Professional |European Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Economic - Other Medically COVID-19 immunisation -
Area Important Condition), |Not applicable - [n/a - n/a -
Intramuscular])
Hypoaesthesia (n/a -
Recovering/Resolving
EU-EC- 29/11/2021 |Spontaneous |Non Non Not available 12-17 |Not Male No Adverse event (n/a - | TOZINAMERAN Not reported
10010786802 Healthcare |European Years |Specified Unknown - ), [TOZINAMERAN] (S -
Professional | Economic COVID-19 immunisation -
Area Dermatitis allergic Not applicable - [1d - n/a -
(n/a- n/a))
Recovered/Resolved
With Sequelae -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition)
EU-EC- 29/11/2021 |Spontaneous |Non Non Not available 12-17 |Not Female |No Abdominal distension |TOZINAMERAN Not reported
10010786813 Healthcare |European Years |Specified (n/a - Not [TOZINAMERAN] (S -
Professional |Economic Recovered/Not COVID-19 immunisation -
Area Resolved - ), Not applicable - [1d - n/a -
n/al)
Abdominal pain upper
(n/a - Not
Recovered/Not
Resolved - ),
Condition aggravated
(n/a - Not
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Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),

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

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

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

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

Gastrooesophageal
reflux disease (n/a -
Not Recovered/Not
Resolved - ),

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

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

Weight decreased
(n/a - Not
Recovered/Not
Resolved - )

EU-EC-
10010786877

29/11/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

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

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

Not reported

EU-EC-
10010786885

29/11/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

Not reported

EU-EC-
10010786891

29/11/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

Not reported

EU-EC-
10010786899

29/11/2021

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

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

Not reported
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Medically Important
Condition)

EU-EC-
10010786918

29/11/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

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

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

Not reported

EU-EC-
10010786934

29/11/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

Not reported

EU-EC-
10010787252

29/11/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

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

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

Lymphoid tissue
hyperplasia (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

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

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

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

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

Not reported

EU-EC-
10010787302

29/11/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Type 1 diabetes
mellitus (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/al)

Not reported

EU-EC-
10010787305

29/11/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

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

Not reported

EU-EC-
10010787515

29/11/2021

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

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

Hospitalisation),

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

Not reported
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Lethargy (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Musculoskeletal pain
(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),

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

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

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

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

EU-EC-
10010787516

29/11/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

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

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

Nausea (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),

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

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

Not reported

EU-EC-
10010787532

29/11/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

Troponin increased
(n/a-
Recovering/Resolving

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

Not reported

EU-EC-
10010787711

29/11/2021

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),

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

Pancreatitis (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

https://dap.ema.europa.eu/analytics/saw.dll?Go
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EU-EC- 29/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female [No Fatigue (n/a - Not COMIRNATY Not reported
10010787909 Professional | Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Area Resolved - ), Immunisation - n/a - [n/a -
n/a - n/al)
Headache (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 29/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Menstrual disorder COMIRNATY Not reported
10010787943 Professional |Economic Years |Specified (n/a - Not [TOZINAMERAN] (S -
Area Recovered/Not Immunisation - n/a - [n/a -
Resolved - ) n/a - n/a])
EU-EC- 29/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Chest pain (n/a - COMIRNATY Not reported
10010787959 Professional |Economic Years |Specified Unknown - ) [TOZINAMERAN] (S -
Area Immunisation - n/a - [n/a -
n/a - n/a])
EU-EC- 29/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female [No Raynaud's COMIRNATY Not reported
10010787960 Professional | Economic Years |Specified phenomenon (1d - [TOZINAMERAN] (S -
Area Recovered/Resolved - |Immunisation - n/a - [n/a -
n/a - n/a])
EU-EC- 29/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Syncope (n/a - COMIRNATY Not reported
10010788049 Professional |European Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Economic Other Medically COVID-19 immunisation -
Area Important Condition) |Not applicable - [n/a - n/a -
n/al)
EU-EC- 29/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Syncope (n/a - COMIRNATY Not reported
10010788058 Professional |European Years |Specified Unknown - Other [TOZINAMERAN] (S -
Economic Medically Important ~ |COVID-19 immunisation -
Area Condition) Not applicable - [n/a - n/a -
n/a])
EU-EC- 29/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Papule (n/a - COMIRNATY [PARACETAMOL] (C - n/a
10010788064 Healthcare |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S - n/a - [n/a - n/a - n/a])
Professional |Area ) COVID-19 immunisation -
Not applicable - [1d - n/a -
Skin reaction (n/a - |n/a])
Recovered/Resolved -
EU-EC- 29/11/2021 |Spontaneous |Non Non Not available 12-17 |Not Male No Bronchospasm (n/a - |COMIRNATY Not reported
10010788086 Healthcare |European Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Professional | Economic - Caused/Prolonged  |COVID-19 immunisation -
Area Hospitalisation), Not applicable - [1d - n/a -
n/a)])
Influenza like illness
(n/a-
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Palpitations (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Pruritus (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Rash erythematous
(n/a-
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Tachyarrhythmia (n/a
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Ventricular
tachycardia (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 29/11/2021 |Spontaneous |Non European |Not available 12-17 |Child Female |No Syncope (n/a - COMIRNATY Not reported
10010788150 Healthcare |Economic Years Unknown - ) [TOZINAMERAN] (S - n/a -
Professional |Area n/a - [1d - n/a - n/a])
EU-EC- 29/11/2021 |Spontaneous |Non Non Not available 12-17 |Not Male No Generalised tonic- COMIRNATY Not reported
10010788302 Healthcare |European Years |Specified clonic seizure (nfa - |[TOZINAMERAN] (S -
Professional |Economic Recovered/Resolved - |COVID-19 immunisation -
Area Caused/Prolonged Not applicable - [1d - n/a -
Hospitalisation, Other |n/a])
Medically Important
Condition)
EU-EC- 29/11/2021 |Spontaneous |Non Non Not available 12-17 |Not Male No Chest discomfort (n/a | COMIRNATY Not reported
10010788386 Healthcare |European Years |Specified - [TOZINAMERAN] (S -
Professional |Economic Recovering/Resolving |COVID-19 immunisation -
Area - Caused/Prolonged  |Not applicable - [1d - n/a -
Hospitalisation), n/a])
Chest pain (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Dizziness (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Feeling of body
temperature change
(n/a-
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Flushing (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Insomnia (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Myocarditis (n/a -
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Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

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

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

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

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

EU-EC-
10010788449

29/11/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

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

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

Not reported

EU-EC-
10010788454

29/11/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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

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

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

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

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

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

n/a - n/al)

Not reported

EU-EC-
10010788480

29/11/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

Not reported

EU-EC-
10010788490

29/11/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

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

Not reported

EU-EC-
10010788493

29/11/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

Not reported

EU-EC-
10010788497

29/11/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Dysmenorrhoea (n/a -
Unknown - ),

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

Menstrual disorder
(n/a - Unknown - ),

Menstruation delayed
(n/a - Unknown - )

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

Not reported

EU-EC-
10010788588

29/11/2021

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

Not reported

EU-EC-
10010788863

29/11/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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

Hypotonia (n/a -
Recovered/Resolved -

4

Pain in extremity (n/a
- Recovered/Resolved

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

Not reported

EU-EC-
10010789175

29/11/2021

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

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

EU-EC-
10010789188

29/11/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

Not reported

EU-EC-
10010789214

29/11/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Gait inability (n/a -
Recovered/Resolved
With Sequelae - Other
Medically Important
Condition),

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

Muscular weakness
(n/a-
Recovered/Resolved
With Sequelae - ),

Pyrexia (n/a -
Recovered/Resolved -
)

Sensory disturbance
(n/a-
Recovered/Resolved
With Sequelae - )

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

Not reported

EU-EC-
10010789232

29/11/2021

Spontaneous

Non
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),

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

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

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

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

Not reported

EU-EC-
10010789252

29/11/2021

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

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

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

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

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

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

Musculoskeletal pain

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

Not reported
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(n/a-
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

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

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

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

EU-EC-
10010789271

29/11/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

Back pain (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),

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

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

Throat tightness (n/a

Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

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

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

Not reported

EU-EC-
10010789278

29/11/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

Influenza like illness
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

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

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

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

Not reported

EU-EC-
10010789425

29/11/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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

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

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

Disturbance in
attention (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

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

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

Not reported

EU-EC-
10010790496

29/11/2021

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

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Hypomenorrhoea (n/a
- Unknown - ),

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

Not reported
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Menstruation irregular
(n/a - Unknown - )

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

EU-EC-
10010790759

29/11/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Not
Specified

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

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

2{DF} - n/a])

Not reported

EU-EC-
10010790791

29/11/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Influenza (7d - Not
Recovered/Not
Resolved - )

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

n/a - n/al])

Not reported

EU-EC-
10010790875

29/11/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Chills (n/a -
Recovering/Resolving
=)

Dizziness (n/a -
Recovering/Resolving
=)

Headache (n/a -
Recovering/Resolving

»

Hot flush (n/a -
Recovering/Resolving

)

Nausea (n/a -
Recovering/Resolving

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

Not reported

EU-EC-
10010791260

29/11/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

Not reported

EU-EC-
10010791664

29/11/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Child

Male

No

Chills (n/a -
Recovered/Resolved -

W

Fatigue (2wk -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),

Headache (2wk -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),

Nausea (n/a -
Recovered/Resolved -

)

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

Pyrexia (n/a -
Recovered/Resolved -
)

Somnolence (n/a -
Recovered/Resolved -

a

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

Vision blurred (13d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition)

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

Not reported

EU-EC-
10010792024

29/11/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

Not reported

EU-EC-
10010792026

29/11/2021

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

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

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

Thrombocytopenia
(n/a-
Recovered/Resolved -
Life Threatening,
Caused/Prolonged
Hospitalisation, Other

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

ECULIZUMAB [ECULIZUM;
(C-n/a-n/a-[nfa-n/a
n/al),

TACROLIMUS [TACROLIM
TACROLIMUS
MONOHYDRATE] (C - n/a
n/a-[n/a-n/a-n/a]),

[CLOBETASONE] (C - n/a
n/a - [n/a-n/a-n/a]),

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

[FOLIC ACID] (C - n/a - n,
[n/a - n/a - n/a]),

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

[PREDNISOLONE] (C - n/e
n/a - [n/a - 2.5mg - n/a])
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Medically Important
Condition)

EU-EC-
10010792126

29/11/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

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

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

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

Not reported

EU-EC-
10010792136

29/11/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

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

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

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

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

Not reported

EU-EC-
10010792183

29/11/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

Not reported

EU-EC-
10010792188

29/11/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

Not reported

EU-EC-
10010792202

29/11/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

Not reported

EU-EC-
10010792218

29/11/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

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

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

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

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

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

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

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

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

Throat tightness (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 -
n/a])

Not reported

EU-EC-
10010792236

29/11/2021

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

Spontaneous

Non
Healthcare
Professional

Non
European
Economic

Area

Not available

12-17
Years

Not
Specified

Female

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

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

Not reported
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Condition), Not applicable - [1d - n/a -
n/a])

Vaccination failure

(n/a - Not

Recovered/Not

Resolved - Other
Medically Important

Condition)
EU-EC- 29/11/2021 | Spontaneous |Healthcare  |Non Not available 12-17 |Not Male No Abdominal pain COMIRNATY Not reported
10010792243 Professional |European Years |Specified (22min - [TOZINAMERAN] (S -
Economic Recovered/Resolved - |COVID-19 immunisation -
Area Other Medically Not applicable - [n/a - n/a -

Important Condition), |Intramuscular])

Anaphylactic reaction
(22min -
Recovered/Resolved -
Other Medically
Important Condition),

Cyanosis (22min -
Recovered/Resolved -
Other Medically
Important Condition),

Depressed level of
consciousness (22min
- Recovered/Resolved
- Other Medically
Important Condition),

Hypotension (22min -
Recovered/Resolved -
Other Medically

Important Condition),

Lip disorder (22min -
Recovered/Resolved -
Other Medically

Important Condition),

Loss of consciousness
(22min -
Recovered/Resolved -
Other Medically
Important Condition),

Nausea (22min -
Recovered/Resolved -
Other Medically
Important Condition),

Oxygen saturation
decreased (22min -
Recovered/Resolved -
Other Medically
Important Condition),

Pallor (22min -
Recovered/Resolved -
Other Medically
Important Condition),

Shock (22min -
Recovered/Resolved -
Other Medically
Important Condition),

Tachycardia (22min -
Recovered/Resolved -
Other Medically

Important Condition),

Tachypnoea (22min -
Recovered/Resolved -
Other Medically

Important Condition),

Throat irritation
(22min -
Recovered/Resolved -
Other Medically
Important Condition),

Throat tightness
(22min -
Recovered/Resolved -
Other Medically
Important Condition)

EU-EC- 29/11/2021 |Spontaneous |Non Non Not available 12-17 |Not Female |No Chest pain (n/a - COMIRNATY [TOPIRAMATE] (C - Migra
10010792247 Healthcare |European Years |Specified Unknown - Other [TOZINAMERAN] (S - n/a - [n/a-n/a-n/a])
Professional |Economic Medically Important  |COVID-19 immunisation -
Area Condition), Not applicable - [1d - n/a -
n/a])

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

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

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

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

Pyrexia (2d -
Recovered/Resolved -
Other Medically
Important Condition),

Tachycardia (n/a -
https://dap.ema.europa.eu/analytics/saw.dlI?Go 24/67
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Unknown - Other
Medically Important
Condition),

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

EU-EC-
10010792263

29/11/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

EU-EC-
10010792265

29/11/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

Not reported

EU-EC-
10010792267

29/11/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

Gaze palsy (58h -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),

Loss of consciousness
(58h -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),

Muscular weakness
(58h -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Nausea (58h -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

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

Pallor (58h -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Pyrexia (73h -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Seizure (61h -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition)

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

Not reported

EU-EC-
10010792301

29/11/2021

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

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

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

Gastrointestinal
inflammation (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),

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

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

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

Not reported
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Hospitalisation),

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

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

Nausea (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),

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

EU-EC-
10010792304

29/11/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Cardiac hypertrophy
(n/a-
Recovered/Resolved -

)

Cardiomegaly (n/a -
Recovered/Resolved -

)

Chest pain (n/a -
Unknown - ),

Electrocardiogram QT
shortened (n/a -
Recovered/Resolved -
Other Medically
Important Condition),

Pyrexia (n/a -
Unknown - )

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

Not reported

EU-EC-
10010792311

29/11/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

Not reported

EU-EC-
10010792415

29/11/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

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

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

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

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

Not reported

EU-EC-
10010792447

29/11/2021

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

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Chest pain (n/a -
Recovering/Resolving

i

Headache (n/a -
Recovering/Resolving
=)

Hyperhidrosis (n/a -
Recovering/Resolving
=)

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

Myalgia (n/a -
Recovering/Resolving
=)

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

Neck pain (n/a -
Recovering/Resolving

)

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

Not reported
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Troponin increased
(n/a-
Recovering/Resolving

EU-EC-
10010792656

29/11/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Menstrual disorder
(n/a - Unknown - ),

Menstruation delayed
(n/a - Unknown - )

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

Not reported

EU-EC-
10010792688

29/11/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Chills (1d -
Recovering/Resolving

i

Influenza like illness
(1d -
Recovering/Resolving

)
Injection site pain (1d

Recovering/Resolving

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

Not reported

EU-EC-
10010792689

29/11/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

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

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

Not reported

EU-EC-
10010792722

29/11/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Brachial pulse
decreased (1d - Not
Recovered/Not
Resolved - ),

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

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

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

Not reported

EU-EC-
10010792889

29/11/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

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

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

Not reported

EU-EC-
10010792894

29/11/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

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

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

Not reported

EU-EC-
10010793147

29/11/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Amenorrhoea (n/a -
Unknown - )

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

Not reported

EU-EC-
10010793465

29/11/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Chest pain (n/a -
Recovered/Resolved -

)

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

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

Not reported

EU-EC-
10010793466

29/11/2021

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

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

Injury associated with
device (0d -
Recovered/Resolved -
Other Medically
Important Condition),

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

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

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

Visual impairment

(n/a-

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

Not reported
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Recovered/Resolved -
Other Medically
Important Condition)

EU-EC-
10010793470

29/11/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Headache (n/a -
Recovered/Resolved -

4

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

Urinary incontinence
(n/a-
Recovered/Resolved -

]
Vaccination site pain

(n/a-
Recovered/Resolved -

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

Not reported

EU-EC-
10010793474

29/11/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

Not reported

EU-EC-
10010793476

29/11/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

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

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

Not reported

EU-EC-
10010793487

29/11/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

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

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

Not reported

EU-EC-
10010793493

29/11/2021

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

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

Dyspnoea (2h -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

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

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

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

Not reported
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Palpitations (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)

EU-EC-
10010793497

29/11/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Balance disorder (n/a
- Unknown - ),

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

CSF cell count
increased (n/a -
Unknown -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),

CSF protein increased
(n/a - Unknown -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),

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

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

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

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

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

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

Rhinovirus infection
(n/a - Unknown - ),

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

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

Not reported

EU-EC-
10010793600

29/11/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Amenorrhoea (n/a -
Unknown - ),

Dysmenorrhoea (n/a -
Unknown - ),

Heavy menstrual
bleeding (n/a -
Unknown - )

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

Not reported

EU-EC-
10010793736

29/11/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Headache (n/a -
Unknown - ),

Lymphadenopathy
(n/a - Unknown - ),

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

Product preparation
issue (n/a - Unknown
- Caused/Prolonged
Hospitalisation),

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

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

Not reported

EU-EC-
10010793739

29/11/2021

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

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Chest discomfort (2d
- Recovered/Resolved
- Other Medically

Important Condition),

Dyspnoea (2d -
Recovered/Resolved -
Other Medically
Important Condition),

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

[INFLUENZA VIRUS] (C -1
-n/a-[n/a-n/a-n/a])
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https://dap.ema.europa.eu/analytics/saw.dll?Go

Headache (1d -
Recovered/Resolved -
Other Medically
Important Condition),
Myalgia (1d -
Recovered/Resolved -
Other Medically
Important Condition),
Nausea (1d -
Recovered/Resolved -
Other Medically
Important Condition),
Pyrexia (1d -
Recovered/Resolved -
Other Medically
Important Condition),
Vomiting (1d -
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 29/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Vaccination failure COMIRNATY Not reported
10010793806 Professional |Economic Years (14d - [TOZINAMERAN] (S -
Area Recovered/Resolved - |COVID-19 immunisation -
Not applicable - [n/a - .3mL
- Intramuscular])
EU-EC- 29/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Abdominal pain (0d - |COMIRNATY Not reported
10010793979 Professional |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Area ) COVID-19 immunisation -
Not applicable - [n/a -
Nausea (0d - 1{DF} - Intramuscular])
Recovered/Resolved -
)
Syncope (2min -
Recovered/Resolved -
)
EU-EC- 29/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Asthenia (n/a - Not ~ |COMIRNATY Not reported
10010794325 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19 immunisation -
n/a- [1d - 1{DF} -
Decreased appetite  |Intramuscular])
(n/a - Not
Recovered/Not
Resolved - ),
Headache (n/a - Not
Recovered/Not
Resolved - ),
Mydriasis (n/a - Not
Recovered/Not
Resolved - ),
Nausea (n/a - Not
Recovered/Not
Resolved - ),
Palpitations (n/a - Not
Recovered/Not
Resolved - ),
Presyncope (n/a - Not
Recovered/Not
Resolved - ),
Vertigo (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 29/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Chest pain (2d - COMIRNATY Not reported
10010794393 Professional |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S -
Area ) COVID-19 immunisation -
n/a - [1d - 1{DF} -
Intramuscular])
EU-EC- 29/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Child Female |No Paraesthesia (nfa-  |COMIRNATY Not reported
10010794449 Professional |Economic Years Not Recovered/Not [TOZINAMERAN] (S -
Area Resolved - ) COVID-19 immunisation -
Not applicable - [1d -
1{DF} - Intramuscular])
EU-EC- 29/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Lymphadenopathy COMIRNATY Not reported
10010794536 Healthcare |Economic Years |Specified (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not COVID-19 immunisation -
Resolved - ) Drug withdrawn - [1d -
.3mL - Intramuscular])
EU-EC- 29/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent [Female |No Generalised tonic- COMIRNATY Not reported
10010794559 Professional |Economic Years clonic seizure (n/a -  |[TOZINAMERAN] (S -
Area Recovered/Resolved - |COVID-19 immunisation -
Not applicable - [1d -
1{DF} - Intramuscular])
EU-EC- 29/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent Female |No Colitis (n/a - Not COMIRNATY Not reported
10010794588 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19 immunisation -
Not applicable - [1d -
Immunisation 1{DF} - Intramuscular])
reaction (n/a - Not
Recovered/Not
Resolved - ),
Paraesthesia (n/a -
Not Recovered/Not
Resolved - )
EU-EC- 29/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No Asthenia (2mo - COMIRNATY Not reported
10010794777 Professional |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Area =) COVID-19 immunisation -
Not applicable - [1d - .3mL
Cough (2mo - - Intradermal])
Recovering/Resolving
=)
Dyspnoea (2mo -
Recovering/Resolving
- Other Medically
Important Condition),
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Lymphadenopathy
(2mo -
Recovering/Resolving
- Other Medically
Important Condition),

Parotitis (2mo -
Recovering/Resolving
- Other Medically
Important Condition),

Thyroiditis (2mo -
Recovering/Resolving
- Other Medically
Important Condition),

Urinary tract infection
(2mo -
Recovering/Resolving
- Other Medically
Important Condition)

EU-EC-
10010794798

29/11/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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

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

Henoch-Schonlein
purpura (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10010795275

29/11/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Menstruation delayed
(4mo -
Recovered/Resolved -

W

SARS-CoV-2 test
positive (n/a -
Unknown - )

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

VOEDINGSSUPPLEMENT
[NOT AVAILABLE] (C - n/z
n/a - [n/a - n/a - n/al)

EU-EC-
10010795405

29/11/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

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

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

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

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

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

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

Not reported

EU-EC-
10010795430

29/11/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

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

Not available

12-17
Years

Not
Specified

Male

No

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

Anaphylactic shock
(n/a-
Recovered/Resolved -
Other Medically

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

Not reported

31/67



30.11.2022 10.45

Run Line Listing Report

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

Important Condition),
Cold sweat (n/a -
Recovered/Resolved -
)
Presyncope (n/a -
Recovered/Resolved -
EU-EC- 29/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Haematemesis (n/a - |COMIRNATY Not reported
10010796053 Professional |European Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Economic Other Medically COVID-19 immunisation -
Area Important Condition), |Not applicable - [n/a - n/a -
n/a])
Nausea (n/a -
Recovered/Resolved -
)
EU-EC- 29/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest pain (n/a - Not |COMIRNATY Not reported
10010796063 Professional |European Years |Specified Recovered/Not [TOZINAMERAN] (S -
Economic Resolved - ), COVID-19 immunisation -
Area Not applicable - [n/a - n/a -
Pericarditis (n/a - Not |n/al)
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 29/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Purpura (n/a - COMIRNATY Not reported
10010796184 Professional |European Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19 immunisation -
Area Hospitalisation), Not applicable - [1d - n/a -
n/al)
Rash (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Rash erythematous
(n/a-
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Vasculitic rash (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 29/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Chest discomfort (n/a | COMIRNATY Not reported
10010796465 Healthcare |Economic Years |Specified - Not Recovered/Not  |[TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19 immunisation -
Not applicable - [n/a -
Headache (n/a - Not |1{DF} - n/a])
Recovered/Not
Resolved - ),
Myalgia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 29/11/2021 | Spontaneous |Non European | Not available 12-17 |Adolescent |Male No Myocarditis (n/a - Not | COMIRNATY Not reported
10010796616 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - Immunisation - n/a - [n/a -
Caused/Prolonged n/a - n/al)
Hospitalisation),
Paraesthesia (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 29/11/2021 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Troponin I increased | COMIRNATY [MINOCYCLINE] (C - Acne
10010797448 Professional |Economic Years (n/a- [TOZINAMERAN] (S - Not applicable - [9d - 100
Area Recovering/Resolving |COVID-19 immunisation - |- Oral])
- Caused/Prolonged  |Not applicable - [21d -
Hospitalisation) .3mL - Intramuscular])
EU-EC- 29/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Amenorrhoea (nfa - |COMIRNATY Not reported
10010797625 Healthcare |Economic Years |Specified Not Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19 immunisation -
Not applicable - [n/a -
Arthralgia (3d - 1{DF} - n/a])
Recovered/Resolved -
,
Chills (2d -
Recovered/Resolved -
,
Fatigue (n/a -
Recovering/Resolving
=)
Headache (36d -
Recovered/Resolved -
)
Injection site pain (4d
- Recovered/Resolved
=)
Malaise (14d -
Recovered/Resolved -
Myalgia (3d -
Recovered/Resolved -
]
Nausea (3d -
Recovered/Resolved -
,
Pyrexia (n/a -
Recovered/Resolved -
EU-EC- 29/11/2021 | Spontaneous |Non European |Not available 12-17 |Not Female |No Arthralgia (1d - COMIRNATY Not reported
10010797632 Healthcare |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area ) COVID-19 immunisation -
Not applicable - [n/a -
Fatigue (5d - 1{DF} - n/a])
Recovered/Resolved -
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)
Headache (1d -
Recovered/Resolved -
)
Malaise (1wk -
Recovered/Resolved -
,
Myalgia (1d -
Recovered/Resolved -
EU-EC- 29/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Female [No Amenorrhoea (n/a - | COMIRNATY Not reported
10010797634 Healthcare |Economic Years |Specified Not Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19 immunisation -
Not applicable - [n/a -
Myalgia (n/a - Not 1{DF} - n/a])
Recovered/Not
Resolved - )
EU-EC- 29/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Bell's palsy (n/a - Not |COMIRNATY Not reported
10010797785 Professional |Economic Years Recovered/Not [TOZINAMERAN] (S -
Area Resolved - Other COVID-19 immunisation -
Medically Important  |Not applicable - [1d -
Condition), 1{DF} - n/a])
Headache (1d -
Recovered/Resolved -
EU-EC- 29/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Guillain-Barre COMIRNATY Not reported
10010797874 Professional | Economic Years syndrome (n/a - [TOZINAMERAN] (S -
Area Recovering/Resolving |COVID-19 immunisation -
- Caused/Prolonged  |Not applicable - [1d - n/a -
Hospitalisation), n/al)
Myelitis (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 29/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Vomiting (n/a - [TOZINAMERAN] (S - n/a - |CIRCADIN [MELATONIN] {
10010798282 Healthcare |Economic Years |Specified Recovering/Resolving |Unknown - [n/a - n/a - Poor quality sleep - n/a - |
Professional |Area - Other Medically n/al) -n/a-n/a]),
Important Condition)
[BECLOMETASONE
DIPROPIONATE] (C - Asth
-n/a-[n/a-n/a-n/a]),
[FEXOFENADINE,
FEXOFENADINE
HYDROCHLORIDE] (C -
Rhinitis allergic - n/a - [n/
n/a - n/al),
[MONTELUKAST,
MONTELUKAST SODIUM]
Asthma - n/a - [n/a - n/a
n/a]),
[PREDNISONE] (C - Asthn
n/a - [5d - n/a - n/a]),
[SALBUTAMOL SULFATE] |
Asthma - n/a - [n/a - n/a
n/a])
EU-EC- 29/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Epistaxis (n/a - Not ~ |COMIRNATY Not reported
10010798338 Professional |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Area Resolved - ), COVID-19 immunisation -
Not applicable - [n/a -
Headache (n/a - 1{DF} - n/a])
Recovering/Resolving
=
Myalgia (n/a -
Recovering/Resolving
EU-EC- 29/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Heart rate increased |COMIRNATY Not reported
10010798359 Healthcare |Economic Years |Specified (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not COVID-19 immunisation -
Resolved - ) Not applicable - [n/a -
1{DF} - n/a])
EU-EC- 29/11/2021 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest pain (n/a - Not |COMIRNATY Not reported
10010798398 Professional |European Years |Specified Recovered/Not [TOZINAMERAN] (S -
Economic Resolved - COVID-19 immunisation -
Area Caused/Prolonged Not applicable - [1d - .3mL
Hospitalisation), - Intramuscular])
Dyspnoea (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Superficial vein
thrombosis (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 28/11/2021 | Spontaneous |Non European |Not available 12-17 |Not Female |No Arthralgia (n/a - Not |COMIRNATY Not reported
10010785314 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19 immunisation -
Not applicable - [n/a -
Injection site 1{DF} - n/a])
discomfort (n/a - Not
Recovered/Not
Resolved - ),
Injection site swelling
(n/a - Not
Recovered/Not
Resolved - ),
Malaise (24h -
Recovered/Resolved -
EU-EC- 28/11/2021 |Spontaneous |[Non European |Not available 12-17 |Adolescent |Female |No Influenza like illness  |COMIRNATY Not reported
10010785317 Healthcare |Economic Years (n/a - Unknown - ) [TOZINAMERAN] (S -
Professional |Area
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Immunisation - n/a - [n/a -
n/a - n/a])
EU-EC- 28/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Facial paralysis (40d - | COMIRNATY Not reported
10010785320 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area - Caused/Prolonged  |Immunisation - n/a - [n/a -
Hospitalisation) n/a - n/al)
EU-EC- 28/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Injection site swelling | COMIRNATY Not reported
10010785325 Healthcare |Economic Years (2d - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved - |Immunisation - n/a - [n/a -
3 n/a - nfa])
Menstrual disorder
(2d -
Recovered/Resolved -
EU-EC- 28/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Conjunctivitis (1d - COMIRNATY Not reported
10010785326 Healthcare |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area Caused/Prolonged Immunisation - n/a - [n/a -
Hospitalisation) n/a - n/al)
EU-EC- 28/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Nasopharyngitis (n/a |COMIRNATY Not reported
10010785328 Healthcare |Economic Years - Unknown - ) [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a - [n/a -
n/a - n/a])
EU-EC- 28/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Myalgia (3d - COMIRNATY Not reported
10010785330 Healthcare |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area Caused/Prolonged Immunisation - n/a - [n/a -
Hospitalisation) n/a - n/a])
EU-EC- 28/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Conjunctivitis (1d - COMIRNATY Not reported
10010785336 Healthcare |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area Caused/Prolonged Immunisation - n/a - [n/a -
Hospitalisation) n/a - n/a])
EU-EC- 28/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Chest discomfort (21d | COMIRNATY Not reported
10010785341 Healthcare |Economic Years - Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area - Caused/Prolonged  |Immunisation - n/a - [n/a -
Hospitalisation), n/a - n/al)
Paraesthesia (6d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Tachycardia (21d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 28/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Menstrual disorder COMIRNATY Not reported
10010785342 Healthcare |Economic Years (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not Immunisation - n/a - [n/a -
Resolved - ) n/a - n/al)
EU-EC- 28/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Headache (1d - COMIRNATY Not reported
10010785343 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area - Caused/Prolonged  |Immunisation - n/a - [n/a -
Hospitalisation), n/a - n/al)
Syncope (0d -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 28/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Facial paralysis (32d - | COMIRNATY Not reported
10010785344 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area - Caused/Prolonged  |Immunisation - n/a - [n/a -
Hospitalisation) n/a - n/a])
EU-EC- 28/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Menstrual disorder COMIRNATY Not reported
10010785345 Healthcare |Economic Years (24d - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not Immunisation - n/a - [n/a -
Resolved - ) n/a - n/al)
EU-EC- 28/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Still's disease (n/fa -  |COMIRNATY Not reported
10010785346 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area - Caused/Prolonged  |Immunisation - n/a - [n/a -
Hospitalisation) n/a - n/al)
EU-EC- 28/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Facial paralysis (n/a - |COMIRNATY Not reported
10010785348 Healthcare |Economic Years Not Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - Immunisation - n/a - [n/a -
Caused/Prolonged n/a - n/al)
Hospitalisation)
EU-EC- 28/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Seizure (20d - Not COMIRNATY Not reported
10010785349 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - Immunisation - n/a - [n/a -
Caused/Prolonged n/a - n/al)
Hospitalisation)
EU-EC- 28/11/2021 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Headache (n/a - COMIRNATY Not reported
10010785352 Healthcare |Economic Years Unknown - ), [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a - [n/a -
Malaise (n/a - n/a - n/a])
Unknown - ),
Restlessness (n/a -
Unknown - )
EU-EC- 28/11/2021 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Chest pain (4d - COMIRNATY Not reported
10010785353 Healthcare |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area Immunisation - n/a - [n/a -
n/a - n/a])
EU-EC- 28/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Chest pain (17d - COMIRNATY Not reported
10010785359 Healthcare |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area Caused/Prolonged Immunisation - n/a - [n/a -
Hospitalisation) n/a - n/aj)
EU-EC- 28/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Chest pain (18d - COMIRNATY Not reported
10010785361 Healthcare |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area Caused/Prolonged Immunisation - n/a - [n/a -
Hospitalisation) n/a - n/al)
EU-EC- 28/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Lymphadenopathy COMIRNATY Not reported
10010785366 Healthcare |Economic Years (n/a- [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving |Immunisation - n/a - [n/a -
=), n/a - Intramuscular])
Nausea (n/a -
Recovering/Resolving
=)
Palpitations (n/a -
Unknown - )
EU-EC- 28/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Menstrual disorder COMIRNATY Not reported
10010785367 Healthcare |Economic Years (71d - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not Immunisation - n/a - [n/a -
Resolved - ) n/a - n/al)

https://dap.ema.europa.eu/analytics/saw.dll?Go
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EU-EC- 28/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Swollen tongue (3d - |COMIRNATY Not reported
10010785368 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area - Immunisation - n/a - [n/a -
n/a - n/a])
EU-EC- 28/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Menstrual disorder COMIRNATY Not reported
10010785369 Healthcare |Economic Years (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not Immunisation - n/a - [n/a -
Resolved - ) n/a - n/a])
EU-EC- 28/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Influenza like illness  |COMIRNATY Not reported
10010785370 Healthcare |Economic Years (n/a - Unknown - ) [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a - [n/a -
n/a - n/a))
EU-EC- 28/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Menstrual disorder COMIRNATY Not reported
10010785371 Healthcare  |Economic Years (84d - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not Immunisation - n/a - [n/a -
Resolved - ) n/a - n/al)
EU-EC- 28/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Menstrual disorder COMIRNATY Not reported
10010785372 Healthcare |Economic Years (n/a- [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving |Immunisation - n/a - [n/a -
- n/a - n/a))
EU-EC- 28/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Alopecia (36d - COMIRNATY Not reported
10010785373 Healthcare |Economic Years Unknown - ) [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a - [n/a -
n/a - n/a])
EU-EC- 28/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Alopecia (111d - COMIRNATY Not reported
10010785375 Healthcare |Economic Years Unknown - ) [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a - [n/a -
n/a - n/a])
EU-EC- 28/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Menstrual disorder COMIRNATY Not reported
10010785379 Healthcare |Economic Years (n/a - Unknown - ) [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a - [n/a -
n/a - n/a])
EU-EC- 28/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Chills (1d - COMIRNATY Not reported
10010785380 Healthcare |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area Immunisation - n/a - [n/a -
n/a - n/a))
EU-EC- 28/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Breast enlargement | COMIRNATY Not reported
10010785381 Healthcare |Economic Years (n/a- [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving |Immunisation - n/a - [n/a -
- n/a - n/al])
EU-EC- 28/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Myalgia (4d - COMIRNATY Not reported
10010785382 Healthcare |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area ) Immunisation - n/a - [n/a -
n/a - n/a])
Vaccination site pain
( -
Recovered/Resolved -
EU-EC- 28/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Menstrual disorder COMIRNATY Not reported
10010785384 Healthcare |Economic Years (n/a- [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving |Immunisation - n/a - [n/a -
- n/a - n/a)
EU-EC- 28/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Menstrual disorder COMIRNATY Not reported
10010785385 Healthcare |Economic Years (5d - Unknown - ) [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a - [n/a -
n/a - n/al])
EU-EC- 28/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Menstrual disorder COMIRNATY Not reported
10010785386 Healthcare |Economic Years (41d - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not Immunisation - n/a - [n/a -
Resolved - ) n/a - n/al)
EU-EC- 28/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Lymphadenopathy COMIRNATY Not reported
10010785387 Healthcare |Economic Years (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not Immunisation - n/a - [n/a -
Resolved - ) n/a - n/al)
EU-EC- 28/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Depression (54d - COMIRNATY Not reported
10010785388 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area - Immunisation - n/a - [n/a -
n/a - n/a])
EU-EC- 28/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Menstrual disorder COMIRNATY Not reported
10010785389 Healthcare |Economic Years (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not Immunisation - n/a - [n/a -
Resolved - ) n/a - n/al)
EU-EC- 28/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Headache (n/a - COMIRNATY Not reported
10010785390 Healthcare |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area ) Immunisation - n/a - [n/a -
n/a - n/a])
Injection site pain
(n/a - Not
Recovered/Not
Resolved - ),
Paraesthesia (n/a -
Not Recovered/Not
Resolved - )
EU-EC- 28/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Abdominal pain (n/a - | COMIRNATY Not reported
10010785664 Healthcare |Economic Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area =) COVID-19 immunisation -
Not applicable - [n/a -
Fatigue (n/a - 1{DF} - n/a])
Recovering/Resolving
=)
Headache (n/a - Not
Recovered/Not
Resolved - ),
Nausea (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 28/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Amenorrhoea (nfa - |COMIRNATY Not reported
10010785671 Healthcare |Economic Years |Specified Unknown - ) [TOZINAMERAN] (S -
Professional |Area COVID-19 immunisation -
Not applicable - [n/a -
1{DF} - n/a])
EU-EC- 28/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Dyspepsia (n/a - COMIRNATY Not reported
10010785825 Healthcare |Economic Years Unknown - ), [TOZINAMERAN] (S -
Professional |Area COVID-19 immunisation -
Influenza like illness | Not applicable - [n/a -
(n/a - Unknown - ), |1{DF} - Intramuscular])
Pollakiuria (n/a -
Unknown - ),
Puncture site pain
(n/a - Unknown - ),

35/67



30.11.2022 10.45

Run Line Listing Report

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

Retching (n/a -
Unknown - )
EU-EC- 28/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Fatigue (n/a - COMIRNATY Not reported
10010785842 Healthcare |Economic Years Unknown - ), [TOZINAMERAN] (S -
Professional |Area COVID-19 immunisation -
Pain in extremity (n/a |Not applicable - [n/a -
- Not Recovered/Not | 1{DF} - Intramuscular])
Resolved - ),
Pyrexia (1d -
Recovered/Resolved -
Vomiting (n/a -
Unknown - )
EU-EC- 28/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Pain (12d - Unknown |COMIRNATY Not reported
10010785889 Healthcare |Economic Years - [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a - [n/a -
n/a - n/a])
EU-EC- 28/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Menstrual disorder COMIRNATY Not reported
10010785890 Healthcare |Economic Years (143d - [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving |Immunisation - n/a - [n/a -
- n/a - n/a))
EU-EC- 28/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Facial paralysis (34d - | COMIRNATY Not reported
10010785891 Healthcare |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area Other Medically Immunisation - n/a - [n/a -
Important Condition), |n/a - n/a])
Headache (34d -
Recovered/Resolved -
)
Paraesthesia (34d -
Recovered/Resolved -
)
Peripheral artery
thrombosis (34d -
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 28/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Chills (3d - COMIRNATY Not reported
10010785892 Healthcare  |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area ) Immunisation - n/a - [n/a -
n/a - n/a])
Influenza like illness
(3d -
Recovered/Resolved -
EU-EC- 28/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported
10010785893 Healthcare |Economic Years Unknown - Other [TOZINAMERAN] (S -
Professional |Area Medically Important ~ |Immunisation - n/a - [n/a -
Condition), n/a - n/a])
SARS-CoV-2 test
positive (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 28/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Dyspnoea (97d - COMIRNATY Not reported
10010785894 Healthcare |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area Other Medically Immunisation - n/a - [n/a -
Important Condition) |n/a - n/a])
EU-EC- 28/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Fatigue (2d - COMIRNATY Not reported
10010785895 Healthcare |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area Caused/Prolonged Immunisation - n/a - [n/a -
Hospitalisation), n/a - n/a])
Headache (2d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Headache (4d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Influenza (10d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Injection site pain (2d
- Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Myalgia (4d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Personality change
( -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Pyrexia (7d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 28/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Herpes zoster (22d - |COMIRNATY Not reported
10010785896 Healthcare |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area Immunisation - n/a - [n/a -
n/a - n/a])
EU-EC- 28/11/2021 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Chills (0d - COMIRNATY Not reported
10010785897 Healthcare  |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area ) Immunisation - n/a - [n/a -
n/a - n/a])
Dyspnoea (0d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Gastrointestinal pain
(1d - Not
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Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Headache (1d - Not
Recovered/Not
Resolved - ),
Pyrexia (0d -
Recovered/Resolved -
EU-EC- 28/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Dizziness (65d - COMIRNATY Not reported
10010785898 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area -), Immunisation - n/a - [n/a -
n/a - n/al)
Dyspnoea (0d -
Recovered/Resolved -
)
Fatigue (65d - Not
Recovered/Not
Resolved - ),
Headache (2d -
Recovered/Resolved -
)
Palpitations (n/a -
Recovering/Resolving
=)
Pyrexia (0d -
Recovered/Resolved -
EU-EC- 28/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Chest pain (n/a - COMIRNATY Not reported
10010785899 Healthcare |Economic Years Unknown - ) [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a - [n/a -
n/a - n/a))
EU-EC- 28/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Muscle spasms (406d |COMIRNATY Not reported
10010785900 Healthcare |Economic Years - Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area - Immunisation - n/a - [n/a -
n/a - n/a])
EU-EC- 28/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Paraesthesia (14d -  |COMIRNATY Not reported
10010785901 Healthcare |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area Immunisation - n/a - [n/a -
n/a - n/al)
EU-EC- 28/11/2021 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Menstrual disorder COMIRNATY Not reported
10010785903 Healthcare |Economic Years (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not Immunisation - n/a - [n/a -
Resolved - ) n/a - n/a])
EU-EC- 28/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Arthralgia (0d - COMIRNATY Not reported
10010785904 Healthcare |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area ) Immunisation - n/a - [n/a -
n/a - n/a])
Dyspnoea (0d -
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 28/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Syncope (n/a - COMIRNATY Not reported
10010785905 Healthcare |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area Other Medically Immunisation - n/a - [n/a -
Important Condition) |n/a - n/a])
EU-EC- 28/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Abdominal pain (4d - |COMIRNATY Not reported
10010785906 Healthcare |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area ) Immunisation - n/a - [n/a -
n/a - n/a)])
Nausea (2d -
Recovered/Resolved -
)
Vomiting (1d -
Recovered/Resolved -
)
EU-EC- 28/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Chills (2d - COMIRNATY Not reported
10010785907 Healthcare |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area , Immunisation - n/a - [n/a -
n/a - n/a])
Headache (2d -
Recovered/Resolved -
Panic attack (0d -
Recovered/Resolved -
)
Paraesthesia (0d -
Recovered/Resolved -
)
Pyrexia (2d -
Recovered/Resolved -
)
Tachycardia (0d -
Recovered/Resolved -
EU-EC- 28/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Dizziness (n/a - COMIRNATY Not reported
10010785908 Healthcare |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area ), Immunisation - n/a - [n/a -
n/a - n/a])
Fatigue (n/a -
Recovered/Resolved -
)
Lymphadenopathy
(n/a-
Recovering/Resolving
EU-EC- 28/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Menstrual disorder COMIRNATY Not reported
10010785909 Healthcare |Economic Years (48d - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved - |Immunisation - n/a - [n/a -
n/a - n/al])
EU-EC- 28/11/2021 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Menstrual disorder | COMIRNATY Not reported
10010785910 Healthcare |Economic Years (7d - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved - |Immunisation - n/a - [n/a -
n/a - n/al)
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EU-EC- 28/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Menstrual disorder COMIRNATY Not reported
10010785911 Healthcare |Economic Years (75d - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved - |Immunisation - n/a - [n/a -
n/a - n/a])
EU-EC- 28/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Eructation (1d - COMIRNATY Not reported
10010785912 Healthcare  |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area , Immunisation - n/a - [n/a -
n/a - n/a])
Fatigue (1d -
Recovered/Resolved -
]
Headache (0d -
Recovered/Resolved -
Influenza (0d -
Recovered/Resolved -
)
Injection site pain (2d
Recovering/Resolving
=)
Myalgia (1d -
Recovering/Resolving
Nausea (0d -
Recovered/Resolved -
]
Pain of skin (0d -
Recovered/Resolved -
)
EU-EC- 28/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Menstrual disorder COMIRNATY Not reported
10010785913 Healthcare |Economic Years (33d - [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving |Immunisation - n/a - [n/a -
- n/a - n/al)
EU-EC- 28/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Malaise (3d - COMIRNATY Not reported
10010785914 Healthcare |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area ) Immunisation - n/a - [n/a -
n/a - n/al])
Myalgia (30d -
Recovered/Resolved -
)
EU-EC- 28/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Asthenia (4d - COMIRNATY Not reported
10010785915 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a - [n/a -
n/a - n/a])
Blood pressure
decreased (4d -
Recovering/Resolving
=)
Fatigue (8d -
Recovered/Resolved -
EU-EC- 28/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Chest discomfort (n/a | COMIRNATY Not reported
10010785916 Healthcare |Economic Years - Not Recovered/Not |[TOZINAMERAN] (S -
Professional |Area Resolved - ), Immunisation - n/a - [n/a -
n/a - n/a])
Fatigue (n/a -
Recovered/Resolved -
]
Headache (n/a -
Recovered/Resolved -
Rash (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 28/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent Female |No Pyrexia (0d - COMIRNATY Not reported
10010785917 Healthcare |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area ) Immunisation - n/a - [n/a -
n/a - nfa])
Syncope (0d -
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 28/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Dizziness (n/a - COMIRNATY Not reported
10010785918 Healthcare |Economic Years Unknown - ), [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a - [n/a -
Fatigue (n/a - n/a - n/a])
Unknown - ),
Feeling hot (n/a -
Unknown - ),
Limb discomfort (n/a
- Unknown - ),
Malaise (n/a -
Unknown - ),
Nausea (n/a -
Unknown - ),
Pyrexia (n/a -
Unknown - ),
Tachycardia (n/a -
Unknown - )
EU-EC- 28/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent [Female |No Arrhythmia (108d - COMIRNATY Not reported
10010785919 Healthcare |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area Other Medically Immunisation - n/a - [n/a -
Important Condition), |n/a - n/a])
Dyspnoea (108d -
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 28/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Neck pain (22d - COMIRNATY Not reported
10010785920 Healthcare |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area Immunisation - n/a - [n/a -
n/a - n/a])
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EU-EC- 28/11/2021

10010785921

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Run Line Listing Report

Adolescent

Male

No

Cough (20d -
Recovered/Resolved -

)

Dizziness (21d -
Recovered/Resolved -

)

Fatigue (21d -
Recovered/Resolved -
)

Headache (21d -
Recovered/Resolved -

4

Influenza (21d -
Recovered/Resolved -
)
Injection site pain
(22d -
Recovered/Resolved -

W

Malaise (21d -
Recovered/Resolved -

)

Pyrexia (4d -
Recovered/Resolved -

COMIRNATY
[TOZINAMERAN] (S -

Immunisation - n/a - [n/a -

n/a - n/a])

Not reported

EU-EC-
10010785934

28/11/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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

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

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

Nausea (n/a -
Unknown - )

COMIRNATY
[TOZINAMERAN] (S -
COVID-19 immunisation -
Not applicable - [10s -
1{DF} - Intramuscular])

Not reported

EU-EC-
10010786005

28/11/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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

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

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

Gait disturbance (n/a
- Not Recovered/Not
Resolved - ),

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

Injected limb mobility
decreased (n/a - Not
Recovered/Not
Resolved - ),

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

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

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

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

Not reported

EU-EC-
10010786164

28/11/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Erythema nodosum
(5wk - Unknown -
Caused/Prolonged
Hospitalisation),

Pericarditis (Swk -
Unknown -
Caused/Prolonged
Hospitalisation)

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

Not applicable - [n/a - .3mL

- Intramuscular])

Not reported

EU-EC-
10010786321

28/11/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

Nasopharyngitis (10d
- Recovered/Resolved
- Life Threatening),

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

Pyrexia (4d -
Recovered/Resolved -
Life Threatening),

Vaccination site pain
(11d -
Recovered/Resolved -
Life Threatening)

COMIRNATY

[TOZINAMERAN] (S - n/a -

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

[METOPROLOL SUCCINAT
(C-n/a-n/a-[n/a-n/a
Oral])

EU-EC-
10010780115

27/11/2021

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

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Arthralgia (0d -
Recovered/Resolved -

)

Body temperature

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

Not reported
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increased (0d -
Recovered/Resolved -
)
Chills (0d -
Recovered/Resolved -
)
Fatigue (0d -
Recovered/Resolved -
Headache (0d -
Recovered/Resolved -
Malaise (0d -
Recovered/Resolved -
)
Myalgia (0d -
Recovered/Resolved -
EU-EC- 27/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Menstruation delayed |COMIRNATY Not reported
10010780439 Professional |Economic Years |Specified (n/a - Not [TOZINAMERAN] (S -
Area Recovered/Not COVID-19 immunisation -
Resolved - ) Not applicable - [n/a - .3mL
- Intramuscular])
EU-EC- 27/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Arthralgia (n/a - COMIRNATY Not reported
10010780452 Healthcare |Economic Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area =), COVID-19 immunisation -
n/a-[n/a - 1{DF} -
Migraine (n/a - Intramuscular])
Recovering/Resolving
=)
Myalgia (n/a -
Recovering/Resolving
=)
Pharyngitis (n/a -
Recovering/Resolving
=)
Pyrexia (n/a -
Recovering/Resolving
EU-EC- 27/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Hypotension (n/a - COMIRNATY Not reported
10010782200 Professional |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Area COVID-19 immunisation -
n/a - [n/a - 1{DF} -
Intramuscular])
EU-EC- 27/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Amenorrhoea (nfa - |COMIRNATY Not reported
10010782446 Healthcare |Economic Years |Specified Not Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ) COVID-19 immunisation -
Not applicable - [n/a -
1{DF} - n/a])
EU-EC- 27/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Fatigue (2d - COMIRNATY Not reported
10010782448 Healthcare |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area ) COVID-19 immunisation -
Not applicable - [n/a -
Headache (n/a - 1{DF} - n/a])
Recovering/Resolving
=)
Malaise (n/a -
Recovering/Resolving
=)
Myalgia (3d -
Recovered/Resolved -
)
Nausea (3d -
Recovered/Resolved -
EU-EC- 27/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Chills (n/a - Not COMIRNATY Not reported
10010782467 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19 immunisation -
Not applicable - [n/a -
Headache (n/a - Not |1{DF} - n/a])
Recovered/Not
Resolved - ),
Hot flush (n/a - Not
Recovered/Not
Resolved - ),
Hyperhidrosis (n/a -
Not Recovered/Not
Resolved - )
EU-EC- 27/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Injection site COMIRNATY [METHYLPHENIDATE
10010782471 Healthcare |Economic Years |Specified erythema (n/a - Not  |[TOZINAMERAN] (S - HYDROCHLORIDE] (C - ry
Professional |Area Recovered/Not COVID-19 immunisation - |n/a - [n/a - n/a - n/a])
Resolved - ), Not applicable - [n/a -
1{DF} - n/a])
Injection site
induration (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 27/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Menstruation delayed |COMIRNATY Not reported
10010782480 Healthcare |Economic Years |Specified (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not COVID-19 immunisation -
Resolved - ) Not applicable - [n/a -
1{DF} - n/a])
EU-EC- 27/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Injection site pain (3d | COMIRNATY Not reported
10010782482 Healthcare |Economic Years |Specified - Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) COVID-19 immunisation -
Not applicable - [n/a -
Myalgia (3d - 1{DF} - n/a])
Recovered/Resolved -
)
Nasopharynagitis (4d -
Recovered/Resolved -
EU-EC- 27/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Arthralgia (n/a - Not |COMIRNATY Not reported
10010782496 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
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Resolved - ),

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

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

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

Headache (n/a -
Recovering/Resolving

=)

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

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

Nausea (n/a -
Recovering/Resolving

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

EU-EC- 27/11/2021
10010783078

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Asthenia (2d -
Recovered/Resolved -

4

Decreased appetite
(2d -
Recovered/Resolved -

W

Somnolence (2d -
Recovered/Resolved -

W

Vaccination site joint
movement
impairment (2d -
Recovered/Resolved -

)

Vaccination site pain
(2d -
Recovered/Resolved -

i

Visual impairment (2d
- Recovered/Resolved

COMIRNATY DISPERSION
FOR INJECTION
[TOZINAMERAN] (S -
COVID-19 prophylaxis - n/a
- [n/a-n/a-n/a])

Not reported

EU-EC- 27/11/2021
10010783176

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Arthralgia (n/a -
Recovering/Resolving

)

Chills (n/a -
Recovering/Resolving
=)

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

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

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

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

Myalgia (n/a -
Recovering/Resolving

)

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

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

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

Not reported

EU-EC- 27/11/2021
10010783292

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

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Arthralgia (n/a -
Recovering/Resolving

i

Chills (n/a -
Recovering/Resolving
=)

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

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

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

Myalgia (n/a -
Recovering/Resolving
=)

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

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

Not reported
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Pyrexia (n/a - Not
Recovered/Not
Resolved - ),
Vomiting (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 27/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Rash (n/a - Not COMIRNATY Not reported
10010783360 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ) COVID-19 immunisation -
Not applicable - [n/a -
1{DF} - n/a])
EU-EC- 27/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Chills (1d - COMIRNATY Not reported
10010783506 Healthcare |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area ) COVID-19 immunisation -
Not applicable - [n/a -
Headache (3d - 1{DF} - Intramuscular])
Recovering/Resolving
=)
Myalgia (1d -
Recovered/Resolved -
)
Puncture site pain (3d
- Recovered/Resolved
EU-EC- 27/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Epilepsy (n/a - Not COMIRNATY Not reported
10010783534 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - Other Immunisation - n/a - [n/a -
Medically Important  |1{DF} - n/a]),
Condition)
COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a - [n/a -
2{DF} - n/a])
EU-EC- 27/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Facial paralysis (n/a - |COMIRNATY Not reported
10010783701 Healthcare |Economic Years Not Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - Immunisation - n/a - [n/a -
Caused/Prolonged 2{DF} - n/a])
Hospitalisation)
EU-EC- 27/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Headache (n/a - Not |COMIRNATY Not reported
10010783718 Healthcare  |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), Immunisation - n/a - [n/a -
1{DF} - n/a])
Tracheitis (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 27/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Headache (n/a - COMIRNATY Not reported
10010783749 Healthcare |Economic Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area =) COVID-19 immunisation -
Not applicable - [n/a -
Menstruation irregular | 1{DF} - n/a])
(n/a - Unknown - )
EU-EC- 27/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Amenorrhoea (nfa - |COMIRNATY Not reported
10010783761 Healthcare |Economic Years |Specified Not Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19 immunisation -
Not applicable - [n/a -
Fatigue (n/a - Not 1{DF} - n/a])
Recovered/Not
Resolved - )
EU-EC- 27/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Arthralgia (0d - COMIRNATY NOT AVAILABLE (C - n/a -
10010783777 Healthcare |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S - - [n/a-n/a-n/a])
Professional |Area , COVID-19 immunisation -
Not applicable - [n/a -
Chills (2s - 1{DF} - n/a])
Recovered/Resolved -
)
Extensive swelling of
vaccinated limb (n/a -
Recovering/Resolving
=)
Fatigue (n/a -
Recovering/Resolving
Injection site
erythema (n/a -
Recovering/Resolving
=)
Injection site pain
(n/a-
Recovering/Resolving
=)
Injection site swelling
(n/a-
Recovering/Resolving
=)
Injection site warmth
(n/a-
Recovering/Resolving
=l
Malaise (n/a -
Recovering/Resolving
=)
Myalgia (n/a -
Recovering/Resolving
Nausea (0d -
Recovered/Resolved -
)
Pyrexia (n/a -
Recovering/Resolving
EU-EC- 27/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Fatigue (0d - COMIRNATY Not reported
10010784134 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area =), Immunisation - n/a - [n/a -
n/a - n/al)
Nausea (0d -
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Recovering/Resolving
=)
Syncope (0d -
Recovering/Resolving
=)
Vaccination site
reaction (1d -
Recovering/Resolving
=)
Vision blurred (0d -
Recovering/Resolving
=l
Vomiting (0d -
Recovering/Resolving
EU-EC- 27/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Influenza (5d - COMIRNATY Not reported
10010784201 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area - Immunisation - n/a - [n/a -
n/a - n/a])
EU-EC- 27/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Injection site pain (3d |COMIRNATY Not reported
10010784206 Healthcare |Economic Years - Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a - [n/a -
n/a - n/al)
Vaccination site joint
warmth (3d -
Recovered/Resolved -
EU-EC- 27/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Fatigue (1d - COMIRNATY Not reported
10010784418 Healthcare |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area ) Immunisation - n/a - [n/a -
n/a - n/al)
Injection site pain (1d
- Recovered/Resolved
=)
Somnolence (1d -
Recovered/Resolved -
EU-EC- 27/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Vaccination site pain | COMIRNATY Not reported
10010784420 Healthcare |Economic Years (2d - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved - |Immunisation - n/a - [n/a -
X n/a - nfaj)
Vaccination site
reaction (2d -
Recovered/Resolved -
EU-EC- 27/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Chest discomfort (n/a | COMIRNATY Not reported
10010784830 Healthcare |Economic Years - Not Recovered/Not |[TOZINAMERAN] (S -
Professional |Area Resolved - ), Immunisation - n/a - [n/a -
n/a - n/a))
Limb discomfort (n/a
- Not Recovered/Not
Resolved - )
EU-EC- 27/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Myopericarditis (n/a - |COMIRNATY Not reported
10010784839 Healthcare |Economic Years Not Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - Immunisation - n/a - [n/a -
Caused/Prolonged n/a - n/a])
Hospitalisation),
Sinus tachycardia
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Syncope (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 27/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Myocarditis (n/a - COMIRNATY Not reported
10010784860 Professional | Economic Years Unknown - Life [TOZINAMERAN] (S -
Area Threatening, Immunisation - n/a - [n/a -
Caused/Prolonged 2{DF} - n/a])
Hospitalisation)
EU-EC- 27/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adult Male No Myocarditis (n/a - Not | COMIRNATY Not reported
10010784883 Professional | Economic Years Recovered/Not [TOZINAMERAN] (S -
Area Resolved - Life Immunisation - n/a - [n/a -
Threatening, 2{DF} - n/a])
Caused/Prolonged
Hospitalisation)
EU-EC- 27/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Injection site pain (4d | COMIRNATY Not reported
10010784890 Healthcare |Economic Years - Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area - Immunisation - n/a - [n/a -
n/a - n/a])
Lymphadenopathy
( -
Recovering/Resolving
EU-EC- 27/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Body temperature COMIRNATY Not reported
10010784902 Healthcare |Economic Years |Specified increased (n/a - [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving |COVID-19 immunisation -
=), Not applicable - [n/a -
1{DF} - n/a])
Chills (n/a -
Recovering/Resolving
=)
Headache (2d -
Recovered/Resolved -
)
Lymphadenopathy
(n/a - Not
Recovered/Not
Resolved - ),
Malaise (n/a -
Recovering/Resolving
Nausea (1d -
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Recovered/Resolved -
EU-EC- 27/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Myocarditis (1d - COMIRNATY Not reported
10010785103 Healthcare |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area Other Medically Immunisation - n/a - [n/a -
Important Condition) |n/a - n/a])
EU-EC- 27/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Dyspnoea (n/a - COMIRNATY Not reported
10010785158 Healthcare |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area ), COVID-19 immunisation -
Not applicable - [n/a -
Fatigue (n/a - 1{DF} - Intramuscular])
Recovered/Resolved -
Influenza like illness
(n/a-
Recovered/Resolved -
)
Pain in extremity
(1wk -
Recovered/Resolved -
EU-EC- 27/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported
10010785289 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S - n/a -
Area Medically Important |n/a - [n/a-n/a-
Condition), Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 26/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Diabetic ketoacidosis |COMIRNATY Not reported
10010767897 Professional |European Years |Specified (n/a - Unknown - [TOZINAMERAN] (S -
Economic Other Medically COVID-19 immunisation -
Area Important Condition) |Not applicable - [n/a - n/a -
n/a])
EU-EC- 26/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Menstrual disorder COMIRNATY Not reported
10010769625 Healthcare |Economic Years |Specified (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not COVID-19 immunisation -
Resolved - ) n/a - [n/a - n/a - n/a])
EU-EC- 26/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Arthralgia (n/a - COMIRNATY Not reported
10010769750 Healthcare |Economic Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area - Caused/Prolonged  |COVID-19 immunisation -
Hospitalisation), Drug withdrawn - [n/a -
.3mg/kg - Intramuscular])
Hyperpyrexia (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 26/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Female [No Bradycardia (n/a - COMIRNATY Not reported
10010769760 Healthcare |Economic Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area - Caused/Prolonged  |Asthma - Not applicable -
Hospitalisation), [n/a - 1{DF} -
Intramuscular])
Vertigo (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 26/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Amenorrhoea (nfa - |COMIRNATY Not reported
10010770000 Healthcare |Economic Years |Specified Not Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ) COVID-19 immunisation -
nfa-[n/a-n/a-
Intramuscular])
EU-EC- 26/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Abdominal pain (n/a - | COMIRNATY Not reported
10010770089 Healthcare |Economic Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area - Other Medically COVID-19 immunisation -
Important Condition), |n/a - [n/a - n/a - n/a])
Diarrhoea (n/a -
Recovering/Resolving
- Other Medically
Important Condition),
Hyperpyrexia (n/a -
Recovering/Resolving
- Other Medically
Important Condition),
Peripheral swelling
(n/a-
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 26/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Fatigue (2d - COMIRNATY Not reported
10010770133 Professional |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Area Other Medically COVID-19 immunisation -
Important Condition), |n/a - [n/a-n/a -
Intramuscular])
Headache (2d -
Recovered/Resolved -
Other Medically
Important Condition),
Hyperpyrexia (2d -
Recovered/Resolved -
Other Medically
Important Condition),
Injection site pain (2d
- Recovered/Resolved
- Other Medically
Important Condition),
Myalgia (2d -
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 26/11/2021 | Spontaneous |Non Non Not available 12-17 |Not Female |No Loss of consciousness | TOZINAMERAN Not reported
10010770787 Healthcare |European Years |Specified (n/a- [TOZINAMERAN] (S -
Professional | Economic Recovered/Resolved - |COVID-19 immunisation -
Area Other Medically Not applicable - [1d - n/a -
Important Condition), |n/a])
Seizure (n/a -
Recovered/Resolved -
Other Medically
Important Condition)
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EU-EC-
10010770795

26/11/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

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

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

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

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

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

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

Not reported

EU-EC-
10010771365

26/11/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

Viral infection (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

EU-EC-
10010771399

26/11/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Hypoaesthesia (n/a -
Recovering/Resolving
- Other Medically

Important Condition),

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

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

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

Vomiting (n/a -
Recovering/Resolving

-)

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

Not reported

EU-EC-
10010771450

26/11/2021

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

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

C-reactive protein
increased (n/a -
Recovering/Resolving
- Other Medically
Important Condition),

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

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

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

Suicidal behaviour
(n/a-
Recovering/Resolving

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

[BUPLEURUM FALCATUM
ROOT, ANGELICA ACUTIL(
ROOT, GARDENIA
JASMINOIDES FRUIT,
MENTHA ARVENSIS L.,
PAEONIA LACTIFLORA RC
ATRACTYLODES LANCEA
ROOT, LIQUORICE ROOT,
KAMISHOYOSAN, PAEONI
SUFFRUTICOSA ROOT BA
PORIAE COCOS
SCLEROTIUM, ZINGIBER
OFFICINALE WHOLE] (C -
Cardiovascular disorder - |
- [n/a-n/a- Oral])
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- Other Medically
Important Condition)

EU-EC-
10010772173

26/11/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Brain natriuretic
peptide increased
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),

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

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

Fibrin D dimer
increased (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),

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

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

Troponin increased
(n/a-
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10010772221

26/11/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Bed rest (8d -
Recovered/Resolved
With Sequelae -
Disabling),

Chills (8d -
Recovered/Resolved
With Sequelae -
Disabling),

Decreased appetite
Recovered/Resolved
With Sequelae -
Disabling),

Fatigue (8d -
Recovered/Resolved
With Sequelae -
Disabling),

Headache (8d -
Recovered/Resolved
With Sequelae -
Disabling),

Injection site reaction
(8d -
Recovered/Resolved
With Sequelae -
Disabling),

Nausea (8d -
Recovered/Resolved
With Sequelae -
Disabling),

Pyrexia (8d -
Recovered/Resolved
With Sequelae -
Disabling)

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

Not applicable - [n/a - n/a -

n/al)

[CYPROTERONE ACETATE
ETHINYLESTRADIOL] (C -
Contraception - Unknown

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

EU-EC-
10010772268

26/11/2021

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

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

Hospitalisation (2d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),

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

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

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

Oedema (n/a -
Unknown -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),
Troponin abnormal
(n/a - Unknown -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition)
EU-EC- 26/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported
10010772436 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S - n/a -
Area Medically Important  |n/a - [n/a - n/a -
Condition), Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 26/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported
10010772438 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S - n/a -
Area Medically Important  |n/a - [n/a - n/a -
Condition), Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 26/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported
10010772440 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S - n/a -
Area Medically Important  |n/a - [n/a-n/a-
Condition), Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 26/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Anaphylactic reaction |COMIRNATY Not reported
10010772551 Professional |European Years |Specified (440min - [TOZINAMERAN] (S -
Economic Recovered/Resolved - |COVID-19 immunisation -
Area Caused/Prolonged Not applicable - [n/a - n/a -
Hospitalisation, Other |n/a])
Medically Important
Condition),
Cough (440min -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Erythema (440min -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Nausea (440min -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 26/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Chills (36h - COMIRNATY Not reported
10010772635 Healthcare |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area , COVID-19 immunisation -
Not applicable - [n/a -
Fatigue (36h - 1{DF} - n/a])
Recovered/Resolved -
Headache (48h -
Recovered/Resolved -
)
Injection site pain
(72h -
Recovered/Resolved -
)
Malaise (36h -
Recovered/Resolved -
)
Nausea (48h -
Recovered/Resolved -
Pyrexia (36h -
Recovered/Resolved -
)
EU-EC- 26/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Dizziness (n/a - COMIRNATY Not reported
10010772636 Healthcare |Economic Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area - COVID-19 immunisation -
Not applicable - [n/a -
1{DF} - n/a])
EU-EC- 26/11/2021 |Spontaneous |Non Non Not available 12-17 |Not Male No Sick relative (n/a - COMIRNATY Not reported
10010772653 Healthcare |European Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Economic - Other Medically COVID-19 immunisation -
Area Important Condition) |Not applicable - [1d - n/a -
n/a])
EU-EC- 26/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Headache (n/a - COMIRNATY Not reported
10010772676 Healthcare |Economic Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area =) COVID-19 immunisation -
Not applicable - [1d - n/a -
Pyrexia (n/a - Intramuscular])
Recovering/Resolving
-)
EU-EC- 26/11/2021 |Spontaneous |Non Non Not available 12-17 |Not Male No Cardiomyopathy (n/a |COMIRNATY Not reported
10010772692 Healthcare |European Years |Specified - Unknown - Other [TOZINAMERAN] (S -
Professional |Economic Medically Important  |COVID-19 immunisation -
Area Condition), Not applicable - [1d - n/a -
n/al)
Dyspnoea (n/a -
Unknown - Other
Medically Important
Condition),
Myocarditis (n/a -
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Unknown - Other
Medically Important
Condition),

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

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

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

EU-EC-
10010772725

26/11/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

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

Lower respiratory
tract infection (n/a -
Recovered/Resolved -
Disabling, Other
Medically Important
Condition),

Nasopharyngitis (n/a
- Recovered/Resolved
With Sequelae -
Disabling, Other
Medically Important
Condition),

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

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

[A/HONG KONG/4801/201
(H3N2)-LIKE STRAIN
(A/HONG KONG/4801/201
X-263B),
B/BRISBANE/60/2008-LIK
STRAIN
(B/BRISBANE/60/2008, W
TYPE), A/CALIFORNIA/7/z
(H1N1)PDMO09-DERIVED
STRAIN USED (NYMC X-1i
A/HONG KONG/4801/201+
(H3N2)-LIKE STRAIN
(A/HONG KONG/4801/201
X-263B),
B/BRISBANE/60/2008-LIK
STRAIN
(B/BRISBANE/60/2008, W
TYPE), A/MICHIGAN/45/2
(H1IN1)PDMO9-LIKE STRA
(A/SINGAPORE/GP1908/2
IVR-180), INFLUENZA
VACCINE] (C - Immunisat
n/a - [1d - n/a - n/a])

EU-EC-
10010772761

26/11/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Lymph node pain (n/a

Recovering/Resolving
- Other Medically
Important Condition),

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

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

Pain in extremity (n/a
- Recovered/Resolved
- Other Medically

Important Condition)

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

Not reported

EU-EC-
10010773190

26/11/2021

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

Not reported

EU-EC-
10010773348

26/11/2021

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

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

Headache (n/a -

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

Not reported
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Recovering/Resolving
- Disabling),
Injection site reaction
(n/a-
Recovering/Resolving
- Disabling),
Myalgia (n/a -
Recovering/Resolving
- Disabling),
Pyrexia (n/a -
Recovering/Resolving
- Disabling)
EU-EC- 26/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Female [No Menstruation delayed |COMIRNATY Not reported
10010773399 Healthcare |Economic Years |Specified (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not Immunisation - n/a - [n/a -
Resolved - ) n/a - Intramuscular])
EU-EC- 26/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Rhinorrhoea (n/a - COMIRNATY Not reported
10010773483 Healthcare |Economic Years |Specified Not Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ) Immunisation - n/a - [n/a -
n/a - Intramuscular])
EU-EC- 26/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported
10010773590 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S - n/a -
Area Medically Important |n/a - [n/a-n/a-
Condition), Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 26/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Deep vein thrombosis |COMIRNATY Not reported
10010773795 Professional |Economic Years (n/a - Not [TOZINAMERAN] (S -
Area Recovered/Not Immunisation - n/a - [n/a -
Resolved - n/a - n/al)
Caused/Prolonged
Hospitalisation),
Encephalopathy (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Herpes zoster (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Neuropathy
peripheral (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 26/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Pruritus (5h - COMIRNATY Not reported
10010773863 Professional |European Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Economic Other Medically COVID-19 immunisation -
Area Important Condition), |Not applicable - [1d - n/a -
n/al)
Rash (n/a - Unknown
Urticaria (n/a -
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 26/11/2021 |Spontaneous |Non Non Not available 12-17 |Not Female |No Hypomenorrhoea (n/a | COMIRNATY Not reported
10010773879 Healthcare |European Years |Specified - Unknown - Other [TOZINAMERAN] (S -
Professional |Economic Medically Important  |COVID-19 immunisation -
Area Condition), Not applicable - [1d - n/a -
Parenteral])
Menarche (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 26/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Large intestine COMIRNATY Not reported
10010773959 Healthcare |Economic Years perforation (n/a - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved - |COVID-19 immunisation -
Life Threatening) n/a - [n/a - 1{DF} - n/a])
EU-EC- 26/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported
10010773969 Professional | Economic Years Unknown - Other [TOZINAMERAN] (S - n/a -
Area Medically Important  |n/a - [n/a - n/a -
Condition), Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 26/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No Warm autoimmune COMIRNATY Not reported
10010773974 Professional |Economic Years haemolytic anaemia  |[TOZINAMERAN] (S -
Area (n/a- COVID-19 immunisation -
Recovered/Resolved - |n/a - [n/a - 1{DF} -
Life Threatening) Intramuscular])
EU-EC- 26/11/2021 |Spontaneous |Non Non Not available 12-17 |Not Male No Fatigue (7d - COMIRNATY FLUENZ TETRA
10010774021 Healthcare |European Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S - [A/GUANGDONG-
Professional |Economic Other Medically COVID-19 immunisation - |MAONAN/SWL1536/2019
Area Important Condition), |Not applicable - [n/a - n/a - |(H1IN1)PDMQ9 - LIKE STR
n/al) (A/HAWAII/66/2019, MED
Somnolence (n/a - 326775), A/HONG
Unknown - Other KONG/2671/2019 (H3N2)
Medically Important LIKE STRAIN (A/HONG
Condition) KONG/2671/2019, MEDI
325078),
B/PHUKET/3073/2013 - LI
STRAIN
(B/PHUKET/3073/2013, M
306444),
B/WASHINGTON/02/2019
LIKE STRAIN
(B/WASHINGTON/02/201¢
MEDI 323797),
A/TEXAS/50/2012 (H3N2)
LIKE STRAIN
(A/TEXAS/50/2012, MEDI
237514),
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B/BRISBANE/60/2008
(VICTORIA LINEAGE)-LIKI
STRAIN
(B/BRISBANE/60/2008, M
228030),
B/MASSACHUSETTS/2/20:
(YAMAGATA LINEAGE)-LIk
STRAIN
(B/MASSACHUSETTS/2/2C
MEDI 237751),
A/CALIFORNIA/7/2009
(H1N1)PDMO9-LIKE STRA
(A/CALIFORNIA/7/2009,
MEDI 228029),
B/BRISBANE/60/2008
(VICTORIA LINEAGE)-LIKI
STRAIN
(B/BRISBANE/60/2008, M
228030),
A/CALIFORNIA/7/2009
(H1N1)PDMO9-LIKE STRA
(A/BOLIVIA/559/2013, ME
255962),
B/PHUKET/3073/2013
(YAMAGATA LINEAGE)-LIK
STRAIN
(B/PHUKET/3073/2013, M
254977), A/HONG
KONG/4801/2014 (H3N2)-
LIKE STRAIN (A/NEW
CALEDONIA/71/2014, MEI
263122),
B/PHUKET/3073/2013
(YAMAGATA LINEAGE)-LIk
STRAIN
(B/PHUKET/3073/2013, M
254977),
A/MICHIGAN/45/2015
(H1N1)PDMO9 - LIKE STR
(A/SLOVENIA/2903/2015,
MEDI 279432),
A/SINGAPORE/INFIMH-16
0019/2016 (H3N2)-LIKE
STRAIN
(A/SINGAPORE/INFIMH-1
0019/2016, MEDI 291690
B/COLORADO/06/2017-L1
STRAIN
(B/COLORADO/06/2017,
MEDI 293454)] (C -
Immunisation - n/a - [n/a
n/a - n/al)

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

EU-EC- 26/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest pain (3d - COMIRNATY Not reported
10010774032 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Economic With Sequelae - COVID-19 immunisation -
Area Caused/Prolonged Not applicable - [1d - .5mL
Hospitalisation) - Intramuscular])
EU-EC- 26/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Pyrexia (n/a - COMIRNATY Not reported
10010774402 Professional |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S -
Area ) COVID-19 immunisation -
Not applicable - [n/a -
Vasculitis (12d - 1{DF} - Intramuscular])
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 26/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported
10010774468 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S - n/a -
Area Medically Important  |n/a - [n/a-n/a-
Condition), Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 26/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported
10010774828 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S - n/a -
Area Medically Important  |n/a - [n/a - n/a -
Condition), Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 26/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Back pain (3h - COMIRNATY Not reported
10010775061 Professional |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S -
Area ) COVID-19 immunisation -
Not applicable - [n/a -
Chest pain (3h - 1{DF} - n/a])
Recovered/Resolved -
)
Headache (n/a -
Unknown - ),
Muscular weakness
(n/a - Unknown - ),
Myalgia (n/a -
Recovering/Resolving
=)
Pyrexia (3h -
Recovered/Resolved -
,
Slow response to
stimuli (3h -
Recovered/Resolved -
EU-EC- 26/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Application site COMIRNATY Not reported
10010775541 Professional |Economic Years swelling (n/a - [TOZINAMERAN] (S - n/a -
Area Recovered/Resolved - |n/a - [n/a - n/a -
) Intramuscular])
Decreased appetite
(n/a-
Recovered/Resolved -
)
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Defaecation urgency
(n/a -
Recovered/Resolved -

)

Restlessness (n/a -
Recovered/Resolved -

4

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

EU-EC-
10010775773

26/11/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Arthralgia (3d -
Recovered/Resolved -

a

Chills (3d -
Recovered/Resolved -

)

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

Fatigue (n/a -
Recovering/Resolving

)

Headache (3d -
Recovered/Resolved -

4

Injection site
erythema (2d -
Recovered/Resolved -

W

Malaise (n/a -
Recovering/Resolving

)

Myalgia (1d -
Recovered/Resolved -
)

Pyrexia (2d -
Recovered/Resolved -

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

[FLUTICASONE PROPION/
(C-n/a-n/a-[nfa-n/a
n/a])

EU-EC-
10010775869

26/11/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

Headache (n/a -
Unknown - )

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

Not reported

EU-EC-
10010776161

26/11/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

Chills (7d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

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

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

Infectious
mononucleosis (n/a -
Recovered/Resolved
With Sequelae -
Caused/Prolonged
Hospitalisation),

Lymphadenopathy
(43d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Nausea (8d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

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

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

Not reported

EU-EC-
10010776252

26/11/2021

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

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

Syncope (1d -

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

Not reported
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Recovered/Resolved -
Other Medically
Important Condition),

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

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

Abdominal pain lower
(n/a - Unknown - ),

Abdominal pain upper
(n/a - Unknown - ),

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

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

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

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

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

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

Inflammation (n/a -
Unknown - ),

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

Nasal congestion (n/a
- Unknown - ),

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

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

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

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

n/al)

Condition)
EU-EC- 26/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Back pain (n/a - COMIRNATY Not reported
10010776332 Professional |European Years |Specified Unknown - [TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19 immunisation -
Area Hospitalisation), Not applicable - [1d - n/a -
n/a])
Chills (n/a - Unknown
- Caused/Prolonged
Hospitalisation),
General physical
health deterioration
(n/a - Unknown -
Caused/Prolonged
Hospitalisation),
Pain in extremity (n/a
- Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 26/11/2021 |Spontaneous |Non Non Not available 12-17 |Not Female |No Fatigue (n/a - Not COMIRNATY Not reported
10010776376 Healthcare |European Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional | Economic Resolved - Other COVID-19 immunisation -
Area Medically Important | Not applicable - [1d - n/a -
Condition), n/a])
Nasopharyngitis (n/a
- Not Recovered/Not
Resolved - Other
Medically Important
Condition),
Pain in extremity (n/a
- Not Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 26/11/2021 |Spontaneous |Non Non Not available 12-17 |Not Male No Epistaxis (1d - COMIRNATY Not reported
10010776917 Healthcare |European Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Economic Other Medically COVID-19 immunisation -
Area Important Condition) |Not applicable - [1d - n/a -
n/a])
EU-EC- 26/11/2021 | Spontaneous |Non Non Not available 12-17 |Not Female |No Abdominal pain (n/a - | TOZINAMERAN Not reported
10010776933 Healthcare |European Years |Specified Unknown - [TOZINAMERAN] (S -
Professional |Economic Caused/Prolonged COVID-19 immunisation -
Area Hospitalisation), Not applicable - [1d - n/a -
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Rash (n/a -
Recovered/Resolved -

)

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

Respiratory disorder
(n/a - Unknown - ),

Tremor (n/a -
Unknown - ),

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

Weight decreased
(n/a - Unknown - ),

White blood cell count
increased (n/a -
Unknown - )

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

Atrioventricular block
complete (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),

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

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

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

Body temperature
increased (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Catecholamines urine
increased (n/a -
Unknown - ),

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

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

Troponin T increased

Intramuscular])

EU-EC- 26/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Amenorrhoea (nfa - |COMIRNATY Not reported
10010777185 Professional |Economic Years Not Recovered/Not [TOZINAMERAN] (S -
Area Resolved - ) COVID-19 immunisation -
Not applicable - [30d -
1{DF} - Intramuscular])
EU-EC- 26/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Menstruation delayed |COMIRNATY Not reported
10010777242 Healthcare |Economic Years (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not COVID-19 immunisation -
Resolved - ) n/a-[21d - .3mL -
Intramuscular])
EU-EC- 26/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Asthenia (n/fa - Not | COMIRNATY Not reported
10010777259 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19 immunisation -
Drug withdrawn - [1d -
Balance disorder (n/a |1{DF} - Intramuscular])
- Not Recovered/Not
Resolved - )
EU-EC- 26/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Lymphadenopathy COMIRNATY Not reported
10010777314 Healthcare |Economic Years (8d - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved - |COVID-19 immunisation -
Not applicable - [1d -
1{DF} - Intramuscular])
EU-EC- 26/11/2021 |Spontaneous |Healthcare  |European |Not available 12-17 |Adolescent |Male No Syncope (1d - COMIRNATY Not reported
10010777394 Professional |Economic Years Unknown - ) [TOZINAMERAN] (S -
Area COVID-19 immunisation -
n/a - [1d - 1{DF} -
Intramuscular])
EU-EC- 26/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Dizziness (n/a - COMIRNATY Not reported
10010777871 Professional |European Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Economic - COVID-19 immunisation -
Area Not applicable - [1d - n/a -
Nausea (n/a - n/a))
Recovering/Resolving
Pyrexia (n/a -
Recovering/Resolving
=)
Syncope (n/a -
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 26/11/2021 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Arrhythmia (n/a - COMIRNATY [FOLIC ACID] (C -
10010777880 Professional |European Years |Specified Recovering/Resolving |[TOZINAMERAN] (S - Mitochondrial cytopathy -
Economic - Caused/Prolonged  |COVID-19 immunisation - |- [n/a - 5mg - Oral]),
Area Hospitalisation), Not applicable - [1d - n/a -

[FURSULTIAMINE] (C -
Mitochondrial cytopathy -
- [n/a - n/a - Oral]),

[HYDROCORTISONE] (C -
Adrenal insufficiency - n/a
[n/a - n/a - Oral]),

[LEVETIRACETAM] (C -
Epilepsy - n/a - [n/a - n/a
Oral]),

[LEVOCARNITINE] (C -
Mitochondrial cytopathy -
- [n/a - n/a - Oral]),

[UBIDECARENONE] (C -

Mitochondrial cytopathy -
- [n/a-n/a- Oral])
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(n/é - Unknown - ),

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

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

Ventricular
hypokinesia (n/a -
Unknown - Other
Medically Important
Condition)

EU-EC-
10010777898

26/11/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic

Area

Not available

12-17
Years

Not
Specified

Female

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

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

Musculoskeletal chest
pain (n/a - Unknown -
Other Medically

Important Condition),

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

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

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

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

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

Not reported

EU-EC-
10010777899

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

26/11/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic

Area

Not available

12-17
Years

Not
Specified

Male

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

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

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

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

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

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

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

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

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

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

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

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

Syncope (n/a -
Unknown -

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

Not reported
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Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),

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

EU-EC-
10010778055

26/11/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Retinal artery
occlusion (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)

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

Not reported

EU-EC-
10010778465

26/11/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Arthralgia (n/a -
Recovering/Resolving

)

Fatigue (n/a -
Recovering/Resolving

)
Headache (n/a -
Recovering/Resolving

i

Malaise (n/a -
Recovering/Resolving
=)

Myalgia (n/a -
Recovering/Resolving
=)

Pyrexia (n/a -
Recovering/Resolving

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

Not reported

EU-EC-
10010778469

26/11/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

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

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

EU-EC-
10010778590

26/11/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Underdown, M..
Thrombocytopenia in a teen with
sickle cell disease following
COVID-19 vaccination. Pediatric
Blood and Cancer.
2021;68(12):10.1002/pbc.29271.
doi:10.1002/pbc.29271

12-17
Years

Not
Specified

Male

No

Sickle cell anaemia
with crisis (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),

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

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

Not reported

EU-EC-
10010779085

26/11/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Type 1 diabetes
mellitus (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)

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

Not reported

EU-EC-
10010779151

26/11/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

Not reported

EU-EC-
10010779210

26/11/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Syncope (40min -
Recovered/Resolved -
Other Medically
Important Condition)

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

Not reported

EU-EC-
10010779212

26/11/2021

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

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

Syncope (n/a -
Unknown - Other

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

Not reported
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Medically Important
Condition)

EU-EC-
10010779371

26/11/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

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

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

[DOXYCYCLINE,
DOXYCYCLINE HYCLATE,
DOXYCYCLINE
MONOHYDRATE] (C - n/a
n/a - [n/a - n/a - n/al),

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

EU-EC-
10010779454

26/11/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

Meniere's disease
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),

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

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

Not applicable - [1d - n/a -

n/a])

Not reported

EU-EC-
10010779620

26/11/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Not
Specified

No

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

Body temperature
increased (2d -
Recovered/Resolved -
Other Medically
Important Condition),

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

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

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

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

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

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

Not applicable - [1d - n/a -

n/a])

Not reported

EU-EC-
10010779640

26/11/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

COMIRNATY

[TOZINAMERAN] (S - n/a -

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

Not reported

EU-EC-
10010779753

26/11/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Chills (n/a - Unknown

)

Cold sweat (n/a -
Unknown - ),

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

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

Vomiting (n/a -
Recovered/Resolved -

)

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

Not applicable - [n/a - n/a -

Intramuscular])

Not reported

EU-EC-
10010779807

26/11/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Herpes zoster (14d -
Not Recovered/Not
Resolved - ),

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

Pain (n/a - Unknown -

,
Pyrexia (n/a - Not

Recovered/Not
Resolved - )

COMIRNATY
[TOZINAMERAN] (S -

Immunisation - n/a - [n/a -

n/a - n/a])

Not reported

EU-EC-
10010779882

26/11/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Malaise (0d -
Recovering/Resolving

)

Rash (0d -
Recovering/Resolving

COMIRNATY
[TOZINAMERAN] (S -

Immunisation - n/a - [n/a -

n/a - n/a])

Not reported

EU-EC-
10010779886

26/11/2021

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

Spontaneous

Non
Healthcare

European
Economic

Not available

12-17
Years

Adolescent

Female

No

Dizziness (55d -
Recovered/Resolved -

COMIRNATY
[TOZINAMERAN] (S -

Not reported
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Caused/Prolonged
Hospitalisation),

Influenza like illness
(55d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Rheumatic disorder
(55d - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)

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

EU-EC-
10010779891

26/11/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Administration site
movement
impairment (35d -
Not Recovered/Not
Resolved - ),

Arthralgia (35d - Not
Recovered/Not
Resolved - )

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

n/a - n/al)

Not reported

EU-EC-
10010779892

26/11/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

Arrhythmia (41d - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)

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

Not reported

EU-EC-
10010779964

26/11/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Dysaesthesia (n/a -
Unknown - ),

Hypoaesthesia (n/a -
Unknown - ),

Muscular weakness
(n/a - Unknown - ),

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

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

Sensory disturbance
(n/a-
Recovering/Resolving

i

Small fibre
neuropathy (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Spinal osteoarthritis
(n/a - Unknown - ),

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

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

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

[RIZATRIPTAN, RIZATRIP
BENZOATE] (C - Migraine
n/a - [n/a - n/a - Oral])

EU-EC-
10010780799

26/11/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Meningitis (12d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

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

Seizure (2d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10010780807

26/11/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

Lymphadenitis (n/a -
Unknown - )

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

Not reported

EU-EC-
10010780809

26/11/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Pericarditis (8d -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Pleural effusion (8d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10010780930

26/11/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

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

[HYDROCORTISONE
BUTYRATE] (C - Eczema -
- [n/a - n/a - Cutaneous])

[MEBENDAZOLE] (C -
Enterobiasis - n/a - [n/a -
- Oral])

EU-EC-
10010780959

26/11/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

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

Not available

12-17
Years

Adolescent

Female

No

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

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

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

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

Swelling of eyelid (n/a
- Not Recovered/Not
Resolved - ),
Vision blurred (n/a -
Not Recovered/Not
Resolved - )
EU-EC- 26/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Abdominal pain (0d - |COMIRNATY Not reported
10010780967 Healthcare |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area , COVID-19 immunisation -
Unknown - [n/a - 1{DF} -
Diarrhoea (0d - n/al)
Recovered/Resolved -
Headache (0d -
Recovered/Resolved -
)
Pyrexia (0d -
Recovered/Resolved -
)
Vomiting (0d -
Recovered/Resolved -
)
EU-EC- 26/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Abdominal pain (n/a - |COMIRNATY Not reported
10010780998 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area - Caused/Prolonged  |COVID-19 immunisation -
Hospitalisation) Unknown - [n/a - 1{DF} -
n/al)
EU-EC- 26/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Rash (n/a - Not COMIRNATY Not reported
10010781014 Professional |Economic Years Recovered/Not [TOZINAMERAN] (S -
Area Resolved - ) COVID-19 immunisation -
Unknown - [n/a - 1{DF} -
n/a])
EU-EC- 26/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Menstrual disorder COMIRNATY Not reported
10010781036 Healthcare |Economic Years (40d - Unknown - ) [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a - [n/a -
n/a - Intramuscular])
EU-EC- 26/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Sudden hearing loss | COMIRNATY Not reported
10010781037 Healthcare |Economic Years (40d - Unknown - [TOZINAMERAN] (S -
Professional |Area Other Medically Immunisation - n/a - [n/a -
Important Condition) |n/a - n/a])
EU-EC- 26/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Menstrual disorder COMIRNATY Not reported
10010781038 Healthcare |Economic Years (3d - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not Immunisation - n/a - [n/a -
Resolved - ) n/a - n/a])
EU-EC- 26/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Menstrual disorder COMIRNATY Not reported
10010781039 Healthcare |Economic Years (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not Immunisation - n/a - [n/a -
Resolved - ) n/a - n/al)
EU-EC- 26/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Type 1 diabetes COMIRNATY Not reported
10010781040 Healthcare |Economic Years mellitus (72d - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved  |Immunisation - n/a - [n/a -
With Sequelae - Other |n/a - n/a])
Medically Important
Condition)
EU-EC- 26/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Disturbance in COMIRNATY Not reported
10010781041 Healthcare  |Economic Years attention (74d - Not | [TOZINAMERAN] (S -
Professional |Area Recovered/Not Immunisation - n/a - [n/a -
Resolved - ), n/a - n/a])
Exercise tolerance
decreased (74d - Not
Recovered/Not
Resolved - ),
Fatigue (64d - Not
Recovered/Not
Resolved - ),
Feeling hot (33d -
Recovering/Resolving
=
Myalgia (64d - Not
Recovered/Not
Resolved - )
EU-EC- 26/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Hyperhidrosis (0d - COMIRNATY Not reported
10010781042 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a - [n/a -
n/a - n/a])
Syncope (0d -
Recovering/Resolving
- Other Medically
Important Condition),
Vomiting (0d -
Recovering/Resolving
EU-EC- 26/11/2021 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Eye swelling (1d - COMIRNATY Not reported
10010781043 Healthcare |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area Immunisation - n/a - [n/a -
n/a - n/a])
EU-EC- 26/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Nasopharyngitis (n/a |COMIRNATY Not reported
10010781044 Healthcare |Economic Years - Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area -) Immunisation - n/a - [n/a -
n/a - n/al)
EU-EC- 26/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Menstrual disorder COMIRNATY Not reported
10010781045 Healthcare |Economic Years (2d - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved - |Immunisation - n/a - [n/a -
) n/a - n/a))
Pyrexia (1d -
Recovered/Resolved -
EU-EC- 26/11/2021 |Spontaneous |Healthcare  |European |Not available 12-17 |Adolescent |Male No Lymphadenopathy COMIRNATY Not reported
10010781053 Professional |Economic Years (n/a- [TOZINAMERAN] (S -
Area Recovering/Resolving |COVID-19 immunisation -
- Drug withdrawn - [1d -
.3mL - Intramuscular])
EU-EC- 26/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Type 1 diabetes COMIRNATY Not reported
10010781055 Healthcare |Economic Years mellitus (5d - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not Immunisation - n/a - [n/a -
Resolved - n/a - n/al)
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Caused/Prolonged
Hospitalisation)
EU-EC- 26/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Pyrexia (n/a - COMIRNATY Not reported
10010781056 Professional |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Area - COVID-19 immunisation -
Drug withdrawn - [1d -
.3mL - Intramuscular])
EU-EC- 26/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Pyrexia (n/a - COMIRNATY Not reported
10010781060 Professional |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Area - COVID-19 immunisation -
Drug withdrawn - [1d -
.3mL - Intramuscular])
EU-EC- 26/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Pyrexia (n/a - COMIRNATY Not reported
10010781064 Professional |Economic Years Unknown - ) [TOZINAMERAN] (S -
Area COVID-19 immunisation -
Drug withdrawn - [1d -
.3mL - Intramuscular])
EU-EC- 26/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Pyrexia (n/a - COMIRNATY Not reported
10010781066 Professional |Economic Years Unknown - ) [TOZINAMERAN] (S -
Area COVID-19 immunisation -
Drug withdrawn - [1d -
.3mL - Intramuscular])
EU-EC- 26/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Pyrexia (n/a - COMIRNATY Not reported
10010781067 Professional |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Area =) COVID-19 immunisation -
Drug withdrawn - [1d -
Vomiting (1d - .3mL - Intramuscular])
Recovered/Resolved -
EU-EC- 26/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Menstrual disorder COMIRNATY Not reported
10010781070 Healthcare |Economic Years (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not Immunisation - n/a - [n/a -
Resolved - ) n/a - n/a])
EU-EC- 26/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Lymphadenopathy COMIRNATY Not reported
10010781096 Healthcare |Economic Years (6d - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not Immunisation - n/a - [n/a -
Resolved - ), n/a - n/al)
Myalgia (6d - Not
Recovered/Not
Resolved - ),
Urticaria (5d - Not
Recovered/Not
Resolved - )
EU-EC- 26/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Chest discomfort (2d |COMIRNATY Not reported
10010781125 Healthcare |Economic Years - Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area - Caused/Prolonged  |Immunisation - n/a - [n/a -
Hospitalisation) n/a - n/al)
EU-EC- 25/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Dizziness (n/a - Not  |COMIRNATY Not reported
10010756075 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19 immunisation -
nfa-[nfa-n/a-
Headache (n/a - Not |Intramuscular])
Recovered/Not
Resolved - ),
Hypotension (n/a -
Not Recovered/Not
Resolved - ),
Lymphadenopathy
(n/a - Not
Recovered/Not
Resolved - ),
Pain in extremity (n/a
- Not Recovered/Not
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - ),
Vomiting (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 25/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Headache (40d - COMIRNATY Not reported
10010756395 Professional |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Area ), COVID-19 immunisation -
n/a-[n/a-.3mL-
Nausea (40d - Intramuscular])
Recovered/Resolved -
)
Vomiting (40d -
Recovered/Resolved -
)
EU-EC- 25/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Arthralgia (n/a - Not |COMIRNATY Not reported
10010756545 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19 immunisation -
Not applicable - [n/a -
Fatigue (n/a - Not 1{DF} - n/a])
Recovered/Not
Resolved - ),
Headache (n/a - Not
Recovered/Not
Resolved - ),
Malaise (n/a - Not
Recovered/Not
Resolved - ),
Myalgia (n/a - Not
Recovered/Not
Resolved - ),
Nausea (n/a - Not
Recovered/Not
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 25/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Arthralgia (n/a - Not |COMIRNATY Not reported
10010756548 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
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Resolved - ),

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

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

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

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

EU-EC-
10010756797

25/11/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Dizziness (30min -
Recovered/Resolved -

a

Hypoaesthesia (30min
- Recovered/Resolved
=)

Paraesthesia (30min -
Recovered/Resolved -

W

Syncope (30min -
Recovered/Resolved -
Other Medically
Important Condition)

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

Not reported

EU-EC-
10010756803

25/11/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Cold sweat (n/a -
Unknown - ),

Pallor (n/a - Unknown
=)

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

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

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

Not reported

EU-EC-
10010756918

25/11/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Syncope (22min -
Recovered/Resolved -
Other Medically
Important Condition)

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

Not reported

EU-EC-
10010756926

25/11/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Chest discomfort (n/a

Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

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

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

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

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

Pericarditis (75h -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),

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 -
n/a])

Not reported

EU-EC-
10010756929

25/11/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Chest pain (5min -
Recovered/Resolved -
)

Dizziness (5min -
Recovered/Resolved -

'

Dyspnoea (5min -
Recovered/Resolved -

a

Headache (5min -
Recovered/Resolved -

4

Respiratory distress
(5min -
Recovered/Resolved -
Other Medically
Important Condition)

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

Not reported

EU-EC- 25/11/2021

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

Spontaneous

Healthcare

Non

Not available

12-17

Not

Female

Dizziness (n/a -

TOZINAMERAN

Not reported
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Professional

European
Economic
Area

Years

Run Line Listing Report

Specified

Unknown -
Caused/Prolonged
Hospitalisation),

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

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

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

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

EU-EC-
10010756952

25/11/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Chest pain (5min -
Recovered/Resolved -

)

Dizziness (5min -
Recovered/Resolved -

W

Dyspnoea (5min -
Recovered/Resolved -

)

Headache (5min -
Recovered/Resolved -

a

Respiratory distress
(5min -
Recovered/Resolved -
Other Medically
Important Condition)

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

Not reported

EU-EC-
10010756955

25/11/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

Cough (n/a -
Recovered/Resolved -

4

Drug ineffective (n/a -
Recovered/Resolved -
Other Medically

Important Condition),

Pyrexia (n/a -
Recovered/Resolved -

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

Not reported

EU-EC-
10010757156

25/11/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

Not reported

EU-EC-
10010757163

25/11/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

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

Not reported

EU-EC-
10010757245

25/11/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

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

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

Not reported

EU-EC- 25/11/2021

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

Spontaneous

Healthcare

Non

Not available

12-17

Not

Female

Dizziness (n/a -

TOZINAMERAN

Not reported
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Professional

European
Economic
Area

Years

Run Line Listing Report

Specified

Unknown - ),

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

Nausea (n/a -
Unknown - )

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

EU-EC-
10010757418

25/11/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

Not reported

EU-EC-
10010757421

25/11/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Dizziness (n/a -
Recovered/Resolved -

)

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

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

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

Not reported

EU-EC-
10010757608

25/11/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Concomitant disease
aggravated (n/a - Not
Recovered/Not
Resolved - ),

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

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

[IBUPROFEN] (C -
Dysmenorrhoea - n/a - [n,
n/a - n/al),

[VITAMINS NOS] (C - n/a
nfa-)

EU-EC-
10010757621

25/11/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

Not reported

EU-EC-
10010758114

25/11/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Asthenia (n/a -
Unknown - ),

Disseminated Bacillus
Calmette-Guerin
infection (n/a -
Unknown - Other
Medically Important
Condition),

Dizziness (n/a -
Unknown - ),

Headache (n/a -
Unknown - ),

Nausea (n/a -
Unknown - )

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

Not reported

EU-EC-
10010758858

25/11/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Fatigue (n/a -
Recovering/Resolving

i

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

Malaise (n/a -
Recovering/Resolving
=)

Nausea (n/a -
Recovering/Resolving

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

Not reported

EU-EC-
10010758982

25/11/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

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

Not reported

EU-EC-
10010759418

25/11/2021

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

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

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

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

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

Vomiting (n/a -

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

Not reported
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Recovering/Resolving
- Caused/Prolonged
Hospitalisation)

EU-EC-
10010759448

25/11/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

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

Product use issue
(n/a - Unknown - )

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

[A/HONG KONG/4801/201
(H3N2)-LIKE STRAIN
(A/HONG KONG/4801/201
X-263B),
B/BRISBANE/60/2008-LIK
STRAIN
(B/BRISBANE/60/2008, W
TYPE), A/CALIFORNIA/7/z
(H1N1)PDMO09-DERIVED
STRAIN USED (NYMC X-1i
A/HONG KONG/4801/201+
(H3N2)-LIKE STRAIN
(A/HONG KONG/4801/201
X-263B),
B/BRISBANE/60/2008-LIK
STRAIN
(B/BRISBANE/60/2008, W
TYPE), A/MICHIGAN/45/2
(HIN1)PDMO9-LIKE STRA
(A/SINGAPORE/GP1908/2
IVR-180), INFLUENZA
VACCINE] (C - Immunisat
n/a - [1d - n/a - n/a])

EU-EC-
10010759449

25/11/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

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

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

[LEVOTHYROXINE,
LEVOTHYROXINE SODIUM
(C - Hypothyroidism - n/a
[n/a - n/a - n/a])

EU-EC-
10010759457

25/11/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

Thrombocytopenic
purpura (n/a -
Recovering/Resolving
- Life Threatening)

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

Not reported

EU-EC-
10010759470

25/11/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

Not reported

EU-EC-
10010759476

25/11/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Gaze palsy (23235min
- Recovered/Resolved
- Other Medically

Important Condition),

Headache (19d -
Recovered/Resolved -

W

Loss of consciousness
(23235min -
Recovered/Resolved -
Other Medically
Important Condition),

Pyrexia (2d -
Recovered/Resolved -

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

Not reported

EU-EC-
10010759496

25/11/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

[INFLUENZA VIRUS] (C -
Immunisation - n/a - [1d -
n/a - n/a])

EU-EC-
10010759507

25/11/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

Not reported

EU-EC-
10010759510

25/11/2021

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

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

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

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

Generalised tonic-
clonic seizure (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation, Other

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

Not reported
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Medically Important
Condition),

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

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

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

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

Vision blurred (n/a -

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

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

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

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

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

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

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

Musculoskeletal pain
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

Myalgia (n/a -
Unknown - Other
Medically Important
Condition),

Intramuscular])

Recovered/Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 25/11/2021 |Spontaneous |Non Non Not available 12-17 |Not Female [No Heavy menstrual COMIRNATY Not reported
10010759525 Healthcare |European Years |Specified bleeding (n/a - Not [TOZINAMERAN] (S -
Professional |Economic Recovered/Not COVID-19 immunisation -
Area Resolved - Other Not applicable - [1d - n/a -
Medically Important  |n/a])
Condition)
EU-EC- 25/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest pain (n/a - Not |COMIRNATY Not reported
10010759548 Professional |European Years |Specified Recovered/Not [TOZINAMERAN] (S -
Economic Resolved - ), COVID-19 immunisation -
Area Not applicable - [n/a - n/a -
Myocarditis (n/a - Not |n/a])
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 25/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Drug eruption (n/a - |COMIRNATY Not reported
10010759572 Professional |European Years |Specified Unknown - ), [TOZINAMERAN] (S -
Economic COVID-19 immunisation -
Area Erythema multiforme |Not applicable - [1d - n/a -
(n/a - Unknown - n/a])
Other Medically
Important Condition),
Rash (n/a - Unknown
-)
EU-EC- 25/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Chest pain (n/a - Not |COMIRNATY Not reported
10010759578 Professional |European Years |Specified Recovered/Not [TOZINAMERAN] (S -
Economic Resolved - ), COVID-19 immunisation -
Area Not applicable - [n/a - n/a -
Myocarditis (n/a - Not |n/a])
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 25/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Myocarditis (n/a - COMIRNATY Not reported
10010759608 Professional |European Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Economic - Other Medically COVID-19 immunisation -
Area Important Condition), |Not applicable - [n/a - n/a -
n/a])
Troponin increased
(n/a-
Recovering/Resolving
-)
EU-EC- 25/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Abdominal pain (n/a - | TOZINAMERAN Not reported
10010759700 Professional |European Years |Specified Unknown - Other [TOZINAMERAN] (S -
Economic Medically Important  |COVID-19 immunisation -
Area Condition), Not applicable - [1d - n/a -
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Nodule (n/a -
Unknown - Other
Medically Important
Condition),
Oedema (n/a -
Unknown - Other
Medically Important
Condition),
Pain (n/a - Unknown -
Other Medically
Important Condition),
Pruritus (n/a -
Unknown - Other
Medically Important
Condition),
Sensitive skin (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 25/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Maternal exposure TOZINAMERAN Not reported
10010759704 Professional |European Years |Specified during pregnancy [TOZINAMERAN] (S -
Economic (n/a - Unknown - ), |COVID-19 immunisation -
Area Not applicable - [1d - n/a -
Syncope (n/a - Intramuscular])
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 25/11/2021 | Spontaneous |Healthcare  |Non Not available 12-17 |Not Female |No Headache (n/a - TOZINAMERAN Not reported
10010759736 Professional |European Years |Specified Unknown - ), [TOZINAMERAN] (S -
Economic COVID-19 immunisation -
Area Hypertension (n/a -  |Not applicable - [1d - n/a -
Unknown - Other Intramuscular])
Medically Important
Condition),
Nausea (n/a -
Unknown - )
EU-EC- 25/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Musculoskeletal COMIRNATY [METHYLPHENIDATE
10010759790 Healthcare |Economic Years |Specified stiffness (n/a - Not [TOZINAMERAN] (S - HYDROCHLORIDE] (C - ny
Professional |Area Recovered/Not COVID-19 immunisation -  [n/a - [n/a - 36mg - n/a])
Resolved - ), Not applicable - [n/a - n/a -
n/a])
Myalgia (n/a - Not
Recovered/Not
Resolved - ),
Pain in extremity (n/a
- Not Recovered/Not
Resolved - )
EU-EC- 25/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Malaise (n/a - Not COMIRNATY Not reported
10010759804 Healthcare |Economic Years Recovered/Not CONCENTRATE FOR
Professional |Area Resolved - ), DISPERSION FOR
INJECTION COVID-19
Nausea (n/a - Not MRNA VACCINE
Recovered/Not (NUCLEOSIDE MODIFIED)
Resolved - ), [TOZINAMERAN] (S -
COVID-19 immunisation -
Retching (n/a - Unknown - [n/a - n/a -
Unknown - ), n/al)
Syncope (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 25/11/2021 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Syncope (n/a - COMIRNATY Not reported
10010759988 Professional |European Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Economic Other Medically COVID-19 immunisation -
Area Important Condition) |Not applicable - [1d - n/a -
Intramuscular])
EU-EC- 25/11/2021 |Spontaneous |Non Non Not available 12-17 |Not Female |No Dizziness (n/a - COMIRNATY Not reported
10010759991 Healthcare |European Years |Specified Unknown - Other [TOZINAMERAN] (S -
Professional |Economic Medically Important  |COVID-19 immunisation -
Area Condition), Not applicable - [n/a - n/a -
n/al)
Epistaxis (n/a -
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 25/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Cold sweat (n/a - COMIRNATY Not reported
10010759994 Professional |European Years |Specified Unknown - ), [TOZINAMERAN] (S -
Economic COVID-19 immunisation -
Area Loss of consciousness |Not applicable - [1d - n/a -
(n/a - Unknown - n/al)
Other Medically
Important Condition),
Pallor (n/a - Unknown
=)
Syncope (1d -
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 25/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Herpes ophthalmic COMIRNATY Not reported
10010760053 Healthcare |Economic Years (n/a- [TOZINAMERAN] (S - n/a -
Professional |Area Recovering/Resolving |n/a - [n/a - 1{DF} - n/a])
- Other Medically
Important Condition)
EU-EC- 25/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Child Male No Facial paresis (n/a - |COMIRNATY Not reported
10010760056 Professional |Economic Years Not Recovered/Not [TOZINAMERAN] (S -
Area Resolved - Immunisation - n/a - [n/a -
Caused/Prolonged n/a - Intramuscular])
Hospitalisation)
EU-EC- 25/11/2021 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Chills (n/a - Unknown | TOZINAMERAN Not reported
10010760155 Professional |European Years |Specified - [TOZINAMERAN] (S -
Economic COVID-19 immunisation -
Area Dizziness (n/a - Not applicable - [1d - n/a -
Unknown - ), Intramuscular])
Headache (n/a -
Unknown - ),
Hypertensive crisis
(n/a - Unknown -
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Other Medically
Important Condition)

EU-EC-
10010760211

25/11/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Abdominal pain (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Abnormal faeces (n/a
- Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Chest pain (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Dehydration (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Diarrhoea (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Hyperglycaemia (n/a
- Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Nausea (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Pain (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Sensitive skin (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Vomiting (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)

TOZINAMERAN
[TOZINAMERAN] (S -
COVID-19 immunisation -
Not applicable - [1d - n/a -
Intramuscular])

Not reported

EU-EC-
10010760749

25/11/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

COVID-19 (n/a -
Unknown - Other
Medically Important
Condition),

Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)

COMIRNATY
[TOZINAMERAN] (S - n/a -
nfa-[n/fa-n/a-
Intramuscular])

Not reported

EU-EC-
10010760758

25/11/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

COVID-19 (n/a -
Unknown - Other
Medically Important
Condition),

Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)

COMIRNATY
[TOZINAMERAN] (S - n/a -
n/fa-[nfa-n/a-
Intramuscular])

Not reported

EU-EC-
10010761107

25/11/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Cluster headache (n/a
- Not Recovered/Not
Resolved - Other
Medically Important
Condition)

COMIRNATY
[TOZINAMERAN] (S -
COVID-19 immunisation -
Not applicable - [1d - n/a -
n/al)

Not reported

EU-EC-
10010761186

25/11/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Child

Male

No

Pain in extremity
(1wk -
Recovered/Resolved -

W

Pyrexia (1wk -
Recovered/Resolved -

)

COMIRNATY
[TOZINAMERAN] (S - n/a -
n/a - [n/a - 1{DF} - n/a])

Not reported

EU-EC-
10010761253

25/11/2021

Spontaneous

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 - [n/a - n/a -
n/al)

Not reported

EU-EC-
10010761273

25/11/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Syncope (n/a -
Recovered/Resolved -
Other Medically
Important Condition)

COMIRNATY
[TOZINAMERAN] (S -
COVID-19 immunisation -
Not applicable - [1d - n/a -
Intramuscular])

Not reported

EU-EC-
10010761332

25/11/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Medulloblastoma (n/a
- Unknown -
Caused/Prolonged
Hospitalisation),

Nausea (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),

Overdose (n/a -
Unknown - ),

Pallor (n/a - Unknown
- Caused/Prolonged
Hospitalisation),

Vaccination error (n/a
- Unknown - )

TOZINAMERAN
[TOZINAMERAN] (S -
COVID-19 immunisation -
Not applicable - [1d - n/a -
Intramuscular])

Not reported

EU-EC-
10010761337

25/11/2021

https://dap.ema.europa.eu/analytics/saw.dll?Go

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Asthenia (n/a -
Unknown - ),

Bronchospasm (n/a -
Unknown - ),

Cough (n/a -

TOZINAMERAN
[TOZINAMERAN] (S -
COVID-19 immunisation -
Not applicable - [1d - n/a -
Intramuscular])

Not reported
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Unknown - ),

Dyspnoea (n/a -
Unknown - ),

Fatigue (n/a -
Unknown - ),

Pruritus (n/a -
Unknown - ),

Rash (n/a - Unknown

i

Respiratory distress
(n/a - Unknown -
Other Medically
Important Condition),

Respiratory tract
oedema (n/a -
Unknown - Other
Medically Important

Hospitalisation),

Myocarditis (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)

Condition)
EU-EC- 25/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Hypoaesthesia (4d - |COMIRNATY Not reported
10010761555 Professional |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S -
Area Life Threatening, Immunisation - n/a - [n/a -
Caused/Prolonged n/a - Intramuscular])
Hospitalisation)
EU-EC- 25/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Arthralgia (n/a - Not |COMIRNATY Not reported
10010761682 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S - n/a -
Professional |Area Resolved - ), n/a - [n/a-n/a-n/al)
Fatigue (n/a - Not
Recovered/Not
Resolved - ),
Headache (n/a - Not
Recovered/Not
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 25/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Chest pain (n/a - COMIRNATY Not reported
10010761846 Professional |Economic Years |Specified Recovering/Resolving |[TOZINAMERAN] (S - n/a -
Area - Caused/Prolonged |n/a - [n/a - n/a - n/a])
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