30.11.2022 16.10

Line Listing Report

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

Run Line Listing Report

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

Primary
EV Primary Source Patient Patient Parent Reaction List PT Suspect/interacting Drug List |Concomitant/Not
EU Local Gateway Report Type |Source Country Literature Reference Age Age Group | Patient Child (Duration — Outcome |(Drug Char - Indication PT - |Drug List (Drug C
Number Receipt port Tvyp e |for g (asper  |Sex 'C |- Seriousness Action taken - [Duration - Indication PT - Ac
Qualification Group Report | =" - :
Date Regulatory reporter) Criteria) Dose - Route]) [Duration - Dose -
Purposes
EU-EC- 12/05/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Anaphylactic reaction |COMIRNATY [TOZINAMERAN] |Not reported
10012451874 Professional |European Years |Specified (n/a - Unknown - (S - COVID-19 immunisation -
Economic Other Medically Not applicable - [n/a - n/a -
Area Important Condition) |n/a])
EU-EC- 12/05/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Pyrexia (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10012452150 Professional |Economic Years Recovering/Resolving | (S - COVID-19 immunisation -
Area - Not applicable - [1d - 1{DF} -
Unknown])
EU-EC- 12/05/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Diarrhoea (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10012452160 Professional |Economic Years Unknown - ), (S - COVID-19 immunisation -
Area Not applicable - [1d - 1{DF} -
Headache (n/a - Unknown])
Unknown -),
Malaise (n/a -
Unknown - ),
Oropharyngeal pain
(n/a - Unknown - ),
Pyrexia (n/a -
Unknown - )
EU-EC- 12/05/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Amenorrhoea (n/a - |COMIRNATY [TOZINAMERAN] |Not reported
10012452569 Healthcare |Economic Years Not Recovered/Not  |(S-n/a-n/a-[n/a-n/a-
Professional |Area Resolved - Other n/al)
Medically Important
Condition)
EU-EC- 11/05/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Hyperpyrexia (1d - |COMIRNATY [TOZINAMERAN] |Not reported
10012431623 Professional |Economic Years |Specified Recovered/Resolved |(S - COVID-19 immunisation -
Area - Other Medically Not applicable - [n/a - 1{DF}
Important - Intramuscular])
Condition),
Muscle spasms (1d -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 11/05/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Dyspnoea (n/a - Not |COMIRNATY [TOZINAMERAN] |Not reported
10012431625 Healthcare |Economic Years | Specified Recovered/Not (S - COVID-19 immunisation -
Professional |Area Resolved - ), n/a - [n/a - 1{DF} -
Intramuscular])
Nausea (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 11/05/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Pain (n/a - Unknown |COMIRNATY [TOZINAMERAN] |Not reported
10012431667 Professional | Economic Years |Specified - (S - COVID-19 immunisation -
Area n/a - [n/a - 1{DF} -
Intramuscular])
EU-EC- 11/05/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Headache (1d - COMIRNATY [TOZINAMERAN] |Not reported
10012431699 Professional |Economic Years |Specified Recovered/Resolved |(S - COVID-19 immunisation -
Area =) n/a-[n/a - 1{DF} -
Intramuscular])
Lymphadenopathy
(1d-
Recovered/Resolved
=)
Pyrexia (1d -
Recovered/Resolved
EU-EC- 11/05/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Headache (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10012431745 Professional |Economic Years |Specified Recovered/Resolved |(S - COVID-19 immunisation -
Area =) n/a - [n/a - 1{DF} -
Intramuscular])
Vaccination site pain
(n/a-
Recovered/Resolved
EU-EC- 11/05/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Vaccination site pain |COMIRNATY [TOZINAMERAN] |Not reported
10012431755 Professional |Economic Years |Specified (n/a- (S - COVID-19 immunisation -
Area Recovered/Resolved |n/a - [n/a - 1{DF} -
- Intramuscular])
EU-EC- 11/05/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Lymphadenopathy | COMIRNATY [TOZINAMERAN] |Not reported
10012431763 Professional | Economic Years |Specified (n/a- (S - COVID-19 immunisation -
Area Recovered/Resolved |n/a - [n/a - 1{DF} -
-), Intramuscular])
Pyrexia (n/a -
Recovered/Resolved
EU-EC- 11/05/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Arthralgia (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10012431768 Professional | Economic Years | Specified Recovered/Resolved |(S - COVID-19 immunisation -
Area -) n/a - [n/a - 1{DF} -
Intramuscular])
EU-EC- 11/05/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Vaccination site pain |COMIRNATY [TOZINAMERAN] |Not reported
10012431772 Professional |Economic Years |Specified (n/a- (S - COVID-19 immunisation -
Area Recovered/Resolved |n/a - [n/a - 1{DF} -
- Intramuscular])
EU-EC- 11/05/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Amenorrhoea (n/a - |COMIRNATY [TOZINAMERAN] |Not reported
10012431984 Healthcare |Economic Years |Specified Not Recovered/Not  |(S - COVID-19 immunisation -
Professional |Area Resolved - ), Not applicable - [n/a - 1{DF}
-n/a])
Heavy menstrual
bleeding (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 11/05/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Abdominal pain (n/a |COMIRNATY [TOZINAMERAN] |Not reported
10012432802 Professional |European Years |Specified - (S - COVID-19 immunisation -
Economic Recovered/Resolved |Not applicable - [1d - n/a -
Area - Caused/Prolonged  |Intramuscular])
Hospitalisation),
Headache (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
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Pyrexia (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

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

EU-EC-
10012432839

11/05/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

Vaccination site pain
(2d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10012433178

11/05/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

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

[COVID-19 VACCINE] (S - n/a
- Unknown - [n/a - n/a - n/al)

Not reported

EU-EC-
10012433179

11/05/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Dysuria (24d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Disabling),

Muscular weakness
(24d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Disabling),

Pyrexia (24d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Disabling)

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

Not reported

EU-EC-
10012433248

11/05/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

Not reported

EU-EC-
10012433896

11/05/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Labour pain (1d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Maternal exposure
during pregnancy
(n/a - Unknown - )

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

Not reported

EU-EC-
10012434322

11/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Connective tissue
disorder (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Post-acute COVID-19
syndrome (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10012434545

11/05/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

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

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

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

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

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

[FERROUS SULFA
Blood iron decrea
[n/a - n/a - n/a])

EU-EC-
10012434786

11/05/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

Not reported

EU-EC-
10012434821

11/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

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

Not available

12-17
Years

Adolescent

Female

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

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

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

Not reported
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Hospitalisation),

Visual impairment
(n/a-
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)

EU-EC-
10012434825

11/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

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

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

Not reported

EU-EC-
10012435226

11/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

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

Not reported

EU-EC-
10012435576

11/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Heavy menstrual
bleeding (3wk -
Recovered/Resolved
-)

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

Not reported

EU-EC-
10012436115

11/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

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

Not reported

EU-EC-
10012436699

11/05/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Febrile convulsion
(49h -
Recovered/Resolved
- Other Medically
Important
Condition),

Pyrexia (118h -
Recovered/Resolved

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

Not reported

EU-EC-
10012436721

11/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

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

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

Visual field defect
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10012437044

11/05/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Cough (9d -
Recovered/Resolved

»

Headache (10d -
Recovered/Resolved

i

Malaise (9d -
Recovered/Resolved

»

Myocarditis (180h -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Pyrexia (10d -
Recovered/Resolved

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

[FEXOFENADINE,
FEXOFENADINE
HYDROCHLORIDE
Rhinitis allergic - |
n/a - Oral]),

[MONTELUKAST,

MONTELUKAST St
Asthma prophylax
[n/a - n/a - Oral])

EU-EC-
10012437207

11/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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

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

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

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

Not reported

EU-EC-
10012437419

11/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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

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

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

Not reported

EU-EC-
10012438207

11/05/2022

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

Spontaneous

Non
Healthcare

Non
European

Not available

12-17
Years

Not
Specified

Female

Hyperhidrosis (n/a -
Unknown - Disabling,

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

[FERROUS SULFA
Blood iron decrea
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Other Medically
Important
Condition),

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

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

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

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

[n/a - 200mg - n/

EU-EC-
10012438562

11/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
n/a - [n/a - 2{DF} - n/a])

Not reported

EU-EC-
10012438568

11/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

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

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
n/a - [n/a - 2{DF} - n/a])

Not reported

EU-EC-
10012438691

11/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Fatigue (2d -
Unknown - ),

Myalgia (2d -
Unknown -),

Nausea (2d -
Unknown - )

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

Not reported

EU-EC-
10012438728

11/05/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

COVID-19 (8d -
Recovered/Resolved
- Other Medically
Important
Condition),

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

Dysmenorrhoea (n/a

Recovering/Resolving

r

Heavy menstrual
bleeding (n/a -
Recovering/Resolving

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

Not reported

EU-EC-
10012438876

11/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

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

Not reported

EU-EC-
10012439053

11/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

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

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

Not reported

EU-EC-
10012439073

11/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Child

Female

No

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

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

Not reported

EU-EC-
10012439298

11/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

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

[ETHINYLESTRAC
LEVONORGESTRE
(C-nfa-n/a-[n
n/aJ)

EU-EC-
10012439319

11/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Intermenstrual
bleeding (n/a -
Recovered/Resolved

-)

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

Not reported

EU-EC-
10012439518

11/05/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Toyomura, D.. A case where
myocarditis and coronary spastic
angina developed after COVID-19
vaccination. The 5th Annual Meeting of
the Japanese Society of Pediatric
Cardiac Magnetic Res. 2022;5th

12-17
Years

Not
Specified

Male

No

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

Prinzmetal angina
(n/a - Unknown -
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-
10012439542

11/05/2022

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

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Chills (n/a -
Recovering/Resolving

i

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

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

Headache (n/a -
Recovering/Resolving

7

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

Myalgia (n/a -
Recovering/Resolving

=)

Nausea (n/a -
Recovering/Resolving

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

EU-EC-
10012439559

11/05/2022

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

Spontaneous

Healthcare
Professional

European
Economic

Area

Not available

12-17
Years

Not
Specified

Female

Abdominal pain (1wk

Recovered/Resolved

=)

Abdominal pain
upper (4wk -
Recovered/Resolved
- Other Medically
Important
Condition),

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

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

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

Chest pain (2wk -
Recovered/Resolved
- Other Medically
Important
Condition),

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

Confusional state (1h

Recovered/Resolved

=)

Decreased appetite
(1wk -
Recovered/Resolved
=)

Diarrhoea (1wk -
Recovered/Resolved
=)

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

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

Dyspnoea exertional
(4wk -
Recovered/Resolved
- Other Medically
Important
Condition),

Fatigue (4wk -
Recovered/Resolved
- Other Medically
Important
Condition),

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

Feeling abnormal
(4wk -
Recovered/Resolved
- Other Medically
Important
Condition),

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

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

[EPINEPHRINE] (!

4

[SALBUTAMOL SL
n/a-nfa-),

[SALBUTAMOL, S
SULFATE] (C - n/e
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Run Line Listing Report

Important
Condition),

Hyperventilation
(4wk -
Recovered/Resolved
- Other Medically
Important
Condition),

Iron binding capacity
total increased (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),

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

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

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

Monocyte count
increased (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),

Muscular weakness
(ih-
Recovered/Resolved
- Other Medically
Important
Condition),

Nausea (4wk -
Recovered/Resolved
=)

Neutrophil count
increased (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),

Oropharyngeal pain
(wk -
Recovered/Resolved

»

Palpitations (4wk -
Recovered/Resolved
- Other Medically
Important
Condition),

Parosmia (2wk -
Recovered/Resolved

7

Platelet count
increased (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),

Rash (1wk -
Recovered/Resolved
=)

Respiratory rate
increased (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),

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

Taste disorder (2wk -
Recovered/Resolved
=)

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

Temperature
intolerance (4wk -
Recovered/Resolved

)
Throat tightness (n/a

Recovered/Resolved
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Run Line Listing Report

- Other Medically
Important
Condition),

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

Vision blurred (1h -
Recovered/Resolved
- Other Medically
Important
Condition),

White blood cell
count increased (n/a
Recovered/Resolved
- Other Medically
Important Condition)

EU-EC-
10012439995

11/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

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

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

Not reported

EU-EC-
10012440070

11/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

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

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

Not reported

EU-EC-
10012441244

11/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

Yes

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

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

Not reported

EU-EC-
10012421039

10/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Pain (1d -
Recovered/Resolved

»

Pyrexia (1d -
Recovered/Resolved
-)

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

Not reported

EU-EC-
10012421075

10/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Pyrexia (n/a -
Recovered/Resolved

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

Not reported

EU-EC-
10012421083

10/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Pyrexia (n/a -
Recovered/Resolved

7

Vaccination site pain
(n/a-
Recovered/Resolved

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

Not reported

EU-EC-
10012421085

10/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Pyrexia (n/a -
Unknown - )

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

Not reported

EU-EC-
10012421955

10/05/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Histiocytic
necrotising
lymphadenitis (272h

Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Hyperthermia (10d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Kawasaki's disease
(128h -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Pyrexia (272h -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Yersinia infection
(272h -
Recovered/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-
10012422279

10/05/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Yes

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

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

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

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

Not reported

EU-EC-

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

10/05/2022

Spontaneous

Healthcare

Non

Not available

12-17

Female

Natural killer cell

COMIRNATY [TOZINAMERAN]

Not reported
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Professional

European
Economic
Area

Run Line Listing Report

Years

Specified

count decreased (n/a

Recovered/Resolved

=)

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

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

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

EU-EC-
10012422652

10/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

- Intramuscular])

Not reported

EU-EC-
10012422706

10/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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

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

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

Not reported

EU-EC-
10012422760

10/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

Not reported

EU-EC-
10012422902

10/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

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

Exercise tolerance
decreased (n/a - Not
Recovered/Not
Resolved -
Disabling),

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

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

Muscle fatigue (n/a -
Not Recovered/Not
Resolved -
Disabling),

Muscular weakness
(n/a - Not
Recovered/Not
Resolved -
Disabling),

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

Pharyngeal oedema
(n/a - Not
Recovered/Not
Resolved -
Disabling),

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

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

Not reported

EU-EC-
10012423488

10/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Myocarditis (8d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10012423617

10/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Night sweats (n/a -
Unknown -)

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

Not reported

EU-EC-
10012423804

10/05/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Abdel-Qader, D.. IgA nephropathy in a
pediatric patient after receiving the first
dose of Pfizer-BioNTech COVID-19
vaccine.. Vaccine. 2022;40(18):2528-
2530.
doi:10.1016/j.vaccine.2022.03.003

12-17
Years

Not
Specified

Male

No

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

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

Not reported

EU-EC-
10012423901

10/05/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

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

Not available

12-17
Years

Not
Specified

Male

No

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

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

RISPERIDONE

[RISPERIDONE] (
deficit hyperactivi
n/a-[n/fa-n/a-

[AMIODARONE,
AMIODARONE
HYDROCHLORIDE
Ventricular arrhyt!
[n/a - n/a - Oral])
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Blood creatine
phosphokinase MB
increased (n/a -
Unknown - Life
Threatening),

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

Brain natriuretic

peptide increased
(n/a - Unknown -
Life Threatening),

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

Cardiac dysfunction
(n/a - Not
Recovered/Not
Resolved - Life
Threatening,
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

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

Diastolic dysfunction
(n/a - Unknown - ),

Disease recurrence
(n/a-
Recovered/Resolved
With Sequelae - Life
Threatening,
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Dyspnoea (n/a -
Unknown - ),

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

Ejection fraction
decreased (n/a -
Unknown - ),

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

Electrocardiogram
low voltage (n/a -
Unknown - ),

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

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

Hyperhidrosis (n/a -
Unknown - ),

Hypotension (n/a -
Unknown - Life
Threatening),

Hypoxic-ischaemic
encephalopathy (n/a
- Not Recovered/Not
Resolved - Life
Threatening,
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Interstitial lung
disease (n/a - Not
Recovered/Not
Resolved - Life
Threatening,
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Joint ankylosis (n/a -
Unknown - Life
Threatening, Other

[ATOMOXETINE,
ATOMOXETINE
HYDROCHLORIDE
Attention deficit h
disorder - n/a - [r
Oral]),

[CARVEDILOL] (C
failure - n/a - [n/e
Oral]),

[ENALAPRIL, ENA
MALEATE] (C - Ce
-n/a-[n/a-n/a

[FUROSEMIDE] (¢
failure - n/a - [n/z
Oral]),

[MICRONISED
SPIRONOLACTON
POTASSIUM CANF
SPIRONOLACTON
SPIRONOLACTON
Cardiac failure - n
n/a - Oral]),

[RAMELTEON] (C
deficit hyperactivi
n/a-[n/a-n/a-

[SODIUM VALPRC
VALPROIC ACID]
Attention deficit h
disorder - n/a - [r
Oral]),

[SODIUM VALPRC
Attention deficit h
disorder - nfa - [r
Oral]),

[SPIRONOLACTO!

Cardiac failure - n
n/a - Oral])
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Medically Important
Condition),

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

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

Partial seizures (n/a -
Not Recovered/Not
Resolved - Life
Threatening,
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

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

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

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

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

Systolic dysfunction
(n/a - Unknown - ),

Troponin T increased
(n/a - Unknown -
Life Threatening),

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

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

Condition)
EU-EC- 10/05/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Chills (2d - COMIRNATY [TOZINAMERAN] |Not reported
10012423968 Healthcare |Economic Years |Specified Recovered/Resolved |(S - COVID-19 immunisation -
Professional |Area =), Not applicable - [n/a - n/a -
n/a
Dysstasia (2d -
Recovered/Resolved
=)
Malaise (2d -
Recovered/Resolved
=)
Nausea (2d -
Recovered/Resolved
=)
Pyrexia (2d -
Recovered/Resolved
EU-EC- 10/05/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Injection site COMIRNATY [TOZINAMERAN] |Not reported
10012424238 Healthcare |Economic Years |Specified reaction (n/a - (S - COVID-19 immunisation -
Professional |Area Unknown - ), Not applicable - [n/a - n/a -
n/aj)
Pain in extremity
(n/a - Unknown - ),
Pyrexia (n/a -
Unknown - )
EU-EC- 10/05/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Myocarditis (3d - Not | COMIRNATY [TOZINAMERAN] |COMIRNATY [TOz
10012424330 Healthcare |Economic Years Recovered/Not (S-n/fa-nfa-[n/a-2{DF}- |(C-nfa-n/a-[n
Professional |Area Resolved - n/al) n/al)
Caused/Prolonged
Hospitalisation)
EU-EC- 10/05/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Weight bearing COMIRNATY [TOZINAMERAN] |Not reported
10012424346 Healthcare |Economic Years difficulty (n/a - (S - Immunisation - n/a - [n/a
Professional |Area Unknown - ) - 2{DF} - n/a])
EU-EC- 10/05/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10012424533 Professional |Economic Years Unknown - Other (S-nfa-n/a-[nfa-n/a-
Area Medically Important |Intramuscular])
Condition),
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 10/05/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10012424536 Professional |Economic Years Unknown - Other (S-nfa-nf/a-[nfa-n/a-
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Run Line Listing Report

Medically Important
Condition),

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

Intramuscular])

EU-EC-
10012424621

10/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

Malaise (n/a -
Unknown - ),

Menstrual disorder
(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])

ANTICONCEPTIEF
AVAILABLE] (C - 1
[n/a - n/a - n/a])

EU-EC-
10012424731

10/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Breast pain (n/a -
Recovering/Resolving

r

Pigmentation
disorder (n/a -
Recovering/Resolving

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

- Intramuscular])

Not reported

EU-EC-
10012425143

10/05/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Not
Specified

No

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

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

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

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

Not reported

EU-EC-
10012425144

10/05/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Cold sweat (n/a -
Recovered/Resolved
=)

Disorientation (n/a -
Recovered/Resolved
=)

Nausea (n/a -
Recovered/Resolved

=)

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

Tachycardia (n/a -
Recovered/Resolved

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

Not reported

EU-EC-
10012425215

10/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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

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

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

Not reported

EU-EC-
10012425217

10/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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

Thrombosis (n/a -
Not Recovered/Not
Resolved - Life
Threatening)

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

Not reported

EU-EC-
10012425341

10/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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

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

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

Menarche (4d -
Recovered/Resolved

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

[METHYLPHENID;/
-n/a-[n/fa-n/a

EU-EC-
10012426474

10/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Fatigue (7d -
Recovered/Resolved

»

Headache (8d -
Recovered/Resolved
=)

Malaise (6d -
Recovered/Resolved

=)

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

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

Not reported

EU-EC-
10012426525

10/05/2022

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

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Chills (n/a -
Recovering/Resolving

i

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

[LEVOTHYROXINE
(C-nfa-nfa-[n
n/al)
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Epistaxis (n/a -
Recovering/Resolving
=)

Headache (n/a -
Recovering/Resolving

7

Malaise (n/a -
Recovering/Resolving

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

EU-EC-
10012426530

10/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

- n/al)

Not reported

EU-EC-
10012426880

10/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

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

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

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

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

Not reported

EU-EC-
10012426950

10/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Dizziness (9d -
Recovered/Resolved

)

Fatigue (9d -
Recovered/Resolved

)
Lymphadenopathy
9d -

Recovered/Resolved

»

Night sweats (9d -
Recovered/Resolved

7

Pyrexia (9d -
Recovered/Resolved

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
n/a - [n/a - 3{DF} - n/a])

Not reported

EU-EC-
10012426979

10/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

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

Not reported

EU-EC-
10012426983

10/05/2022

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

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Disturbance in
attention (n/a -
Unknown - ),

Erythema (n/a -
Unknown - ),

Fatigue (n/a -
Unknown -),

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

Headache (n/a -
Unknown - ),

Hyperhidrosis (n/a -
Unknown - ),

Hypoaesthesia (n/a -
Recovered/Resolved

=)

Hypokinesia (n/a -
Unknown - ),

Muscular weakness
(n/a - Unknown - ),

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

Myalgia (n/a -
Unknown - ),

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

Paraesthesia (n/a -
Recovered/Resolved

»

Performance status
decreased (n/a -
Unknown - ),

Peroneal nerve injury
(n/a - Unknown - ),

Post-acute COVID-19
syndrome (n/a -
Unknown - ),

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

Not reported
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Pyrexia (n/a -
Unknown - ),
Somatic symptom
disorder (n/a -
Unknown - ),

Tremor (n/a -

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

Condition),

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

Electrocardiogram
abnormal (n/a - Not
Recovered/Not
Resolved - ),

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

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

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

Product use issue
(n/a - Unknown - )

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

Unknown -),
Vertigo (n/a -
Unknown - )
EU-EC- 10/05/2022 |Spontaneous |Non Non Not available 12-17 |Not Not No Crohn's disease (n/fa |COMIRNATY [TOZINAMERAN] |Not reported
10012427679 Healthcare |European Years |Specified |Specified - Not Recovered/Not |(S - COVID-19 immunisation -
Professional |Economic Resolved - Other Not applicable - [n/a - n/a -
Area Medically Important |n/a])
Condition)
EU-EC- 10/05/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Immune COMIRNATY [TOZINAMERAN] |Not reported
10012427843 Professional | Economic Years thrombocytopenia (S - COVID-19 immunisation -
Area (n/a- Not applicable - [n/a - 2{DF}
Recovering/Resolving |- Intramuscular])
- Caused/Prolonged
Hospitalisation)
EU-EC- 10/05/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Administration site | COMIRNATY [TOZINAMERAN] |Not reported
10012428228 Professional |Economic Years oedema (n/a - Not  [(S - COVID-19 immunisation -
Area Recovered/Not n/a-[1d - 1{DF} -
Resolved - ) Intramuscular])
EU-EC- 10/05/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Menstruation COMIRNATY [TOZINAMERAN] |Not reported
10012428424 Healthcare |Economic Years irregular (n/a - (S - COVID-19 immunisation -
Professional |Area Recovering/Resolving |Not applicable - [40d - 1{DF}
-) - Intramuscular])
EU-EC- 10/05/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Dizziness (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10012428630 Professional | Economic Years Recovering/Resolving |(S - COVID-19 immunisation -
Area =) Not applicable - [1d - 1{DF} -
Intramuscular])
Headache (n/a -
Recovering/Resolving
EU-EC- 10/05/2022 |Spontaneous |Healthcare |European |Isaak, A.. Myocarditis Following COVID- {12-17 |Not Male No Hypersensitivity TOZINAMERAN Not reported
10012428712 Professional |Economic |19 Vaccination. Radiology. 2021;301 Years |Specified myocarditis (n/a - [TOZINAMERAN] (S - COVID-
Area (1):E378-E379. Recovering/Resolving |19 immunisation - Not
doi:10.1148/radiol.2021211766 - Caused/Prolonged |applicable - [n/a - n/a - n/a])
Hospitalisation,
Other Medically
Important
Condition),
Lymphadenopathy
(n/a-
Recovering/Resolving
- Caused/Prolonged
Hospitalisation,
Other Medically
Important Condition)
EU-EC- 10/05/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Male No COVID-19 (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10012428719 Professional |Economic Years |Specified Unknown - Other (S - COVID-19 immunisation -
Area Medically Important |Not applicable - [1d - n/a -
Condition), n/a])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 10/05/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Cellulitis (n/a - Not  |COMIRNATY [TOZINAMERAN] |Not reported
10012429101 Professional |European Years | Specified Recovered/Not (S - COVID-19 immunisation -
Economic Resolved - Other Not applicable - [1d - n/a -
Area Medically Important |n/al),
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TYPE 16 L1 PROTEIN -
ADSORBED - IN THE FORM
OF VIRUS-LIKE PARTICLES
PRODUCED IN YEAST CELLS
(SACCHAROMYCES
CEREVISIAE CANADE 3C-5
(STRAIN 1895)) BY RDNA,
HUMAN PAPILLOMAVIRUS
TYPE 18 L1 PROTEIN -
ADSORBED - IN THE FORM
OF VIRUS-LIKE PARTICLES
PRODUCED IN YEAST CELLS
(SACCHAROMYCES
CEREVISIAE CANADE 3C-5
(STRAIN 1895)) BY RDNA,
HUMAN PAPILLOMAVIRUS
TYPE 6 L1 PROTEIN -
ADSORBED - IN THE FORM
OF VIRUS-LIKE PARTICLES
PRODUCED IN YEAST CELLS
(SACCHAROMYCES
CEREVISIAE CANADE 3C-5
(STRAIN 1895)) BY RDNA,
AMORPHOUS ALUMINIUM
HYDROXYPHOSPHATE
SULPHATE] (S - n/a - Not
applicable - [1d - n/fa - n/a -
More in ICSR])...
EU-EC- 10/05/2022 | Spontaneous |Healthcare |Non Moosmann, J.. COVID Vaccine- 12-17 |Not Male No Chest pain (48h - TOZINAMERAN Not reported
10012429639 Professional |European |Associated Myocarditis in Adolescent Years |Specified Recovered/Resolved |[TOZINAMERAN] (S - COVID-
Economic |Siblings: Does It Run in the Family?.. - Caused/Prolonged |19 immunisation - Not
Area Vaccines. Hospitalisation, applicable - [n/a - n/a - n/a])
2022;10(4):10.3390/vaccines10040611. Other Medically
doi:10.3390/vaccines10040611 Important Condition)
EU-EC- 10/05/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Pyrexia (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10012430545 Professional | Economic Years Unknown -) (S - COVID-19 immunisation -
Area Not applicable - [1d - 1{DF} -
Unknown])
EU-EC- 10/05/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Headache (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10012430547 Professional |Economic Years Unknown - ), (S - COVID-19 immunisation -
Area Not applicable - [1d - 1{DF} -
Malaise (n/a - Unknown])
Unknown - ),
Menstrual disorder
(n/a - Unknown - )
EU-EC- 10/05/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Lymphadenopathy ~ |COMIRNATY [TOZINAMERAN] |Not reported
10012430549 Professional | Economic Years (n/a - Unknown - ), |(S - COVID-19 immunisation -
Area Not applicable - [1d - 1{DF} -
Vaccination site pain |Unknown])
(n/a - Unknown - )
EU-EC- 10/05/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Fatigue (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10012430564 Professional | Economic Years Unknown - ), (S - COVID-19 immunisation -
Area Not applicable - [1d - 1{DF} -
Myalgia (n/a - Unknown])
Unknown - )
EU-EC- 10/05/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Malaise (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10012430569 Professional | Economic Years Unknown -), (S - COVID-19 immunisation -
Area Not applicable - [1d - 1{DF} -
Myalgia (n/a - Unknown])
Unknown - )
EU-EC- 10/05/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Nausea (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10012430575 Professional | Economic Years Unknown - ), (S - COVID-19 immunisation -
Area Not applicable - [1d - 1{DF} -
Pyrexia (n/a - Unknown])
Unknown - )
EU-EC- 10/05/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10012430876 Professional | Economic Years Unknown - Other (S-nfa-nfa-[n/a-n/a-
Area Medically Important | Intramuscular])
Condition),
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 10/05/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Dyspnoea (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10012430953 Professional |European Years |Specified Unknown - Life (S - COVID-19 immunisation -
Economic Threatening, Not applicable - [n/a - n/a -
Area Caused/Prolonged n/al),
Hospitalisation),
[A/HONG KONG/4801/2014
Lip swelling (n/a - (H3N2)-LIKE STRAIN
Unknown - Life (A/HONG KONG/4801/2014,
Threatening, X-263B),
Caused/Prolonged B/BRISBANE/60/2008-LIKE
Hospitalisation), STRAIN
(B/BRISBANE/60/2008, WILD
Swollen tongue (n/a |TYPE), A/CALIFORNIA/7/2009
- Unknown - Life (H1N1)PDM09-DERIVED
Threatening, STRAIN USED (NYMC X-181),
Caused/Prolonged  |A/HONG KONG/4801/2014
Hospitalisation), (H3N2)-LIKE STRAIN
(A/HONG KONG/4801/2014,
Urticaria (n/a - X-263B),
Unknown - Life B/BRISBANE/60/2008-LIKE
Threatening, STRAIN
Caused/Prolonged (B/BRISBANE/60/2008, WILD
Hospitalisation) TYPE), A/MICHIGAN/45/2015
(H1IN1)PDMO9-LIKE STRAIN
(A/SINGAPORE/GP1908/2015,
IVR-180), INFLUENZA
VACCINE] (S - Immunisation -
Unknown - [n/a - n/a - n/a])
EU-EC- 10/05/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Headache (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10012431034 Professional | Economic Years Unknown -), (S - COVID-19 immunisation -
Area Not applicable - [1d - .3mL -
Pyrexia (n/a - Intramuscular])
Unknown - ),
Vaccination site pain
(n/a - Unknown - )
EU-EC- 10/05/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Malaise (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10012431048 Professional | Economic Years Unknown - ) (S - COVID-19 immunisation -
Area Not applicable - [1d - 1{DF} -
Unknown])
EU-EC- 10/05/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Facial paralysis (n/a - |COMIRNATY [TOZINAMERAN] |Not reported
10012431494 Healthcare |Economic Years Not Recovered/Not (S - Immunisation - n/a - [n/a

14/60



30.11.2022 16.10

Professional
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Resolved - Other
Medically Important
Condition)

- n/a-n/a])

EU-EC-
10012409904

09/05/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

Not reported

EU-EC-
10012409928

09/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Chills (n/a -
Recovered/Resolved

»

Headache (n/a -
Recovered/Resolved
=)

Pain (n/a -
Recovered/Resolved

)

Pyrexia (n/a -
Recovered/Resolved

7

Vaccination site pain
(n/a-
Recovered/Resolved

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

[MINOCYCLINE
HYDROCHLORIDE
MINOCYCLINE
HYDROCHLORIDE
DIHYDRATE] (C -
[n/a - n/a - n/a])

EU-EC-
10012410021

09/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

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

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

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

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

[FLUOXETINE, FL
HYDROCHLORIDE
n/a - [n/a - 20mg

[LAMOTRIGINE] (
- [n/a-150mg -1

[LISDEXAMFETAM
DIMESYLATE] (C -
[n/a - 70mg - n/a

EU-EC-
10012411114

09/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

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

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

Not reported

EU-EC-
10012411122

09/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

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

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

Not reported

EU-EC-
10012411184

09/05/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

Oropharyngeal pain
(n/a-
Recovering/Resolving
- Life Threatening,
Caused/Prolonged
Hospitalisation),

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

Throat irritation (n/a

Recovering/Resolving
- Life Threatening,
Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10012411467

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

09/05/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

Asthenopia (n/a -
Not Recovered/Not
Resolved - Disabling,

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

Not reported
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Other Medically
Important
Condition),

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

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

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

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

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

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

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

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

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

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

EU-EC-
10012411559

09/05/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Bradycardia (n/a -
Unknown - Life
Threatening),

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

Loss of personal
independence in
daily activities (n/a -
Unknown - Life
Threatening),

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

Pyrexia (n/a -
Unknown - Life
Threatening)

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

Not reported

EU-EC-
10012412991

09/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Administration site
pain (1d -
Recovered/Resolved
=)

Fatigue (1d -
Recovered/Resolved
=)

Nausea (3h -
Recovered/Resolved

)

Paraesthesia (2d -
Recovered/Resolved

)

Vertigo (2h -
Recovered/Resolved

-)

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

- Intramuscular])

Not reported

EU-EC- 09/05/2022

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

Spontaneous

Healthcare

Non

Not available

12-17

Male

No

Multiple injuries (n/a

COMIRNATY [TOZINAMERAN]

Not reported
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10012413632

Professional

European
Economic
Area

Run Line Listing Report

Years

Specified

- Unknown - ),

Road traffic accident
(n/a - Fatal - Results
in Death)

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

EU-EC-
10012413987

09/05/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

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

Rash (n/a - Not
Recovered/Not
Resolved - Life
Threatening)

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

Not reported

EU-EC-
10012414238

09/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

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

Not reported

EU-EC-
10012414254

09/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

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

Not reported

EU-EC-
10012414265

09/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

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

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

Not reported

EU-EC-
10012414376

09/05/2022

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 - ),

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

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

- n/al)

Not reported

EU-EC-
10012414579

09/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

Nervous system
disorder (0d -
Recovered/Resolved
- Other Medically
Important Condition)

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

COMIRNATY [TOZ
(C - Immunisatior
- 1{DF} - n/a])

EU-EC-
10012414779

09/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Increased tendency
to bruise (n/a -
Recovered/Resolved

»

Menstruation delayed
(6d -
Recovered/Resolved

-)

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

[SERTRALINE, SE
HYDROCHLORIDE
Depression - n/a -
n/al)

EU-EC-
10012414939

09/05/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Moosmann, J.. COVID Vaccine-

Associated Myocarditis in Adolescent
Siblings: Does It Run in the Family?..

Vaccines.

2022;10(4):10.3390/vaccines10040611.

doi:10.3390/vaccines10040611

12-17
Years

Not
Specified

Male

No

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

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

Not reported

EU-EC-
10012415365

09/05/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

Drug ineffective (n/a
Recovered/Resolved

- Other Medically
Important Condition)

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

Not reported

EU-EC-
10012415693

09/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Dizziness postural
(n/a-
Recovered/Resolved
=)

Headache (n/a -
Recovered/Resolved

»

Pain in extremity
(36h -
Recovered/Resolved

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

Not reported

EU-EC-
10012415867

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

09/05/2022

Spontaneous

Non
Healthcare

Non
European

Not available

12-17
Years

Not
Specified

Female

No

Eye haemorrhage
(n/a - Not

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

Not reported
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Professional

Economic
Area

Run Line Listing Report

Recovered/Not
Resolved - Other
Medically Important
Condition)

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

EU-EC-
10012416253

09/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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

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

Not reported

EU-EC-
10012416419

09/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Seizure (2min -
Recovered/Resolved

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

Not reported

EU-EC-
10012416604

09/05/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Park, S.. A Case of Myocarditis

Presenting With a Hyperechoic Nodule
After the First Dose of COVID-19 mRNA
Vaccine. Journal of Korean Medical

Science, 2022;37(16):e131.
doi:10.3346/jkms.2022.37.e131

12-17
Years

Not
Specified

Male

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

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

Not reported

EU-EC-
10012416814

09/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Arthralgia (64d -
Recovered/Resolved

=)

Headache (4d -
Recovered/Resolved
=)

Injection site
swelling (2d -
Recovered/Resolved
=)

Malaise (64d -
Recovered/Resolved

=)

Menstruation delayed
(62d -
Recovered/Resolved

»

Myalgia (1d -
Recovered/Resolved
=)

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

Pyrexia (1d -
Recovered/Resolved

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

Not reported

EU-EC-
10012417047

09/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

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

Not reported

EU-EC-
10012417585

09/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

Erythema (5d -
Recovered/Resolved

a

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

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

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

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

Tenderness (5d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10012417810

09/05/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

Not reported

EU-EC-
10012417956

09/05/2022

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

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

COVID-19 (n/a -
Recovered/Resolved

=)
Lymphadenopathy
(9d -

Recovered/Resolved

»

Lymphadenopathy

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

- Intramuscular])

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

EU-EC-
10012419233

09/05/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Autoimmune
thyroiditis (125d -
Recovered/Resolved
- Other Medically
Important
Condition),

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

Hyperhidrosis (142d

Recovered/Resolved

=)

Primary
hyperthyroidism
(141d -
Recovered/Resolved
- Other Medically
Important
Condition),

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

Silent thyroiditis
(142d -
Recovered/Resolved

»

Tachycardia (141d -
Recovered/Resolved
- Other Medically
Important
Condition),

Tremor (141d -
Recovered/Resolved

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

Not reported

EU-EC-
10012419236

09/05/2022

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

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Yes

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

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

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

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

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

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

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

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

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

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

Mental impairment
(n/a - Unknown -
Disabling, Other
Medically Important

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

Not reported
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Condition),

Multisystem
inflammatory
syndrome in children
(n/a - Unknown -
Disabling, Other
Medically Important
Condition),

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

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

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

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

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

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

EU-EC-
10012419527

09/05/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Asthenia (n/a -
Recovering/Resolving

)

Dyspepsia (n/a -
Recovering/Resolving
=)

Heart rate increased
(n/a-
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Malaise (n/a -
Recovering/Resolving
=)

Muscular weakness
(n/a-
Recovering/Resolving

7

Nausea (n/a -
Recovering/Resolving

)

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

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

Not reported

EU-EC-
10012408518

08/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

Not reported

EU-EC-
10012408658

08/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

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

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

Not reported

EU-EC-
10012408707

08/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

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

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

Not reported

EU-EC-
10012408732

08/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

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

Not reported

EU-EC-
10012408734

08/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

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

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

Not reported

EU-EC-
10012408808

08/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

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

Not available

12-17
Years

Adolescent

Female

No

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

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

Not reported
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EU-EC-
10012408809

08/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Application site pain
(n/a-
Recovered/Resolved
=)

Fatigue (n/a -
Recovered/Resolved

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

Not reported

EU-EC-
10012408812

08/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Application site pain
(n/a -
Recovered/Resolved

7

Fatigue (n/a -
Recovered/Resolved

=)

Headache (n/a -
Recovered/Resolved

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

Not reported

EU-EC-
10012408815

08/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Application site pain
(n/a -
Recovered/Resolved

a

Fatigue (n/a -
Recovered/Resolved
=)

Headache (n/a -
Recovered/Resolved

-)

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

Not reported

EU-EC-
10012408817

08/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Application site pain
(n/a-
Recovered/Resolved
=)

Fatigue (n/a -
Recovered/Resolved
=)

Headache (n/a -
Recovered/Resolved

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

Not reported

EU-EC-
10012406093

07/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

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

Not reported

EU-EC-
10012406640

07/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

Hyperglycaemia (n/a

Recovered/Resolved
With Sequelae -
Caused/Prolonged
Hospitalisation),

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

Type 1 diabetes
mellitus (n/a -
Recovered/Resolved
With Sequelae -
Caused/Prolonged
Hospitalisation),

Weight decreased
(n/a-
Recovered/Resolved
With Sequelae -
Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10012407514

07/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Headache (3d -
Recovered/Resolved

=)

Injection site
inflammation (14d -
Recovered/Resolved
=)

Injection site pain
(14d -
Recovered/Resolved
=)

Injection site
swelling (14d -
Recovered/Resolved
=)

Vaccination site
lymphadenopathy
(14d -

Recovered/Resolved

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

- n/al)

Not reported

EU-EC-
10012407692

07/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

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

Not reported

https://dap.ema.europa.eu/analytics/saw.dll?Go
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EU-EC- 07/05/2022

10012408112

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

Run Line Listing Report

12-17
Years

Adolescent

Female

No

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

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

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

Not reported

EU-EC-
10012408116

07/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

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

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

Not reported

EU-EC-
10012408241

07/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

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

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

Not reported

EU-EC-
10012408254

07/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

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

Not reported

EU-EC-
10012408266

07/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

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

Not reported

EU-EC-
10012408396

07/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

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

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

Not reported

EU-EC-
10012408406

07/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

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

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

Not reported

EU-EC-
10012394539

06/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

Not reported

EU-EC-
10012394695

06/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Febrile convulsion
(0d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10012394989

06/05/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

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

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

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

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

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

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

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

Not reported

https://dap.ema.europa.eu/analytics/saw.dll?Go
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EU-EC-
10012395314

06/05/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

Run Line Listing Report

12-17
Years

Not
Specified

Female

No

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

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

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

Not reported

EU-EC-
10012395733

06/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Child

Female

Lymphadenopathy
(n/a-

Recovering/Resolving

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

Not reported

EU-EC-
10012396368

06/05/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

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

Serum ferritin
decreased (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-
10012396413

06/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Diarrhoea (n/a -
Recovered/Resolved

»

Erythema (n/a -
Recovered/Resolved

=)

Eyelid oedema (n/a -
Recovered/Resolved

=)

Hypotension (n/a -
Recovered/Resolved
=)

Swelling face (n/a -
Recovered/Resolved

-

Vomiting (n/a -
Recovered/Resolved

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

Not reported

EU-EC-
10012396693

06/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

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

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

Not reported

EU-EC-
10012397265

06/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Axillary pain (n/a -
Recovered/Resolved

=)

Lymphadenopathy
(n/a-
Recovered/Resolved
=)

Pain (n/a -
Recovered/Resolved

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

Not reported

EU-EC-
10012397267

06/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Abdominal pain
upper (n/a -
Unknown - )

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

Not reported

EU-EC-
10012397295

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

06/05/2022

Spontaneous

Non
Healthcare

Non
European

Not available

12-17
Years

Not
Specified

Female

COVID-19 (n/a -
Unknown - Other

TOZINAMERAN
[TOZINAMERAN] (S - COVID-

Not reported
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Professional |Economic Medically Important |19 immunisation - Not
Area Condition), applicable - [n/a - n/a - n/a])
Drug ineffective (n/a
- Unknown - Other
Medically Important
Condition)
EU-EC- 06/05/2022 | Spontaneous |Non Non Not available 12-17 |Not Male No Syncope (n/a - Not |COMIRNATY [TOZINAMERAN] |Not reported
10012397369 Healthcare |European Years |Specified Recovered/Not (S - COVID-19 immunisation -
Professional |Economic Resolved - Other Not applicable - [n/a - n/a -
Area Medically Important |n/a])
Condition)
EU-EC- 06/05/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10012397442 Professional |Economic Years Unknown - Other (S-nfa-n/a-[n/a-n/a-
Area Medically Important |Intramuscular])
Condition),
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 06/05/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Musculoskeletal COMIRNATY [TOZINAMERAN] |Not reported
10012397456 Healthcare |Economic Years |Specified stiffness (2h - (S - COVID-19 immunisation -
Professional |Area Recovered/Resolved |Not applicable - [1d - n/a -
=) n/a])
Pyrexia (2h -
Recovered/Resolved
EU-EC- 06/05/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Facial paresis (n/a - |COMIRNATY [TOZINAMERAN] |Not reported
10012398006 Healthcare |Economic Years Not Recovered/Not  |(S-n/a-n/a-[n/a-n/a-
Professional |Area Resolved - n/al)
Caused/Prolonged
Hospitalisation)
EU-EC- 06/05/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Neuralgic COMIRNATY [TOZINAMERAN] |Not reported
10012399601 Professional | Economic Years amyotrophy (n/a - |(S - COVID-19 immunisation -
Area Not Recovered/Not |Not applicable - [1d - 1{DF} -
Resolved - Other Intramuscular])
Medically Important
Condition)
EU-EC- 06/05/2022 |Spontaneous |Non Non Not available 12-17 |Not Female |No Dysphagia (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10012400123 Healthcare |European Years |Specified Unknown - (S - COVID-19 immunisation -
Professional |Economic Caused/Prolonged Not applicable - [n/a - n/a -
Area Hospitalisation), n/a
Vomiting projectile
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Weight decreased
(n/a - Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 06/05/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Loss of COMIRNATY [TOZINAMERAN] |Not reported
10012400269 Healthcare |Economic Years consciousness (2min |(S - COVID-19 immunisation -
Professional |Area - Not applicable - [n/a - 1{DF}
Recovered/Resolved |- Intramuscular])
EU-EC- 06/05/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Asthenia (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10012400329 Healthcare |Economic Years Recovering/Resolving |(S - COVID-19 immunisation -
Professional |Area =) Not applicable - [1d - 1{DF} -
Intramuscular])
Chills (n/a -
Recovering/Resolving
=)
Decreased appetite
(n/a -
Recovering/Resolving
=)
Diarrhoea (n/a -
Recovering/Resolving
Hyperhidrosis (n/a -
Recovering/Resolving
EU-EC- 06/05/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Headache (1d - COMIRNATY [TOZINAMERAN] |Not reported
10012400390 Healthcare |Economic Years Recovered/Resolved |(S - COVID-19 immunisation -
Professional |Area =) Not applicable - [n/a - 1{DF}
- Intramuscular])
Syncope (1d -
Recovered/Resolved
=)
Vomiting (1d -
Recovered/Resolved
EU-EC- 06/05/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Chills (12h - COMIRNATY [TOZINAMERAN] |Not reported
10012400451 Healthcare |Economic Years |Specified Recovered/Resolved |(S - COVID-19 immunisation -
Professional |Area =) Not applicable - [n/a - 1{DF}
- Intramuscular])
Headache (12h -
Recovered/Resolved
Photophobia (24h -
Recovered/Resolved
=)
Pyrexia (12h -
Recovered/Resolved
EU-EC- 06/05/2022 | Spontaneous |Non Non Not available 12-17 |Not Female |No COVID-19 (n/a - TOZINAMERAN Not reported
10012400610 Healthcare |European Years |Specified Recovering/Resolving |[TOZINAMERAN] (S - COVID-
Professional |Economic - Other Medically 19 immunisation - Not
Area Important applicable - [1d - n/a -
Condition), Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)

https://dap.ema.europa.eu/analytics/saw.dll?Go
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EU-EC- 06/05/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Arrhythmia (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10012401637 Healthcare |Economic Years Recovering/Resolving | (S - Immunisation - n/a - [n/a
Professional |Area - Other Medically -n/a-n/al)
Important Condition)
EU-EC- 06/05/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Dyspnoea (n/a - Not |COMIRNATY [TOZINAMERAN] |Not reported
10012401668 Healthcare |Economic Years Recovered/Not (S - Immunisation - n/a - [n/a
Professional |Area Resolved - Other -n/a-n/al)
Medically Important
Condition),
Hypotonia (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 06/05/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10012402670 Professional |Economic Years Unknown - Other (S-nfa-nfa-[n/a-n/a-
Area Medically Important |Intramuscular])
Condition),
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 06/05/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10012402677 Professional |Economic Years Unknown - Other (S-nfa-n/a-[nfa-n/a-
Area Medically Important |Intramuscular])
Condition),
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 06/05/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Vaccination site COMIRNATY [TOZINAMERAN] |COMIRNATY [TOZ
10012404651 Professional | Economic Years lymphadenopathy (S - COVID-19 immunisation - |(C - COVID-19 im
Area (n/a- Not applicable - [1d - .3mL - |Not applicable - [
Recovered/Resolved | Intramuscular]) Intramuscular])
EU-EC- 06/05/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Hypoaesthesia (n/a - |COMIRNATY [TOZINAMERAN] |Not reported
10012404926 Healthcare |Economic Years Recovered/Resolved |(S - COVID-19 immunisation -
Professional |Area =) Drug withdrawn - [1d - .3mL -
n/a)
Paraesthesia (n/a -
Recovered/Resolved
=)
Vaccination site
reaction (2d -
Recovered/Resolved
EU-EC- 05/05/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Ecchymosis (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10012382939 Professional |Economic Years |Specified Recovering/Resolving | (S - COVID-19 immunisation -
Area - n/a - [n/a - 30ug -
Intramuscular])
EU-EC- 05/05/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Bradycardia (n/fa- |COMIRNATY [TOZINAMERAN] |Not reported
10012383170 Professional | Economic Years |Specified Unknown - Other (S - Immunisation - Unknown
Area Medically Important |- [n/a - .3mL -
Condition), Intramuscular])
Epilepsy (n/a -
Unknown - Other
Medically Important
Condition),
Malaise (n/a -
Unknown - Other
Medically Important
Condition),
Pallor (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 05/05/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Angioedema (4d - COMIRNATY [TOZINAMERAN] |Not reported
10012383234 Professional | Economic Years |Specified Recovered/Resolved |(S - COVID-19 immunisation -
Area - Other Medically Not applicable - [n/a - .3mL -
Important Condition) |Intramuscular])
EU-EC- 05/05/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10012383364 Professional | Economic Years Unknown - Other (S-nfa-nfa-[n/a-n/a-
Area Medically Important | Intramuscular])
Condition),
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 05/05/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Pallor (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10012383737 Professional |European Years |Specified Recovering/Resolving | (S - COVID-19 immunisation -
Economic - Caused/Prolonged |Not applicable - [1d - n/a -
Area Hospitalisation), Intramuscular])
Petechiae (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 05/05/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Dysmenorrhoea (n/a |COMIRNATY [TOZINAMERAN] |Not reported
10012383870 Healthcare |Economic Years |Specified - Not Recovered/Not |(S - Immunisation - n/a - [n/a
Professional |Area Resolved - ), - n/a - Intramuscular])
Oropharyngeal pain
(n/a - Not
Recovered/Not
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - ),
Vaginal haemorrhage
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 05/05/2022 | Spontaneous |Healthcare  |European |Not available 12-17 |Adolescent | Male No COVID-19 (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10012384236 Professional |Economic Years Unknown - Other (S-nfa-nfa-[n/a-n/a-
Area Medically Important |Intramuscular])
Condition),
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Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)

EU-EC-
10012384463

05/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

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

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

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

Not reported

EU-EC-
10012385116

05/05/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

Sciatic nerve
neuropathy (n/a -
Not Recovered/Not
Resolved - Disabling,
Other Medically
Important
Condition),

Sciatica (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-
10012385410

05/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

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

Not reported

EU-EC-
10012385549

05/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

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

Not reported

EU-EC-
10012385730

05/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

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

Not reported

EU-EC-
10012386171

05/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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

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

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

Not reported

EU-EC-
10012386498

05/05/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

[PARACETAMOL]
health maintenan

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

EU-EC-
10012386792

05/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

Myocarditis (2d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10012386892

05/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

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

Not available

12-17
Years

Not
Specified

Female

Headache (1d -
Unknown - ),

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

Not reported
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Pyrexia (1d -
Unknown - )

EU-EC-
10012386910

05/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

Pneumothorax (65d -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)

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

- n/a-n/a])

Not reported

EU-EC-
10012387195

05/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

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

Not reported

EU-EC-
10012387203

05/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

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

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

Not reported

EU-EC-
10012387458

05/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

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

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

Not reported

EU-EC-
10012387924

05/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

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

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

Not reported

EU-EC-
10012387948

05/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

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

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

Not reported

EU-EC-
10012387971

05/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

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

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

Not reported

EU-EC-
10012388059

05/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adult

Female

No

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

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

- n/a])

Not reported

EU-EC-
10012388116

05/05/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

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

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

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

Not reported

EU-EC-
10012388167

05/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

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

Not reported

EU-EC-
10012388267

05/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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

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

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

Not reported

EU-EC-
10012388308

05/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

- n/a - n/a])

Not reported

EU-EC-
10012388316

05/05/2022

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

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Extensive swelling of
vaccinated limb (n/a
- Not Recovered/Not
Resolved - ),

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

Lymphadenopathy
(n/a - Not

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

Not reported
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Run Line Listing Report

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

Recovered/Not
Resolved - )
EU-EC- 05/05/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10012388345 Professional |Economic Years Unknown - Other (S-nfa-n/a-[nfa-n/a-
Area Medically Important | Intramuscular])
Condition),
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 05/05/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Salivary COMIRNATY [TOZINAMERAN] |Not reported
10012388782 Healthcare |Economic Years |Specified hypersecretion (n/a - |(S - COVID-19 immunisation -
Professional |Area Unknown - ) Not applicable - [n/a - 1{DF}
- Intramuscular])
EU-EC- 05/05/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Salivary COMIRNATY [TOZINAMERAN] |Not reported
10012388808 Healthcare |Economic Years |Specified hypersecretion (S - COVID-19 immunisation -
Professional |Area (60min - Not applicable - [n/a - 1{DF}
Recovered/Resolved |- Intramuscular])
EU-EC- 05/05/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10012388964 Professional |Economic Years Unknown - Other (S-nfa-n/a-[n/a-n/a-
Area Medically Important | Intramuscular])
Condition),
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 05/05/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10012388978 Professional |Economic Years Unknown - Other (S-nfa-n/a-[n/a-n/a-
Area Medically Important | Intramuscular])
Condition),
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 05/05/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10012388984 Professional |Economic Years Unknown - Other (S-nfa-nfa-[nfa-n/a-
Area Medically Important | Intramuscular])
Condition),
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 05/05/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Strabismus (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10012389039 Professional |European Years | Specified Not Recovered/Not | (S - COVID-19 immunisation -
Economic Resolved - Disabling) |Not applicable - [1d - n/a -
Area Intramuscular])
EU-EC- 05/05/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No COVID-19 (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10012389061 Professional |European Years |Specified Recovered/Resolved | (S - COVID-19 immunisation -
Economic - Other Medically Not applicable - [1d - n/a -
Area Important Intramuscular])
Condition),
Drug ineffective (n/a
- Unknown - Other
Medically Important
Condition),
Pyrexia (n/a -
Recovered/Resolved
-)
EU-EC- 05/05/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Child Female |No Immunisation COMIRNATY [TOZINAMERAN] |Not reported
10012389198 Professional |Economic Years reaction (n/a - (S - COVID-19 immunisation -
Area Recovering/Resolving |Not applicable - [1d - 1{DF} -
- Other Medically Intramuscular])
Important Condition)
EU-EC- 05/05/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Child Female |No Asthma (n/a - Not COMIRNATY [TOZINAMERAN] |Not reported
10012389202 Professional |Economic Years Recovered/Not (S - COVID-19 immunisation -
Area Resolved - Other Not applicable - [1d - 1{DF} -
Medically Important | Intramuscular])
Condition)
EU-EC- 05/05/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Headache (n/a - COMIRNATY [TOZINAMERAN] |[BUDESONIDE, F(
10012389327 Healthcare |Economic Years Recovered/Resolved |(S - COVID-19 immunisation - [FUMARATE DIHYL
Professional |Area =), Not applicable - [n/a - 1{DF} |FORMOTEROL FU
- Intramuscular]) BUDESONIDE] (C
Influenza like illness [n/a - n/a - n/a])
(1d -
Recovered/Resolved
=)
Nausea (n/a -
Recovered/Resolved
=)
Vertigo (n/a -
Unknown - )
EU-EC- 05/05/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Lymphadenopathy | COMIRNATY [TOZINAMERAN] |Not reported
10012389450 Professional | Economic Years 4d - (S - COVID-19 immunisation -
Area Recovered/Resolved |Not applicable - [1d - 1{DF} -
- Intramuscular])
EU-EC- 05/05/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Vestibular neuronitis |COMIRNATY [TOZINAMERAN] |Not reported
10012389716 Professional | Economic Years (n/a - Not (S - COVID-19 immunisation -
Area Recovered/Not Not applicable - [1d - 1{DF} -
Resolved - ) Intramuscular])
EU-EC- 05/05/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Musculoskeletal COMIRNATY [TOZINAMERAN] |Not reported
10012389828 Healthcare |Economic Years |Specified stiffness (n/a - (S - COVID-19 immunisation -
Professional |Area Recovering/Resolving |Not applicable - [n/a - n/a -
=) n/a])
Myalgia (n/a -
Recovering/Resolving
EU-EC- 05/05/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10012389923 Professional |Economic Years Unknown - Other (S-nfa-nfa-[n/a-n/a-
Area Medically Important |Intramuscular])
Condition),
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 05/05/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Diarrhoea (n/a - Not |COMIRNATY [TOZINAMERAN] |Not reported
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10012390043

Healthcare
Professional

Economic
Area

Run Line Listing Report

Years |Specified

Recovered/Not
Resolved - ),

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

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

EU-EC-
10012390360

05/05/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17 |Not Male No
Years |Specified

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

Drug ineffective (n/a
Recovered/Resolved

- Other Medically
Important Condition)

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

Not reported

EU-EC-
10012390440

05/05/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17 |Not Male No
Years |Specified

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

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

Pericarditis (n/a -
Not Recovered/Not
Resolved - Life
Threatening,
Caused/Prolonged
Hospitalisation,
Disabling, Other
Medically Important
Condition)

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

Not reported

EU-EC-
10012390462

05/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent |Female |No

Deep vein
thrombosis (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)

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

- K{DF} - n/al)

Not reported

EU-EC-
10012390493

05/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent |Female |No

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

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

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

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

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

Not reported

EU-EC-
10012390496

05/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent |Female |No

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

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

Not reported

EU-EC-
10012390529

05/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17 |Adolescent |Female |No
Years

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

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

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

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

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

Not reported

EU-EC-
10012391037

05/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent |Male No

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

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

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

Not reported

https://dap.ema.europa.eu/analytics/saw.dll?Go
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EU-EC- 05/05/2022

10012391043

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

Run Line Listing Report

12-17
Years

Adolescent

Female

No

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

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

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

Not reported

EU-EC-
10012391047

05/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

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

Not reported

EU-EC-
10012391053

05/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

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

Not reported

EU-EC-
10012391064

05/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

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

Not reported

EU-EC-
10012391314

05/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

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

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

Not reported

EU-EC-
10012391370

05/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Increased tendency
to bruise (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)

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

Not reported

EU-EC-
10012391453

05/05/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

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

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

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

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

Not reported

EU-EC-
10012391460

05/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

Menometrorrhagia
(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 - ),

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-
10012391975

05/05/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

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

Not available

12-17
Years

Not
Specified

Male

No

Blood pressure
increased (n/a - Not
Recovered/Not
Resolved - ),

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

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

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

Not reported
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Run Line Listing Report

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

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

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

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

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

EU-EC-
10012392020

05/05/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Asthenia (n/a -
Recovering/Resolving
=)

Blood glucose
abnormal (n/a -
Recovering/Resolving
=)

Body temperature
abnormal (n/a -
Recovering/Resolving
=)

C-reactive protein
abnormal (n/a -
Recovering/Resolving
=)

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

Dyspnoea (n/a -
Recovering/Resolving
=)

Heart rate abnormal
(n/a-
Recovering/Resolving

i

Malaise (n/a -
Recovering/Resolving

=)

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

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

Pain (n/a -
Recovering/Resolving
=)

Paraesthesia (n/a -
Recovering/Resolving

)3
Pyrexia (n/a -
Recovering/Resolving

»

Red blood cell
abnormality (n/a -
Recovering/Resolving
=)

Troponin increased
(n/a-
Recovering/Resolving
-)

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

Not reported

EU-EC-
10012392926

05/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

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

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

[ANHYDROUS FU!
FUSIDIC ACID, FL
PH. EUR., SODIUM
SODIUM FUSIDAT
(C - Skin infection
- n/a - Cutaneous

[PHENOXYMETHY
POTASSIUM] (C -
n/a-[n/fa-n/a-

EU-EC-
10012393176

05/05/2022

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

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Headache (2d -
Recovered/Resolved

=)

Pyrexia (2d -
Recovered/Resolved

=)

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

Not reported
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Run Line Listing Report

Rash (n/a -
Recovering/Resolving

EU-EC-
10012393186

05/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17 |Adolescent |Male No
Years

Headache (2d -
Recovered/Resolved

»

Pyrexia (2d -
Recovered/Resolved

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

Not reported

EU-EC-
10012393222

05/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent |Female |No

Rash maculo-papular
(n/a - Unknown - ),

Skin exfoliation (n/a
- Unknown - )

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

Not reported

EU-EC-
10012394119

05/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17 |Not Male No
Years |Specified

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

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

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

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

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

- n/al)

Not reported

EU-EC-
10012371100

04/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17 |Adolescent |Male No
Years

Administration site
lymphadenopathy
(n/a-
Recovered/Resolved
=)

Epistaxis (n/a -
Recovered/Resolved

i

Fatigue (n/a -
Recovered/Resolved

7

Headache (n/a -
Recovered/Resolved
=)

Nausea (n/a -
Recovered/Resolved

=)

Pyrexia (n/a -
Recovered/Resolved

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

Not reported

EU-EC-
10012371536

04/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17 |Not Male No
Years |Specified

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

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

Pain in extremity
(n/a-
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)

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

- Intramuscular])

Not reported

EU-EC-
10012371615

04/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent |Female |No

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

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

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

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

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

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

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

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

Not reported

EU-EC-
10012371773

04/05/2022

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

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17 |Not Female |No

Years |Specified

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

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

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

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

Not reported
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Syncope (n/a -
Unknown - Other
Medically Important
Condition),

Unresponsive to
stimuli (0d -
Recovered/Resolved
- Other Medically
Important Condition)

EU-EC-
10012371849

04/05/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Chest pain (n/a -
Recovering/Resolving

i

Lethargy (n/a -
Recovering/Resolving

=)

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

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

Troponin increased
(n/a-
Recovering/Resolving

i

Vomiting (n/a -
Recovering/Resolving
-)

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

Not reported

EU-EC-
10012372159

04/05/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Road traffic accident
(3d-
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10012372161

04/05/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

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

Not reported

EU-EC-
10012372546

04/05/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Syncope (122h -
Recovered/Resolved
- Other Medically
Important Condition)

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

Not reported

EU-EC-
10012372672

04/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Ageusia (n/a -
Unknown -),

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

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

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

Not reported

EU-EC-
10012373314

04/05/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

Myocarditis (n/a -
Unknown -
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-
10012374537

04/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

Chest pain (n/a -
Unknown - ),

Headache (n/a -
Unknown - ),

Malaise (n/a -
Unknown - ),

Pyrexia (n/a -
Unknown -),

Vaccination site
erythema (n/a -
Unknown -),

Vaccination site
swelling (n/a -
Unknown - )

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

Not reported

EU-EC-
10012374547

04/05/2022

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

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

Headache (n/a -
Unknown - ),

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

Not reported
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Malaise (n/a -
Unknown - ),

Pyrexia (n/a -
Unknown - ),

Vaccination site
erythema (n/a -
Unknown -),

Vaccination site
swelling (n/a -
Unknown - )

EU-EC-
10012374715

04/05/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Hyperventilation (n/a

Recovered/Resolved

=)

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

Oxygen saturation
abnormal (n/a -
Recovered/Resolved

i

Somnolence (n/a -
Recovered/Resolved

7

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

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

Not reported

EU-EC-
10012374717

04/05/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Breast mass (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 -
Intramuscular])

Not reported

EU-EC-
10012375269

04/05/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

Lymphadenopathy
(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-
10012375540

04/05/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Chest pain (n/a -
Recovered/Resolved

7

Cough (n/a -
Recovered/Resolved
=)

Dyspnoea (n/a -
Recovered/Resolved
=)

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

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

Not reported

EU-EC-
10012375954

04/05/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Muscular weakness
(n/a - Not
Recovered/Not
Resolved - Disabling)

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

Not reported

EU-EC-
10012376047

04/05/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Head discomfort (1d

Recovered/Resolved
- Other Medically
Important
Condition),

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

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

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

Not reported

EU-EC-
10012376222

04/05/2022

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

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

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

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

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

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

Not reported
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EU-EC-
10012376255

04/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

AstHenia (n/a -
Unknown -),

Bedridden (n/a -
Unknown - ),

Dysmenorrhoea (n/a
- Unknown -),

Educational problem
(n/a - Unknown - ),

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

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

Menstruation
irregular (n/a -
Unknown - ),

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

Polymenorrhoea (n/a
- Unknown -),

Social problem (n/a -
Unknown - )

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

[MELATONIN] (C
)

[METHYLPHENID/
HYDROCHLORIDE
Attention deficit h
disorder - nfa - [r
n/al)

EU-EC-
10012376331

04/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

Glycosuria (n/a -
Unknown - ),

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

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

Not reported

EU-EC-
10012376413

04/05/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

[PARACETAMOL]
health maintenan:
[n/a - n/a - n/a)),

[SALBUTAMOL, S/
SULFATE] (C - Asl
[n/a - n/a - n/a])

EU-EC-
10012376643

04/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Fatigue (24h -
Recovered/Resolved

»

Headache (24h -
Recovered/Resolved

»

Nausea (24h -
Recovered/Resolved
-)

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

Not reported

EU-EC-
10012376978

04/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Arthralgia (n/a -
Unknown - ),

Fatigue (n/a -
Unknown - ),

Malaise (n/a -
Unknown - ),

Myalgia (n/a -
Unknown -),

Nausea (n/a -
Unknown - ),

Skin disorder (n/a -
Unknown - )

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

Not reported

EU-EC-
10012377073

04/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

Not reported

EU-EC-
10012377407

04/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Herpes zoster (10d -
Recovering/Resolving

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

Not reported

EU-EC-
10012377411

04/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Headache (n/a -
Recovered/Resolved

7

Menstruation
irregular (n/a -
Recovered/Resolved
=)

Pyrexia (n/a -
Recovered/Resolved

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

Not reported

EU-EC-
10012377503

04/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Purpura (3d -
Recovered/Resolved

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

Not reported

EU-EC- 04/05/2022

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

Spontaneous

Non

European

Not available

12-17

Adolescent

Male

No

Chest pain (n/a -

COMIRNATY [TOZINAMERAN]

Not reported
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Healthcare
Professional

Economic
Area

Run Line Listing Report

Years

Recovering/Resolving

)

Headache (n/a -
Recovering/Resolving

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

EU-EC-
10012377542

04/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

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

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

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

Not reported

EU-EC-
10012377558

04/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

Chest pain (36h -
Recovered/Resolved

=)

Tachycardia (36h -
Recovered/Resolved

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

Not reported

EU-EC-
10012377639

04/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

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

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

Peripheral vascular
disorder (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Pyrexia (n/a -
Unknown - ),

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

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

- n/a-n/a])

Not reported

EU-EC-
10012377649

04/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Arrhythmia (24d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Palpitations (24d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10012378414

04/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

Dizziness (16d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Neuropathy
peripheral (16d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10012378430

04/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

Not reported

EU-EC-
10012378439

04/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

Chest pain (n/a -
Unknown - )

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

Not reported

EU-EC-
10012379299

04/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Herpes zoster (n/a -
Unknown - Other
Medically Important
Condition)

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

Not reported

EU-EC-
10012379304

04/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Angina pectoris (n/a

Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Chest pain (n/a -
Unknown - )

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

Not reported

EU-EC-
10012380070

04/05/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

Not reported

EU-EC-
10012380225

04/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

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

Not reported

EU-EC-
10012380305

04/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

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

Not available

12-17
Years

Adolescent

Female

COVID-19 (n/a -
Unknown - Other
Medically Important

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

Not reported
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Condition),

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

EU-EC-
10012380319

04/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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

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

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

Not reported

EU-EC-
10012380341

04/05/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

Haemoptysis (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),

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

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

Not reported

EU-EC-
10012380520

04/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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

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

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

Not reported

EU-EC-
10012380535

04/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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

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

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

Not reported

EU-EC-
10012380625

04/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

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

Not reported

EU-EC-
10012380650

04/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

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

Not reported

EU-EC-
10012380742

04/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

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

Not reported

EU-EC-
10012380810

04/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

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

Not reported

EU-EC-
10012380820

04/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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

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

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

Not reported

EU-EC-
10012381414

04/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

Not reported

EU-EC-
10012381516

04/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

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

Not available

12-17
Years

Adolescent

Female

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

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

[CLOBETASOL PR
(C - Skin disorder
- n/a - Cutaneous
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Unknown - [n/a - 1{DF} -
n/a])

EU-EC-
10012381605

04/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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

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

Enthesopathy (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-
10012382069

04/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

Not reported

EU-EC-
10012382245

04/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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

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

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

Not reported

EU-EC-
10012382337

04/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

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

Not reported

EU-EC-
10012382600

04/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

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

Not reported

EU-EC-
10012382666

04/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

Not reported

EU-EC-
10012362319

03/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Not
Specified

No

Nausea (n/a -
Recovering/Resolving
=)

Paraesthesia (n/a -
Recovering/Resolving
=)

Pyrexia (n/a -
Recovering/Resolving
=)

Vomiting (n/a -
Recovering/Resolving

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

- n/a])

Not reported

EU-EC-
10012362356

03/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Chest pain (3d -
Recovered/Resolved

»

Nausea (3d -
Recovered/Resolved

=)

Vomiting (3d -
Recovered/Resolved

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

Not reported

EU-EC-
10012362359

03/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

Vaccination site pain
(0d -
Recovered/Resolved
- Other Medically
Important Condition)

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

Not reported

EU-EC-
10012362445

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

03/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Disturbance in
attention (n/a -
Unknown - Other

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

[HYDROXYCHLOR
SULFATE] (C - Sy
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Medically Important
Condition),

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

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

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

Vision blurred (n/a -
Unknown - Other
Medically Important
Condition)

Not applicable - [n/a - .3mL -
Intramuscular])

erythematosus - r
200mg - Oral])

EU-EC-
10012362455

03/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

Not reported

EU-EC-
10012362524

03/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

Not reported

EU-EC-
10012362684

03/05/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

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

Not reported

EU-EC-
10012363084

03/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

Fatigue (n/a -
Recovering/Resolving
=)

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

Malaise (n/a -
Recovering/Resolving

=)

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

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

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

-n/al)

Not reported

EU-EC-
10012363221

03/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

Not reported

EU-EC-
10012363306

03/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

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

Not reported

EU-EC-
10012363380

03/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

- n/al)

ANTICONCEPTIEF
AVAILABLE] (C - 1
[n/a - n/a - n/a])

EU-EC-
10012363881

03/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

AERIUS [DESLOR,
- Hypersensitivity
- n/a - Oral])

EU-EC-
10012364039

03/05/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

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

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

Not reported

EU-EC-
10012364104

03/05/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

Not reported

EU-EC-
10012364200

03/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

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

Not available

12-17
Years

Adolescent

Female

COVID-19 (n/a -
Unknown - Other
Medically Important

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

Not reported
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Condition),

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

EU-EC-
10012364316

03/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

Intermenstrual
bleeding (n/a -
Unknown - )

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

- n/al)

Not reported

EU-EC-
10012364611

03/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Fatigue (n/a -
Recovered/Resolved

=)

Pyrexia (n/a -
Recovered/Resolved
=)

Vaccination site pain
(n/a -
Recovered/Resolved

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

[FERRIC HYDROX
POLYMALTOSE CC
FERROUS FUMAR
IRON(IIT) ION] (¢
- [n/a-n/a-n/a]

[ISOTRETINOIN]
n/a-[n/a-n/a-

EU-EC-
10012364706

03/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

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

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

Not reported

EU-EC-
10012364728

03/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

Headache (n/a -
Recovering/Resolving

i

Injection site
reaction (n/a -
Recovering/Resolving

7

Tachycardia (n/a -
Recovering/Resolving

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

Not reported

EU-EC-
10012365050

03/05/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Dizziness (n/a -
Recovered/Resolved
=)

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

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

Not reported

EU-EC-
10012365111

03/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

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

Rash pruritic (n/a -
Not Recovered/Not
Resolved - ),

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

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

Not reported

EU-EC-
10012365243

03/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Fatigue (n/a -
Unknown - )

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

Not reported

EU-EC-
10012365355

03/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

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

Not reported

EU-EC-
10012365362

03/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

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

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

Not reported

EU-EC-
10012365371

03/05/2022

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

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

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

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

Not reported
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Hypoacusis (n/a -
Unknown - Life
Threatening, Other
Medically Important
Condition),

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

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

Nasopharyngitis (n/a

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

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

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

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

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

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

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

Condition),

EU-EC- 03/05/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Epilepsy (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10012365524 Healthcare |Economic Years |Specified Unknown - Other (S - COVID-19 immunisation -
Professional |Area Medically Important |Not applicable - [n/a - n/a -
Condition) n/a])
EU-EC- 03/05/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10012365662 Professional |Economic Years Unknown - Other (S-n/fa-n/a-[nfa-n/a-
Area Medically Important |Intramuscular])
Condition),
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 03/05/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Epistaxis (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10012365686 Professional |Economic Years |Specified Recovering/Resolving | (S - COVID-19 immunisation -
Area =) Not applicable - [n/a - n/a -
n/a])
Haematoma (n/a -
Recovering/Resolving
=)
Petechiae (n/a -
Recovering/Resolving
EU-EC- 03/05/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Vaccination site COMIRNATY [TOZINAMERAN] |Not reported
10012365841 Healthcare |Economic Years |Specified lymphadenopathy (S - COVID-19 immunisation -
Professional |Area (n/a - Not Not applicable - [n/a - 1{DF}
Recovered/Not - n/al)
Resolved - )
EU-EC- 03/05/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Diabetes mellitus COMIRNATY [TOZINAMERAN] |Not reported
10012365898 Professional |European Years |Specified (n/a - Not (S - COVID-19 immunisation -
Economic Recovered/Not Not applicable - [1d - n/a -
Area Resolved - Other n/a])
Medically Important
Condition)
EU-EC- 03/05/2022 | Spontaneous |Healthcare  |European |Not available 12-17 |Adolescent | Male No COVID-19 (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10012366010 Professional |Economic Years Unknown - Other (S-nfa-nfa-[n/a-nfa-
Area Medically Important |Intramuscular])
Condition),
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 03/05/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10012366302 Professional |Economic Years Unknown - Other (S-nfa-n/a-[n/a-n/a-
Area Medically Important | Intramuscular])
Condition),
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 03/05/2022 | Spontaneous |Healthcare  |European |Not available 12-17 |Adolescent | Male No COVID-19 (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10012366312 Professional | Economic Years Unknown - Other (S-nfa-nfa-[n/a-n/a-
Area Medically Important | Intramuscular])
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Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)

EU-EC-
10012366316

03/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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

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

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

Not reported

EU-EC-
10012366461

03/05/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

Cough (n/a -
Recovered/Resolved
=)

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

Nasopharyngitis (n/a

Recovered/Resolved

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

Not reported

EU-EC-
10012366466

03/05/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

[MONTELUKAST,
MONTELUKAST St
Asthma, Rhinitis -
n/a - Oral])

EU-EC-
10012366478

03/05/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

Cough (n/a -
Recovered/Resolved
=)

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

Nasopharyngitis (n/a

Recovered/Resolved

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

Not reported

EU-EC-
10012366754

03/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Intermenstrual
bleeding (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])

Not reported

EU-EC-
10012366785

03/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

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

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

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

Injection site pain

Recovered/Resolved

=)

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

Tachycardia (3d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10012367293

03/05/2022

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

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Adjustment disorder
with depressed mood
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

Arthralgia (n/a - Not
Recovered/Not

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

Not reported
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Resolved - Other
Medically Important
Condition),

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

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

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

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

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

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

Visual acuity reduced
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important

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

Condition)
EU-EC- 03/05/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Malaise (1h - COMIRNATY [TOZINAMERAN] |Not reported
10012367505 Professional | Economic Years Recovered/Resolved |(S - COVID-19 immunisation -
Area - Not applicable - [1d - 1{DF} -
Intramuscular])
EU-EC- 03/05/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Amenorrhoea (n/a - |COMIRNATY [TOZINAMERAN] |Not reported
10012367515 Healthcare |Economic Years Recovering/Resolving |(S - COVID-19 immunisation -
Professional |Area - Not applicable - [1d - 1{DF} -
Intramuscular])
EU-EC- 03/05/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Menstruation delayed | COMIRNATY [TOZINAMERAN] |Not reported
10012367652 Healthcare |Economic Years (4d - (S - COVID-19 immunisation -
Professional |Area Recovered/Resolved |Not applicable - [1d - 1{DF} -
- Intramuscular])
EU-EC- 03/05/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Facial paralysis (n/a - |COMIRNATY [TOZINAMERAN] |Not reported
10012367818 Professional |Economic Years Recovering/Resolving | (S - COVID-19 immunisation -
Area - Not applicable - [1d - 1{DF} -
Intramuscular])
EU-EC- 03/05/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Eczema (n/a - Not COMIRNATY [TOZINAMERAN] |[ETHINYLESTRAC
10012367827 Healthcare |Economic Years Recovered/Not (S - COVID-19 immunisation - |LEVONORGESTRE
Professional |Area Resolved - ), Not applicable - [1d - 1{DF} - |(C - Oral contrace
Intramuscular]) applicable - [n/a -
Hypersensitivity (n/a Oral])
- Not Recovered/Not
Resolved - )
EU-EC- 03/05/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Child Female |No Diffuse alopecia (3d - | COMIRNATY [TOZINAMERAN] |Not reported
10012368083 Professional |Economic Years Recovered/Resolved | (S - Immunisation - n/a - [n/a
Area =), - 1{DF} - n/a])
Epistaxis (2d -
Recovered/Resolved
EU-EC- 03/05/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Urticaria (n/a - Not |COMIRNATY [TOZINAMERAN] |Not reported
10012368266 Healthcare |Economic Years Recovered/Not (S-nfa-nfa-[n/a-n/a-
Professional |Area Resolved - ) n/al)
EU-EC- 03/05/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Abdominal pain (n/a |COMIRNATY [TOZINAMERAN] |Not reported
10012368313 Professional |European Years |Specified - Not Recovered/Not |(S - COVID-19 immunisation -
Economic Resolved - ), Not applicable - [1d - n/a -
Area n/al)
Diarrhoea (n/a - Not
Recovered/Not
Resolved - ),
Fatigue (n/a - Not
Recovered/Not
Resolved - ),
Haematochezia (n/a
- Not Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 03/05/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Arthralgia (1d - COMIRNATY [TOZINAMERAN] |Not reported
10012368342 Healthcare |Economic Years | Specified Recovered/Resolved (S - COVID-19 immunisation -
Professional |Area -), Not applicable - [n/a - 1{DF}
- n/a])
Fatigue (2d -
Recovered/Resolved
=)
Headache (1d -
Recovered/Resolved
=)
Injection site pain
(id -
Recovered/Resolved
=)
Myalgia (1d -
Recovered/Resolved
=)
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Pyrexia (2d -
Recovered/Resolved

EU-EC-
10012368469

03/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Breast swelling (1wk

Recovered/Resolved

)

Feeling abnormal
(n/a - Unknown - ),

Lymphadenopathy
(n/a - Unknown - ),

Myalgia (n/a -
Unknown -),

Pyrexia (n/a -
Unknown - )

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

Not reported

EU-EC-
10012368733

03/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

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

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

Not reported

EU-EC-
10012368786

03/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

- n/a])

Not reported

EU-EC-
10012369106

03/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

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

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

Not reported

EU-EC-
10012369192

03/05/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

Not reported

EU-EC-
10012369389

03/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Chills (1d -
Recovered/Resolved

)
Feeding disorder (1d

Recovered/Resolved

7

Headache (1d -
Recovered/Resolved

»

Malaise (1d -
Recovered/Resolved

»

Nausea (1d -
Recovered/Resolved
=)

Pyrexia (1d -
Recovered/Resolved

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

Not reported

EU-EC-
10012369534

03/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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

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

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

Not reported

EU-EC-
10012369628

03/05/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

Microvascular cranial
nerve palsy (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

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

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

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

Not reported

EU-EC-
10012369732

03/05/2022

https://dap.ema.europa.eu/analytics/saw.dll?Go

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Diarrhoea (1d -
Recovered/Resolved
- Other Medically
Important
Condition),

Diarrhoea (n/a -
Unknown - Other
Medically Important
Condition),

Headache (1d -
Recovered/Resolved
- Other Medically
Important

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [1d - n/a -
n/al)

Not reported
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Condition),

Lethargy (3d -
Recovered/Resolved
- Other Medically
Important
Condition),

Nausea (3d -
Recovered/Resolved
- Other Medically
Important Condition)

EU-EC-
10012369803

03/05/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

COVID-19 (n/a -
Unknown - Other
Medically Important
Condition),

Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [1d - n/a -
n/a])

Not reported

EU-EC-
10012370154

03/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Syncope (1d -
Recovered/Resolved
- Other Medically
Important Condition)

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [1d - 1{DF} -
n/a])

Not reported

EU-EC-
10012370552

03/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Herpes zoster (12d -
Recovered/Resolved

COMIRNATY [TOZINAMERAN]
(S - Immunisation - n/a - [n/a
- {DF} - n/a])

Not reported

EU-EC-
10012370585

03/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Child

Male

No

Infection
susceptibility
increased (n/a -
Recovered/Resolved
With Sequelae - )

COMIRNATY [TOZINAMERAN]
(S - Immunisation - n/a - [n/a
- 2{DF} - n/a])

Not reported

EU-EC-
10012351043

02/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

COVID-19 (n/a -
Unknown - Other
Medically Important
Condition),

Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)

COMIRNATY [TOZINAMERAN]
(S-nfa-n/a-[n/a-n/a-
Intramuscular])

Not reported

EU-EC-
10012351064

02/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

COVID-19 (n/a -
Unknown - Other
Medically Important
Condition),

Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)

COMIRNATY [TOZINAMERAN]
(S-nfa-n/a-[n/a-n/a-
Intramuscular])

Not reported

EU-EC-
10012351116

02/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Amenorrhoea (n/a -
Not Recovered/Not
Resolved - ),

Polymenorrhoea (n/a
- Not Recovered/Not
Resolved - )

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [n/a - 1{DF}

- n/a])

Not reported

EU-EC-
10012351131

02/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

COVID-19 (n/a -
Unknown - Other
Medically Important
Condition),

Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)

COMIRNATY [TOZINAMERAN]
(S-nfa-n/a-[nfa-n/a-
Intramuscular])

Not reported

EU-EC-
10012351140

02/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

COVID-19 (n/a -
Unknown - Other
Medically Important
Condition),

Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)

COMIRNATY [TOZINAMERAN]
(S-nfa-n/a-[nfa-n/a-
Intramuscular])

Not reported

EU-EC-
10012351182

02/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

COVID-19 (n/a -
Unknown - Other
Medically Important
Condition),

Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)

COMIRNATY [TOZINAMERAN]
(S-nfa-n/a-[nfa-n/a-
Intramuscular])

Not reported

EU-EC-
10012351194

02/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

COVID-19 (n/a -
Unknown - Other
Medically Important
Condition),

Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)

COMIRNATY [TOZINAMERAN]
(S-nfa-n/a-[n/a-n/a-
Intramuscular])

Not reported

EU-EC-
10012351573

02/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

COVID-19 (n/a -
Unknown - Other
Medically Important
Condition),

Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)

COMIRNATY [TOZINAMERAN]
(S-nfa-nfa-[n/a-n/a-
Intramuscular])

Not reported

EU-EC-
10012352196

02/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Taste disorder (n/a -
Recovered/Resolved

COMIRNATY [TOZINAMERAN]
(S-nfa-n/a-[n/a-n/a-
Intramuscular])

Not reported

EU-EC-
10012352263

02/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Arrhythmia (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Hypertension (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)

COMIRNATY [TOZINAMERAN]
(S-nfa-n/a-[nfa-n/a-
n/a])

Not reported

https://dap.ema.europa.eu/analytics/saw.dll?Go
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EU-EC- 02/05/2022

10012352273

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

Run Line Listing Report

12-17
Years

Adolescent

Male

No

COVID-19 (n/a -
Unknown - Other
Medically Important
Condition),

Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)

COMIRNATY [TOZINAMERAN]
(S-nfa-n/a-[n/a-n/a-
Intramuscular])

Not reported

EU-EC-
10012352697

02/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Uterine haemorrhage
(n/a - Not
Recovered/Not
Resolved - )

COMIRNATY [TOZINAMERAN]
(S-nfa-nfa-[n/a-n/a-
n/a])

Not reported

EU-EC-
10012352863

02/05/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Abdominal pain
upper (n/a -
Unknown - Life
Threatening,
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Arrhythmia (n/a -
Unknown - Life
Threatening,
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Chest pain (14d -
Recovered/Resolved
- Life Threatening,
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Chills (n/a -
Unknown - Life
Threatening,
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Headache (n/a -
Unknown - Life
Threatening,
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Interchange of
vaccine products
(n/a - Unknown -
Life Threatening,
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Myocarditis (n/a -
Recovered/Resolved
- Life Threatening,
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Off label use (n/a -
Unknown - Life
Threatening,
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Ventricular
arrhythmia (n/a -
Unknown - Life
Threatening,
Caused/Prolonged
Hospitalisation,
Other Medically
Important Condition)

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [1d - n/a -
n/al])

[INFLUENZA VIRL
Influenza immuni:
[1d - n/a - n/a])

EU-EC-
10012352972

02/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Application site
reaction (n/a - Not
Recovered/Not
Resolved - ),

Arthralgia (n/a - Not
Recovered/Not
Resolved - ),

Headache (n/a - Not
Recovered/Not
Resolved - ),

Myalgia (n/a - Not
Recovered/Not
Resolved - )

COMIRNATY [TOZINAMERAN]
(S-nfa-n/a-[n/a-n/a-
n/al])

Not reported

EU-EC-
10012352988

02/05/2022

https://dap.ema.europa.eu/analytics/saw.dll?Go

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Lin, T.. Hemophagocytic
Lymphohistiocytosis Following
BNT162b2 mRNA COVID-19
Vaccination.. Vaccines. 2022;10
(4):10.3390/vaccines10040573.
doi:10.3390/vaccines10040573

12-17
Years

Not
Specified

Female

Acute respiratory
distress syndrome
(n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Haemophagocytic

TOZINAMERAN
[TOZINAMERAN] (S - COVID-
19 immunisation - Not
applicable - [1d - n/a - n/a])

Not reported
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lymphohistiocytosis
(n/a-
Recovered/Resolved
- Life Threatening,
Caused/Prolonged
Hospitalisation),

Hypotension (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Pulmonary
haemorrhage (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)

EU-EC-
10012353127

02/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Chest pain (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Hypersensitivity (n/a
- Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Limb discomfort (n/a
- Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Muscular weakness
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Rash (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)

COMIRNATY [TOZINAMERAN]
(S - Immunisation - n/a - [n/a

- n/a-n/a])

Not reported

EU-EC-
10012353541

02/05/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Cardiac failure (n/a -
Fatal - Results in
Death, Other
Medically Important
Condition),

Inappropriate
schedule of product
administration (n/a -
Unknown - ),

Myocarditis (n/a -
Fatal - Results in
Death, Other
Medically Important
Condition)

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [1d - .3mL -
Intramuscular])

Not reported

EU-EC-
10012354183

02/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Chills (n/a -
Unknown -),

Fatigue (n/a -
Recovered/Resolved
=)

Pyrexia (n/a -
Recovered/Resolved

-)

COMIRNATY [TOZINAMERAN]
(S-nfa-n/a-[nfa-n/a-
n/a])

Not reported

EU-EC-
10012354202

02/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Chest pain (13d -
Recovered/Resolved

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [n/a - n/a -
n/al)

Not reported

EU-EC-
10012354510

02/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Migraine with aura
(n/a-
Recovered/Resolved
=)

Pain in extremity
(n/a -
Recovered/Resolved

»

Pyrexia (n/a -
Recovered/Resolved

=)

Rash (n/a -
Recovered/Resolved

COMIRNATY [TOZINAMERAN]
(S-nfa-nfa-[n/a-n/a-
n/al)

Not reported

EU-EC-
10012354520

02/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Paraesthesia (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition)

COMIRNATY [TOZINAMERAN]
(S-nfa-nfa-[nfa-n/a-
n/al)

Not reported

EU-EC-
10012354528

02/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Arrhythmia (n/a -
Not Recovered/Not
Resolved - )

COMIRNATY [TOZINAMERAN]
(S-nfa-n/a-[n/a-n/a-
n/a])

Not reported

EU-EC-
10012354780

02/05/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Asymptomatic
COVID-19 (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),

Drug ineffective (n/a
Recovered/Resolved

- Other Medically
Important Condition)

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [1d - n/a -
Intramuscular])

Not reported

EU-EC-
10012355048

https://dap.ema.europa.eu/analytics/saw.dll?Go

02/05/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Chest discomfort
(n/a-
Recovering/Resolving
- Caused/Prolonged

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

Hospitalisation,
Other Medically
Important
Condition),
Dyspnoea (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),
Heart rate increased
(n/a-
Recovering/Resolving
- Caused/Prolonged
Hospitalisation,
Other Medically
Important Condition)
EU-EC- 02/05/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Anxiety (n/a - Not COMIRNATY [TOZINAMERAN] |Not reported
10012355372 Healthcare |Economic Years Recovered/Not (S - COVID-19 immunisation -
Professional |Area Resolved - n/a-[n/a- 1{DF} -
Caused/Prolonged Intramuscular])
Hospitalisation),
Fatigue (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Malaise (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 02/05/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Immunisation COMIRNATY [TOZINAMERAN] |Not reported
10012355426 Professional |Economic Years reaction (4d - (S - COVID-19 immunisation -
Area Recovered/Resolved |Not applicable - [1d - 1{DF} -
- Other Medically Intramuscular])
Important Condition)
EU-EC- 02/05/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Inappropriate COMIRNATY [TOZINAMERAN] |Not reported
10012355512 Healthcare |Economic Years |Specified schedule of product |(S - COVID-19 immunisation -
Professional |Area administration (n/a - |Not applicable - [1d - n/a -
Unknown - ), n/al)
Menstrual disorder
(n/a - Unknown - )
EU-EC- 02/05/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Eczema (n/a - Not ~ |COMIRNATY [TOZINAMERAN] |Not reported
10012355697 Professional | Economic Years Recovered/Not (S - COVID-19 immunisation -
Area Resolved - ) Not applicable - [1d - 1{DF} -
Intramuscular])
EU-EC- 02/05/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Dizziness (n/a - Not |COMIRNATY [TOZINAMERAN] |Not reported
10012355703 Professional | Economic Years Recovered/Not (S - COVID-19 immunisation -
Area Resolved - ) Not applicable - [1d - 1{DF} -
Intramuscular])
EU-EC- 02/05/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Tremor (n/a - Not COMIRNATY [TOZINAMERAN] |[BILASTINE] (C -
10012355755 Healthcare |Economic Years Recovered/Not (S - COVID-19 immunisation - |n/a - [n/a - n/a -
Professional |Area Resolved - ) n/a-[1d - 1{DF} -
Intramuscular]) [BUDESONIDE] (¢
n/a-[n/a-n/a-
[IPRATROPIUM BI
- Asthma - n/a - [
n/aJ),
[SALBUTAMOL SL
Asthma - n/a - [n,
n/al)
EU-EC- 02/05/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Influenza like illness |COMIRNATY [TOZINAMERAN] |Not reported
10012355983 Professional | Economic Years (n/a - Not (S - COVID-19 immunisation -
Area Recovered/Not Not applicable - [1d - 1{DF} -
Resolved - ) Intramuscular])
EU-EC- 02/05/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Skin reaction (30min |COMIRNATY [TOZINAMERAN] |Not reported
10012355993 Professional | Economic Years - (S - COVID-19 immunisation -
Area Recovered/Resolved |Not applicable - [1d - 1{DF} -
- Intramuscular])
EU-EC- 02/05/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Menstruation delayed | COMIRNATY [TOZINAMERAN] |Not reported
10012356134 Healthcare |Economic Years (n/a - Not (S - COVID-19 immunisation -
Professional |Area Recovered/Not Not applicable - [1d - 1{DF} -
Resolved - ) Intramuscular])
EU-EC- 02/05/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Malaise (10min - COMIRNATY [TOZINAMERAN] |Not reported
10012356363 Healthcare |Economic Years |Specified Recovered/Resolved | (S - COVID-19 immunisation -
Professional |Area =) Not applicable - [n/a - 1{DF}
- n/a])
Syncope (10min -
Recovered/Resolved
EU-EC- 02/05/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Arthralgia (2d - COMIRNATY [TOZINAMERAN] |Not reported
10012356829 Healthcare |Economic Years |Specified Recovered/Resolved |(S - COVID-19 immunisation -
Professional |Area =) Not applicable - [n/a - n/a -
n/al)
Chills (2d -
Recovered/Resolved
=)
Fatigue (2d -
Recovered/Resolved
=)
Headache (2d -
Recovered/Resolved
=)
Malaise (2d -
Recovered/Resolved
=)
Myalgia (2d -
Recovered/Resolved
=)
Pyrexia (2d -
Recovered/Resolved
EU-EC- 02/05/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Dyspnoea (141d - COMIRNATY [TOZINAMERAN] |Not reported
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10012356912

Healthcare
Professional

Economic
Area

Run Line Listing Report

Years

Unknown - ),

IgA nephropathy
(193d - Unknown - ),

Pneumonia (141d -
Unknown -),

Rash (288d -
Unknown - )

(S - Immunisation - n/a - [n/a
- n/a-n/a))

EU-EC-
10012356947

02/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Chills (5d -
Recovered/Resolved
=)

Dizziness (n/a - Not
Recovered/Not
Resolved - ),

Dyspnoea (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Fatigue (n/a - Not
Recovered/Not
Resolved - ),

Headache (n/a -
Unknown - ),

Limb discomfort (n/a
- Unknown -),

Tachycardia (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)

COMIRNATY [TOZINAMERAN]
(S - Immunisation - n/a - [n/a

- n/a-n/a])

Not reported

EU-EC-
10012357659

02/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Erythema annulare
(1wk -
Recovered/Resolved

COMIRNATY [TOZINAMERAN]
(S-nfa-n/a-[nfa-n/a-
n/a])

Not reported

EU-EC-
10012358310

02/05/2022

https://dap.ema.europa.eu/analytics/saw.dll?Go

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Anxiety (n/a - Not
Recovered/Not
Resolved - Disabling,
Other Medically
Important
Condition),

Chest pain (n/a -
Unknown - Disabling,
Other Medically
Important
Condition),

Costochondritis (n/a
- Not Recovered/Not
Resolved - Disabling,
Other Medically
Important
Condition),

Cyanopsia (n/a -
Unknown - Disabling,
Other Medically
Important
Condition),

Decreased appetite
(n/a - Unknown -
Disabling, Other
Medically Important
Condition),

Headache (n/a - Not
Recovered/Not
Resolved - Disabling,
Other Medically
Important
Condition),

Hypoaesthesia eye
(n/a - Unknown -
Disabling, Other
Medically Important
Condition),

Migraine (n/a - Not
Recovered/Not
Resolved - Disabling,
Other Medically
Important
Condition),

Neck pain (n/a -
Unknown - Disabling,
Other Medically
Important
Condition),

Pain (n/a - Not
Recovered/Not
Resolved - Disabling,
Other Medically
Important
Condition),

Panic attack (n/a -
Unknown - Disabling,
Other Medically
Important
Condition),

Rash (n/a - Not
Recovered/Not
Resolved - Disabling,
Other Medically
Important
Condition),

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [n/a - n/a -
n/a])

IBUPROFEN [IBUI
IBUPROFEN SODI
Chest pain - n/a -
n/aJ)
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Rash macular (n/a -
Not Recovered/Not
Resolved - Disabling,
Other Medically
Important
Condition),

Visual field defect
(n/a - Unknown -
Disabling, Other
Medically Important
Condition)

EU-EC-
10012359138

02/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Axillary pain (n/a -
Not Recovered/Not
Resolved - ),

Inappropriate
schedule of product
administration (n/a -
Unknown - ),

Lymphadenopathy
(n/a - Not
Recovered/Not
Resolved - ),

Pain in extremity
(n/a - Not
Recovered/Not
Resolved - )

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [n/a - n/a -
Intramuscular])

DESLORATADINE
[DESLORATADINE
n/a-[n/a - 2.5m¢

EU-EC-
10012359460

02/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Fatigue (2d -
Unknown - ),

Musculoskeletal
stiffness (2d -
Unknown - ),

Somnolence (2d -
Unknown - )

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [n/a - n/a -
n/al)

Not reported

EU-EC-
10012361005

02/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

COVID-19 (n/a -
Unknown - Other
Medically Important
Condition),

Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)

COMIRNATY [TOZINAMERAN]
(S-nfa-n/a-[n/a-n/a-
Intramuscular])

Not reported

EU-EC-
10012361021

02/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Costochondritis (n/a
- Not Recovered/Not
Resolved - )

COMIRNATY [TOZINAMERAN]
(S-nfa-nfa-[nfa-n/a-
n/al)

Not reported

EU-EC-
10012361215

02/05/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

COVID-19 (n/a -
Unknown - Other
Medically Important
Condition),

Drug ineffective (n/a
- Unknown - Other
Medically Important
Condition)

TOZINAMERAN
[TOZINAMERAN] (S - COVID-
19 immunisation - Not
applicable - [n/a - n/a - n/a])

Not reported

EU-EC-
10012350670

01/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

COVID-19 (n/a -
Unknown - Other
Medically Important
Condition),

Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)

COMIRNATY [TOZINAMERAN]
(S-nfa-nf/a-[n/a-n/a-
Intramuscular])

Not reported

EU-EC-
10012350674

01/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

COVID-19 (n/a -
Unknown - Other
Medically Important
Condition),

Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)

COMIRNATY [TOZINAMERAN]
(S-nfa-n/a-[n/a-n/a-
Intramuscular])

Not reported

EU-EC-
10012350698

01/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

COVID-19 (n/a -
Unknown - Other
Medically Important
Condition),

Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)

COMIRNATY [TOZINAMERAN]
(S-nfa-n/a-[n/a-n/a-
Intramuscular])

Not reported

EU-EC-
10012350717

01/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

COVID-19 (n/a -
Unknown - Other
Medically Important
Condition),

Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)

COMIRNATY [TOZINAMERAN]
(S-nfa-n/a-[nfa-n/a-
Intramuscular])

Not reported

EU-EC-
10012350738

01/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

COVID-19 (n/a -
Unknown - Other
Medically Important
Condition),

Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)

COMIRNATY [TOZINAMERAN]
(S-nfa-n/a-[n/a-n/a-
Intramuscular])

Not reported

EU-EC-
10012350749

01/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

COVID-19 (n/a -
Unknown - Other
Medically Important
Condition),

Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)

COMIRNATY [TOZINAMERAN]
(S-nfa-nfa-[nfa-n/a-
Intramuscular])

Not reported

EU-EC-
10012350768

01/05/2022

https://dap.ema.europa.eu/analytics/saw.dll?Go

Spontaneous

Healthcare
Professional

European
Economic

Not available

12-17
Years

Adolescent

Female

No

COVID-19 (n/a -
Unknown - Other

COMIRNATY [TOZINAMERAN]
(S-nfa-nfa-[nfa-n/a-

Not reported
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Medically Important
Condition),

Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)

Intramuscular])

EU-EC-
10012350791

01/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Erythema (2d -
Recovered/Resolved

»

Influenza like illness
(2d -
Recovered/Resolved

i

Puncture site pain
(2d -
Recovered/Resolved

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [6s - 1{DF} -
Intramuscular])

Not reported

EU-EC-
10012350871

01/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

COVID-19 (n/a -
Unknown - Other
Medically Important
Condition),

Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)

COMIRNATY [TOZINAMERAN]
(S-nfa-nfa-[n/a-n/a-
Intramuscular])

Not reported

EU-EC-
10012350901

01/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

COVID-19 (n/a -
Unknown - Other
Medically Important
Condition),

Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)

COMIRNATY [TOZINAMERAN]
(S-nfa-n/a-[n/a-n/a-
Intramuscular])

Not reported

EU-EC-
10012350950

01/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

COVID-19 (n/a -
Unknown - Other
Medically Important
Condition),

Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)

COMIRNATY [TOZINAMERAN]
(S-nfa-nfa-[n/a-n/a-
Intramuscular])

Not reported

EU-EC-
10012350959

01/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

COVID-19 (n/a -
Unknown - Other
Medically Important
Condition),

Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)

COMIRNATY [TOZINAMERAN]
(S-nfa-nfa-[n/a-n/a-
Intramuscular])

Not reported

EU-EC-
10012350983

01/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

COVID-19 (n/a -
Unknown - Other
Medically Important
Condition),

Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)

COMIRNATY [TOZINAMERAN]
(S-nfa-n/a-[n/a-n/a-
Intramuscular])

Not reported

EU-EC-
10012348505

https://dap.ema.europa.eu/analytics/saw.dll?Go

30/04/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Asthenia (n/a -
Recovered/Resolved
With Sequelae -
Other Medically
Important
Condition),

Chest pain (n/a -
Recovered/Resolved
With Sequelae -
Other Medically
Important
Condition),

Decreased appetite
(n/a-
Recovered/Resolved
With Sequelae -
Other Medically
Important
Condition),

Dyspnoea (n/a -
Recovered/Resolved
With Sequelae -
Other Medically
Important
Condition),

Malaise (n/a -
Recovered/Resolved
With Sequelae -
Other Medically
Important
Condition),

Nausea (n/a -
Recovered/Resolved
With Sequelae -
Other Medically
Important
Condition),

Pain (n/a -
Recovered/Resolved
With Sequelae -
Other Medically
Important
Condition),

Pain in extremity
(n/a-
Recovered/Resolved
With Sequelae -

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
n/a - [n/a - 1{DF} -
Intramuscular])

COMIRNATY [TOZ
(C - COVID-19 im
n/a - [n/a - 1{DF}
Intramuscular]),

COMIRNATY [TOZz

(C-nfa-n/a-[n
Intramuscular])
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Other Médically
Important
Condition),

Palpitations (n/a -
Recovered/Resolved
With Sequelae -
Other Medically
Important
Condition),

Pyrexia (n/a -
Recovered/Resolved
With Sequelae -
Other Medically
Important
Condition),

Weight decreased
(n/a-
Recovered/Resolved
With Sequelae -
Other Medically
Important Condition)

EU-EC-
10012348773

30/04/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Cough (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Headache (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Hypertension (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Laryngeal oedema
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Rash (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [n/a - .3mL -
Intramuscular])

Not reported

EU-EC-
10012348885

30/04/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

Chest pain (n/a -
Unknown - ),

Pyrexia (n/a -
Unknown - )

COMIRNATY [TOZINAMERAN]
(S-nfa-nfa-[n/a-n/a-
Intramuscular])

Not reported

EU-EC-
10012348906

30/04/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

COVID-19 (n/a -
Unknown - Other
Medically Important
Condition),

Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)

COMIRNATY [TOZINAMERAN]
(S-nfa-n/a-[n/a-n/a-
Intramuscular])

Not reported

EU-EC-
10012348953

30/04/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

COVID-19 (n/a -
Unknown - Other
Medically Important
Condition),

Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)

COMIRNATY [TOZINAMERAN]
(S-nfa-n/a-[nfa-n/a-
Intramuscular])

Not reported

EU-EC-
10012348988

30/04/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

COVID-19 (n/a -
Unknown - Other
Medically Important
Condition),

Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)

COMIRNATY [TOZINAMERAN]
(S-nfa-n/a-[n/a-n/a-
Intramuscular])

Not reported

EU-EC-
10012349015

30/04/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

COVID-19 (n/a -
Unknown - Other
Medically Important
Condition),

Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)

COMIRNATY [TOZINAMERAN]
(S-nfa-n/a-[n/a-n/a-
Intramuscular])

Not reported

EU-EC-
10012349780

30/04/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

COVID-19 (n/a -
Unknown - Other
Medically Important
Condition),

Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)

COMIRNATY [TOZINAMERAN]
(S-nfa-n/a-[n/a-n/a-
Intramuscular])

Not reported

EU-EC-
10012349783

30/04/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

COVID-19 (n/a -
Unknown - Other
Medically Important
Condition),

Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)

COMIRNATY [TOZINAMERAN]
(S-nfa-nfa-[nfa-n/a-
Intramuscular])

Not reported

EU-EC-
10012350403

30/04/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

https://dap.ema.europa.eu/analytics/saw.dll?Go

Not available

12-17
Years

Adolescent

Male

Dizziness (n/a -
Recovered/Resolved

7

Fatigue (n/a -

COMIRNATY [TOZINAMERAN]
(S-nfa-n/a-[n/a-n/a-
n/a)

Not reported
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Recovered/Resolved
EU-EC- 29/04/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Nausea (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10012336474 Healthcare |Economic Years |Specified Recovering/Resolving | (S - COVID-19 immunisation -
Professional |Area =) n/a - [n/a - 1{DF} - n/a])
Paraesthesia (n/a -
Recovering/Resolving
=)
Vertigo (n/a -
Recovering/Resolving
=)
Vision blurred (n/a -
Recovering/Resolving
-)
EU-EC- 29/04/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Dizziness (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10012336481 Healthcare |Economic Years |Specified Recovering/Resolving | (S - COVID-19 immunisation -
Professional |Area -), n/a-[n/a-.3mL-
Intramuscular])
Fatigue (n/a -
Recovering/Resolving
=)
Nausea (n/a -
Recovering/Resolving
=)
Pain (n/a -
Recovering/Resolving
Somnolence (n/a -
Recovering/Resolving
=)
Spinal pain (n/a -
Recovering/Resolving
=)
Visual field defect
(n/a-
Recovering/Resolving
EU-EC- 29/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male Yes Drug level decreased |COMIRNATY [TOZINAMERAN] |[CLOBAZAM] (C -
10012337582 Professional |Economic Years |Specified (n/a- (S - Immunisation - Unknown |[2d - 10mg - n/a]
Area Recovered/Resolved |- [n/a - n/a - n/a]),
=)
[SODIUM VALPROATE,
Fatigue (n/a - VALPROIC ACID, SODIUM
Unknown -), VALPROATE] (S - Epilepsy -
Unknown - [n/a - 300mg -
Seizure (n/a - Oral - More in ICSR])
Unknown -
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),
Somnolence (n/a -
Unknown - )
EU-EC- 29/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Heavy menstrual COMIRNATY [TOZINAMERAN] |Not reported
10012338004 Professional |Economic Years |Specified bleeding (n/a - Not |(S - Immunisation - n/a - [n/a
Area Recovered/Not - n/a - Intramuscular - More
Resolved - in ICSR]),
Disabling),
COMIRNATY [TOZINAMERAN]
Menstruation (S - Immunisation - n/a - [n/a
irregular (n/a - Not |- n/a - Intramuscular])
Recovered/Not
Resolved - Disabling)
EU-EC- 29/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Rash (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10012338216 Professional |Economic Years Recovered/Resolved |(S - Immunisation - n/a - [n/a
Area - Caused/Prolonged |- n/a - n/a])
Hospitalisation)
EU-EC- 29/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Asthenia (n/a - Fatal |COMIRNATY [TOZINAMERAN] |Not reported
10012338238 Professional |European Years |Specified - Results in Death), |(S - COVID-19 immunisation -
Economic Not applicable - [1d - n/a -
Area Cough (n/a - Fatal - |Intramuscular])
Results in Death),
Vaccination site pain
(n/a - Fatal - Results
in Death)
EU-EC- 29/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Cellulitis (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10012338384 Professional |European Years |Specified Recovered/Resolved |(S - COVID-19 immunisation -
Economic - Other Medically Not applicable - [1d - n/a -
Area Important Intramuscular])
Condition),
Peripheral swelling
(n/a-
Recovered/Resolved
=)
Vaccination site pain
(n/a - Unknown - )
EU-EC- 29/04/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Menstruation COMIRNATY [TOZINAMERAN] |Not reported
10012338435 Healthcare |Economic Years |Specified irregular (n/a - Not  |(S - COVID-19 immunisation -
Professional |Area Recovered/Not Not applicable - [n/a - 1{DF}
Resolved - ) - n/a])
EU-EC- 29/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Injection site COMIRNATY [TOZINAMERAN] |Not reported
10012338446 Professional |Economic Years |Specified erythema (1d - (S - COVID-19 immunisation -
Area Recovered/Resolved |Not applicable - [n/a - 1{DF}
=) -n/al)
Menstruation delayed
(n/a - Not
Recovered/Not
Resolved - ),
Myalgia (2d -
Recovered/Resolved
EU-EC- 29/04/2022 | Spontaneous |Healthcare  |Non Not available 12-17 |Not Male No Varicocele (3d - COMIRNATY [TOZINAMERAN] |Not reported
10012338671 Professional |European Years | Specified Recovered/Resolved |(S - COVID-19 immunisation -
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- Caused/Prolonged
Hospitalisation)

Not applicable - [1d - n/a -
Intramuscular])

EU-EC-
10012338683

29/04/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

COVID-19 (n/a -
Unknown - Other
Medically Important
Condition),

Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [1d - n/a -
n/a)

Not reported

EU-EC-
10012339390

29/04/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Body temperature
increased (3d -
Recovered/Resolved
=)

Chest pain (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Lymphadenopathy
(n/a - Unknown - ),

Oropharyngeal
discomfort (n/a -
Unknown - )

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [1d - n/a -
Intramuscular])

Not reported

EU-EC-
10012339448

29/04/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Altered state of
consciousness (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),

Headache (n/a -
Recovered/Resolved

=)

Pallor (n/a -
Recovered/Resolved
=)

Pyrexia (n/a -
Recovered/Resolved

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [n/a - .3mL -
n/a])

Not reported

EU-EC-
10012339511

29/04/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

COVID-19 (n/a -
Unknown - ),

Vaccination failure
(n/a - Unknown - )

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [n/a - 1{DF}

- Intramuscular])

Not reported

EU-EC-
10012339876

29/04/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

COVID-19 (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),

Drug ineffective (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-
10012339929

29/04/2022

https://dap.ema.europa.eu/analytics/saw.dll?Go

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Ageusia (n/a -
Unknown - ),

Back pain (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Disabling),

Chest pain (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Disabling, Other
Medically Important
Condition),

Dizziness (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Disabling, Other
Medically Important
Condition),

Dyspnoea (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Disabling),

Fatigue (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Disabling, Other
Medically Important
Condition),

Feeling abnormal
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Disabling, Other
Medically Important
Condition),

Headache (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [1d - n/a -
Intramuscular])

Not reported
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Hospitalisation,
Disabling, Other
Medically Important
Condition),

Iliness (n/a -
Unknown -),

Nausea (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Disabling, Other
Medically Important
Condition),

Tinnitus (n/a -
Unknown - )

EU-EC-
10012339956

29/04/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Headache (7d -
Recovered/Resolved

»

Inappropriate
schedule of product
administration (n/a -
Unknown - ),

Malaise (n/a - Not
Recovered/Not
Resolved - ),

Nausea (n/a - Not
Recovered/Not
Resolved - ),

Vomiting (3d -
Recovered/Resolved

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [1d - n/a -
n/al)

Not reported

EU-EC-
10012339966

29/04/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Nausea (1d -
Recovered/Resolved

)

Pain in extremity (2d

Recovered/Resolved

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [1d - n/a -
n/al)

Not reported

EU-EC-
10012340357

29/04/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Uveitis (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)

COMIRNATY [TOZINAMERAN]
(S-nfa-nfa-[1d-n/a-
n/a])

Not reported

EU-EC-
10012340444

29/04/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Fatigue (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)

COMIRNATY [TOZINAMERAN]
(S - Immunisation - n/a - [n/a
- 2{DF} - n/a])

Not reported

EU-EC-
10012340760

29/04/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Headache (n/a - Not
Recovered/Not
Resolved - ),

Malaise (n/a - Not
Recovered/Not
Resolved - ),

Nausea (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}
- n/a])

Not reported

EU-EC-
10012340792

29/04/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Amenorrhoea (n/a -
Not Recovered/Not
Resolved - )

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [n/a - 1{DF}

- n/al)

Not reported

EU-EC-
10012341109

29/04/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Influenza like illness
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

Pain (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

Rash (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

Syncope (0d -
Recovered/Resolved
- Other Medically
Important Condition)

COMIRNATY [TOZINAMERAN]
(S - Immunisation - n/a - [n/a

- 1{DF} - n/a])

Not reported

EU-EC-
10012341139

29/04/2022

https://dap.ema.europa.eu/analytics/saw.dll?Go

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Child

Female

Hypokinesia (12d -
Recovered/Resolved

=)

Oedema peripheral
(12d -
Recovered/Resolved
=)

Pain in extremity
(12d -
Recovered/Resolved
=)

Temperature
difference of
extremities (12d -
Recovered/Resolved

7

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [n/a - 1{DF}

- Intramuscular])

COMIRNATY [TOZ
(C - COVID-19 im
Not applicable - [i
Intramuscular])
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Tendonitis (12d -
Recovered/Resolved
EU-EC- 29/04/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Immunisation COMIRNATY [TOZINAMERAN] |Not reported
10012342703 Healthcare |Economic Years reaction (3d - (S - COVID-19 immunisation -
Professional |Area Recovered/Resolved |Not applicable - [n/a - 1{DF}
- - Intramuscular])
EU-EC- 29/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Urticaria (2d - COMIRNATY [TOZINAMERAN] |Not reported
10012342751 Professional |Economic Years Recovered/Resolved |(S - COVID-19 immunisation -
Area - Not applicable - [1d - 1{DF} -
Intramuscular])
EU-EC- 29/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Presyncope (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10012342753 Professional |Economic Years Recovered/Resolved | (S - COVID-19 immunisation -
Area - Not applicable - [1d - 1{DF} -
Intramuscular])
EU-EC- 29/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Amenorrhoea (n/a - |COMIRNATY [TOZINAMERAN] |Not reported
10012342820 Professional |Economic Years Not Recovered/Not | (S - COVID-19 immunisation -
Area Resolved - ) Not applicable - [1d - 1{DF} -
Intramuscular])
EU-EC- 29/04/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Disease recurrence |COMIRNATY [TOZINAMERAN] |Not reported
10012342869 Healthcare |Economic Years (n/a- (S - COVID-19 immunisation -
Professional |Area Recovering/Resolving |Not applicable - [1d - 1{DF} -
-), Intramuscular])
IgA nephropathy
(n/a-
Recovering/Resolving
Lymphadenopathy
(n/a-
Recovering/Resolving
EU-EC- 29/04/2022 | Spontaneous |Healthcare  |Non Not available 12-17 |Not Male No Pyrexia (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10012342994 Professional |European Years | Specified Recovering/Resolving | (S - COVID-19 immunisation -
Economic - Caused/Prolonged |Not applicable - [1d - n/a -
Area Hospitalisation) Intramuscular])
EU-EC- 29/04/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Amenorrhoea (n/a - |COMIRNATY [TOZINAMERAN] |Not reported
10012343213 Healthcare  |Economic Years | Specified Not Recovered/Not  |(S - COVID-19 immunisation -
Professional |Area Resolved - ) Not applicable - [n/a - 1{DF}
- n/aj)
EU-EC- 29/04/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Headache (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10012343700 Healthcare |Economic Years Unknown - (S - Immunisation - n/a - [n/a
Professional |Area Caused/Prolonged - n/a-n/a)),
Hospitalisation),
SPIKEVAX [COVID-19 MRNA
Paraesthesia (43d - | VACCINE MODERNA (CX-
Recovered/Resolved |024414)] (S - Immunisation -
- Caused/Prolonged |n/a - [n/a - n/a - n/al)
Hospitalisation)
EU-EC- 29/04/2022 | Spontaneous |Non Non Not available 12-17 |Not Male No Body temperature COMIRNATY [TOZINAMERAN] |Not reported
10012343836 Healthcare |European Years |Specified increased (n/a - (S - COVID-19 immunisation -
Professional | Economic Unknown - Other Not applicable - [1d - n/a -
Area Medically Important |n/a])
Condition),
Chest pain (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Feeling abnormal
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 29/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Anaphylactic shock |COMIRNATY [TOZINAMERAN] |Not reported
10012343843 Professional |Economic Years | Specified (n/a- (S - COVID-19 immunisation -
Area Recovered/Resolved |n/a - [n/a - n/a -
- Caused/Prolonged |Intramuscular])
Hospitalisation),
Rash (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 29/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Hypotonic- COMIRNATY [TOZINAMERAN] |Not reported
10012343845 Professional |Economic Years |Specified hyporesponsive (S - COVID-19 immunisation -
Area episode (n/a - n/a-[n/a-.3mL-
Unknown - Other Intramuscular])
Medically Important
Condition),
Seizure (n/a -
Unknown - Other
Medically Important
Condition),
Vomiting (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 29/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Hypotonic- COMIRNATY [TOZINAMERAN] |Not reported
10012343846 Professional | Economic Years | Specified hyporesponsive (S - COVID-19 immunisation -
Area episode (n/a - n/a-[n/a-nfa-
Unknown - ), Intramuscular])
Pallor (n/a -
Unknown -),
Syncope (n/a -
Unknown - )
EU-EC- 29/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Asthenia (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10012343850 Professional |Economic Years |Specified Unknown - ), (S - COVID-19 immunisation -
Area n/a-[n/a-.3mL-
Chest pain (n/a - Intramuscular])
Unknown -),
Malaise (n/a -
Unknown - )
EU-EC- 29/04/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Headache (n/a - Not |COMIRNATY [TOZINAMERAN] |Not reported
10012343961 Healthcare |Economic Years |Specified Recovered/Not (S - COVID-19 immunisation -
Professional |Area Resolved - ), Not applicable - [n/a - n/a -
n/a])
Malaise (n/a - Not
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Recovered/Not
Resolved - )

EU-EC-
10012344100

29/04/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

COVID-19 (n/a -
Recovering/Resolving

7

Epistaxis (n/a -
Unknown - ),

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

»

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-
10012344272

29/04/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Chest pain (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),

Fatigue (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),

Myocarditis (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),

Palpitations (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),

Tachycardia (n/a -
Recovering/Resolving
- Other Medically
Important Condition)

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [1d - n/a -
n/a])

Not reported

EU-EC-
10012344447

29/04/2022

https://dap.ema.europa.eu/analytics/saw.dll?Go

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

COVID-19 (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

Drug ineffective (n/a
- Unknown - Other
Medically Important
Condition),

Erythema (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

Erythema multiforme
(n/a-
Recovered/Resolved
- Other Medically
Important
Condition),

Feeling hot (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),

Pain in extremity
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

Pruritus (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),

Rash (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

Rash erythematous
(n/a-
Recovered/Resolved
- Other Medically
Important
Condition),

Skin discolouration
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

TOZINAMERAN
[TOZINAMERAN] (S - COVID-
19 immunisation - Not
applicable - [1d - n/a -
Intramuscular])

[LORATADINE] (C
allergy - n/a - [n/.
n/al),

[METHYLPREDNIS
ACETATE] (C - n/i
- n/a-n/a]),

[PROPRANOLOL,
PROPRANOLOL
HYDROCHLORIDE
Migraine - nfa - [1
n/al),
[ZOLMITRIPTAN]

Migraine - n/a - [t
n/a])
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Swelling (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)

EU-EC-
10012345026

29/04/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Headache (n/a -
Unknown - Other
Medically Important
Condition),

Iliness (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),

Inappropriate
schedule of product
administration (n/a -
Unknown - ),

Pain (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/al)

Not reported

EU-EC-
10012345082

29/04/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Child

Female

Dysphagia (n/a -
Unknown -),

Dyspnoea (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),

Localised oedema
(n/a - Unknown -
Other Medically
Important
Condition),

Paraesthesia (n/a -
Unknown - Other
Medically Important
Condition),

Pruritus (n/a -
Unknown - Other
Medically Important
Condition),

Swelling face (n/a -
Unknown - Other
Medically Important
Condition),

Syncope (n/a -
Recovered/Resolved
- Other Medically
Important Condition)

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [n/a - 1{DF}

- Intramuscular])

Not reported

EU-EC-
10012345206

29/04/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Conversion disorder
(n/a-
Recovered/Resolved
With Sequelae -
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Hypoaesthesia (n/a -
Unknown -
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Monoplegia (n/a -
Unknown -
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Paraesthesia (n/a -
Unknown -
Caused/Prolonged
Hospitalisation,
Other Medically
Important Condition)

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [1d - n/a -
n/a])

[ETHINYLESTRAC
LEVONORGESTRE
ANHYDROUS] (C
[n/a - n/a - n/a])

EU-EC-
10012345495

29/04/2022

https://dap.ema.europa.eu/analytics/saw.dll?Go

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Abdominal pain
upper (1d -
Recovered/Resolved
- Other Medically
Important
Condition),

Chills (n/a -
Unknown - Other
Medically Important
Condition),

Dizziness (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

Dizziness (n/a -
Unknown - Other
Medically Important
Condition),

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [1d - n/a -
n/a)

[CETIRIZINE, CE1
DIHYDROCHLORI
Urticaria - n/a - [r
n/a]),

[ETHINYLESTRAC
LEVONORGESTRE
Menstruation irre¢

[n/a - n/a -n/a])
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Dyspnoea (1d -
Recovered/Resolved
- Other Medically
Important
Condition),

Fatigue (n/a -
Unknown - Other
Medically Important
Condition),

Iliness (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

Lymphadenopathy
(n/a - Unknown -
Other Medically
Important
Condition),

Nausea (n/a -
Unknown - Other
Medically Important
Condition),

Pain in extremity
(n/a - Unknown -
Other Medically
Important
Condition),

Pruritus (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

Rash (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

Urticaria (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)

EU-EC-
10012346071

29/04/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Vulvovaginal mycotic
infection (éd -
Recovered/Resolved

COMIRNATY [TOZINAMERAN]
(S - Immunisation - n/a - [n/a

- n/a-n/a])

Not reported

EU-EC-
10012346076

29/04/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Injection site pain
(103d - Not
Recovered/Not
Resolved - ),

Pain in extremity
(103d - Not
Recovered/Not
Resolved - )

COMIRNATY [TOZINAMERAN]
(S - Immunisation - n/a - [n/a
- n/a-n/a])

Not reported

EU-EC-
10012346077

29/04/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Fatigue (140d -
Recovered/Resolved

»

Headache (139d -
Recovered/Resolved

COMIRNATY [TOZINAMERAN]
(S - Immunisation - n/a - [n/a
- n/a-n/a])

Not reported

EU-EC-
10012346083

29/04/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Herpes zoster (n/a -
Not Recovered/Not
Resolved - ),

Rash (n/a - Not
Recovered/Not
Resolved - )

COMIRNATY [TOZINAMERAN]
(S - Immunisation - n/a - [n/a
- n/a-n/a])

Not reported

EU-EC-
10012346085

29/04/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Aphasia (98d - Not
Recovered/Not
Resolved - ),

Disturbance in
attention (98d - Not
Recovered/Not
Resolved - ),

Dizziness (95d - Not
Recovered/Not
Resolved - ),

Dyspnoea (98d - Not
Recovered/Not
Resolved - ),

Feeling hot (98d -
Not Recovered/Not
Resolved - ),

Injection site pain
(14d - Not
Recovered/Not
Resolved - ),

Malaise (98d - Not
Recovered/Not
Resolved - )

COMIRNATY [TOZINAMERAN]
(S - Immunisation - n/a - [n/a

- n/a - n/a])

Not reported

EU-EC-
10012346096

29/04/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Nausea (115d -
Recovering/Resolving

r

Tachycardia (120d -
Recovering/Resolving

COMIRNATY [TOZINAMERAN]
(S - Immunisation - n/a - [n/a
- n/a - n/a])

Not reported

EU-EC-
10012346097

29/04/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

https://dap.ema.europa.eu/analytics/saw.dll?Go

Not available

12-17
Years

Adolescent

Female

Influenza (4d -
Recovered/Resolved
With Sequelae - ),

Injection site pain

COMIRNATY [TOZINAMERAN]
(S - Immunisation - n/a - [n/a
- n/a - nfa])

Not reported
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(4d -
Recovering/Resolving
=)
Injection site
swelling (4d -
Recovered/Resolved
EU-EC- 29/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Fatigue (282d - Not |COMIRNATY [TOZINAMERAN] |Not reported
10012346099 Healthcare |Economic Years Recovered/Not (S - Immunisation - n/a - [n/a
Professional |Area Resolved - ), - n/a-n/a))
Headache (282d -
Not Recovered/Not
Resolved - ),
Taste disorder (282d
- Not Recovered/Not
Resolved - )
EU-EC- 29/04/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Genital herpes (8d - |COMIRNATY [TOZINAMERAN] |Not reported
10012346102 Healthcare |Economic Years Recovered/Resolved | (S - Immunisation - n/a - [n/a
Professional |Area - - n/a - n/al)
EU-EC- 29/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Influenza (4d - COMIRNATY [TOZINAMERAN] |Not reported
10012346103 Healthcare |Economic Years Recovered/Resolved |(S - Immunisation - n/a - [n/a
Professional |Area With Sequelae - ), |- n/a-n/a])
Injection site pain
(4d -
Recovering/Resolving
Injection site
swelling (4d -
Recovered/Resolved
EU-EC- 29/04/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Rash (41d - COMIRNATY [TOZINAMERAN] |Not reported
10012346104 Healthcare |Economic Years Recovered/Resolved |(S - Immunisation - n/a - [n/a
Professional |Area - - n/a - n/a])
EU-EC- 29/04/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Fatigue (63d - Not  |COMIRNATY [TOZINAMERAN] |Not reported
10012346105 Healthcare |Economic Years Recovered/Not (S - Immunisation - n/a - [n/a
Professional |Area Resolved - ), - n/a - n/a])
Gastrointestinal pain
(63d - Not
Recovered/Not
Resolved - ),
Headache (63d - Not
Recovered/Not
Resolved - ),
Menstrual disorder
(63d - Not
Recovered/Not
Resolved - )
EU-EC- 29/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Rash (6d - COMIRNATY [TOZINAMERAN] |Not reported
10012346106 Healthcare |Economic Years Recovered/Resolved |(S - Immunisation - n/a - [n/a
Professional |Area - - n/a - n/a])
EU-EC- 29/04/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Herpes zoster (286d |COMIRNATY [TOZINAMERAN] |Not reported
10012346107 Healthcare |Economic Years - Unknown - ) (S - Immunisation - n/a - [n/a
Professional |Area - n/a - n/al)
EU-EC- 29/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Influenza like illness |COMIRNATY [TOZINAMERAN] |Not reported
10012346109 Healthcare |Economic Years (1d- (S - Immunisation - n/a - [n/a
Professional |Area Recovering/Resolving |- n/a - n/al)
=)
Nausea (1d -
Recovering/Resolving
=)
Vomiting (1d -
Recovering/Resolving
EU-EC- 29/04/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Rash (36d - COMIRNATY [TOZINAMERAN] |Not reported
10012346111 Healthcare |Economic Years Recovered/Resolved |(S - Immunisation - n/a - [n/a
Professional |Area - - n/a - n/a])

Return - Refresh - Print - Export

https://dap.ema.europa.eu/analytics/saw.dll?Go

S O b 7 Rows 6001 - 6500

60/60



