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Run Line Listing Report
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Primary . . Concomitant/Not
EV : Source N Patient Reaction List PT Suspec_t/ interacting Administered Drug
EUlocal  |Gatewa Primary | count Patient | 1 Group [Patient  |72"e™ | (Duration — Outcome | P49 List (Orug Char - i n o char -
N way Report Type |Source Ty Literature Reference Age g p |Patie Child uratio ULCOME | 1 dication PT - Action - (Drug Cha .
umber Receipt Qualification for Grou (as per Sex Report |~ Seriousness taken - [Duration - Indication PT - Actior
Date Regulatory P reporter) P Criteria) taken - [Duration -
Dose - Route])
Purposes Dose - Route])
EU-EC- 30/05/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Hypersensitivity (n/a |COMIRNATY COMIRNATY
10012590998 Professional |Economic Years - Not Recovered/Not |[TOZINAMERAN] (S - |[TOZINAMERAN] (C -
Area Resolved - ) COVID-19 COVID-19
immunisation - Not immunisation - Not
applicable - [1d - applicable - [33d -
1{DF} - 2{DF} -
Intramuscular]) Intramuscular])
EU-EC- 30/05/2022 | Spontaneous |Non European |Not available 12-17 |Child Female |No Tenderness (1d - COMIRNATY Not reported
10012591026 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area - COVID-19
immunisation - Not
applicable - [n/a -
30ug - Intramuscular])
EU-EC- 30/05/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Myalgia (1d - COMIRNATY Not reported
10012591027 Healthcare  |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =), COvID-19
immunisation - Not
Pain (2d - applicable - [n/a -
Recovered/Resolved |30ug - Intramuscular])
=)
Pyrexia (1d -
Recovered/Resolved
EU-EC- 30/05/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Auditory disorder COMIRNATY Not reported
10012591041 Healthcare |Economic Years (5min - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |COVID-19
=), immunisation - Drug
withdrawn - [1d - .3mL
Musculoskeletal - Intramuscular])
stiffness (5min -
Recovered/Resolved
Vision blurred (5min
Recovered/Resolved
EU-EC- 30/05/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent [Female |No Menstruation delayed | COMIRNATY Not reported
10012591157 Healthcare |Economic Years (n/a- [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |COVID-19
- immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 30/05/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Arthritis (n/a - COMIRNATY Not reported
10012591162 Professional |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Area - COvID-19
immunisation - n/a -
[n/a - 1{DF} -
Intramuscular])
EU-EC- 30/05/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent [Female |No Amenorrhoea (n/a - |COMIRNATY Not reported
10012591214 Healthcare |Economic Years Not Recovered/Not  |[TOZINAMERAN] (S -
Professional |Area Resolved - ) COVID-19
immunisation - n/a -
[1d - 30ug -
Intramuscular])
EU-EC- 30/05/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent [Female |No Asthenia (n/a - Not |COMIRNATY Not reported
10012591538 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19
immunisation - Drug
Chest pain (n/a - Not |withdrawn - [1d -
Recovered/Not 1{DF} -
Resolved - ), Intramuscular])
Dyspnoea (n/a - Not
Recovered/Not
Resolved - ),
Tachycardia (n/a -
Not Recovered/Not
Resolved - )
EU-EC- 30/05/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Influenza like iliness | COMIRNATY Not reported
10012591678 Healthcare  |Economic Years (n/a - Unknown - )  |[TOZINAMERAN] (S -
Professional |Area COVID-19
immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 30/05/2022 | Spontaneous |Healthcare  |Non Jain, E.. Multisystem Inflammatory 12-17 |Not Female |No COVID-19 (n/a - TOZINAMERAN Not reported
10012591875 Professional |European |Syndrome in Children after SARS-CoV-2 Years | Specified Unknown - [TOZINAMERAN] (S -
Economic |Vaccination. Emerging infectious diseases. Caused/Prolonged COVID-19
Area 2022;28(5):990-993. Hospitalisation, immunisation - Not
doi:10.3201/eid2805.212418 Jain, E.. Other Medically applicable - [n/a - n/a
Multisystem Inflammatory Syndrome in Important - n/al)
Children after SARS-CoV-2 Vaccination. Condition),
Emerging infectious diseases.
2022;28(5):10.1101/2020.04.20.20071423. Drug ineffective (n/a
doi:10.1101/2020.04.20.20071423 - Unknown - Other
Medically Important
Condition),
Multisystem
inflammatory
syndrome in children
(n/a-
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important Condition)
EU-EC- 30/05/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Hypomenorrhoea COMIRNATY Not reported
10012592706 Professional | Economic Years |Specified (n/a - Not [TOZINAMERAN] (S -
Area Recovered/Not Immunisation - n/a -
Resolved - [n/a-n/a-
Disabling), Intramuscular - More
in ICSR]),
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Menstruation
irregular (n/a - Not
Recovered/Not
Resolved - Disabling)

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

EU-EC-
10012592907

30/05/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Anti-ganglioside
antibody negative
(n/a - Unknown - ),

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

Dysgraphia (n/a -
Unknown - ),

Eating disorder (n/a
- Unknown - ),

Grip strength
decreased (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

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

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

Impaired self-care
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

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

Post viral fatigue
syndrome (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Disabling, Other
Medically Important
Condition)

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

Not reported

EU-EC-
10012593298

30/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Vaccination site pain
(n/a - Unknown -)

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

Not reported

EU-EC-
10012593445

30/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

Chest pain (n/a -
Unknown -),

Malaise (n/a -
Unknown - )

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

Not reported

EU-EC-
10012593576

30/05/2022

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

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

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

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

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

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

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

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

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

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

Not reported
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Photophobia (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Pyrexia (4d -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Rash (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Vomiting (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 30/05/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Abdominal pain (n/fa |COMIRNATY Not reported
10012593609 Healthcare |Economic Years - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |COVID-19
=), immunisation - Dose
not changed - [n/a -
Cold sweat (n/a - 1{DF} - n/al),
Recovered/Resolved
-), COMIRNATY
[TOZINAMERAN] (S -
Cough (n/a - COVID-19
Recovered/Resolved |immunisation - Not
=), applicable - [n/a -
1{DF} - n/a])
Dizziness (n/a -
Recovered/Resolved
=)
Fatigue (n/a -
Recovered/Resolved
=)
Headache (n/a -
Recovered/Resolved
=)
Pyrexia (n/a -
Recovered/Resolved
=)
Sensitive skin (n/a -
Recovered/Resolved
EU-EC- 29/05/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Language disorder ~ |COMIRNATY Not reported
10012583933 Healthcare |Economic Years (94d - [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving |Immunisation - n/a -
- Caused/Prolonged |[n/a - n/a - n/a])
Hospitalisation),
Malaise (94d -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Weight decreased
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 29/05/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent [Female |No Anxiety (63d - Not ~ |COMIRNATY Not reported
10012583948 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), Immunisation - n/a -
[n/a - n/a - n/a])
Fatigue (n/a - Not
Recovered/Not
Resolved - ),
Limb discomfort (n/a
- Not Recovered/Not
Resolved - ),
Malaise (63d -
Recovered/Resolved
Myalgia (63d -
Recovering/Resolving
Paraesthesia (63d -
Recovered/Resolved
Tachycardia (n/a -
Not Recovered/Not
Resolved - )
EU-EC- 28/05/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Syncope (0d - COMIRNATY Not reported
10012580438 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area - Other Medically Immunisation - n/a -
Important Condition) |[n/a - n/a - n/a])
EU-EC- 28/05/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Male No COVID-19 (n/a - Not |COMIRNATY [HUMAN NORMAL
10012580662 Professional |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S - |IMMUNOGLOBULIN
Area Resolved - Immunisation - Not (V)] (C-n/a-n/a-
Caused/Prolonged applicable - [n/a - [n/a - 25g - n/a])
Hospitalisation) 1{DF} -
Intramuscular]),
EVUSHELD
[CILGAVIMAB,
TIXAGEVIMAB] (S -
Immunisation - Not
applicable - [n/a -
300mg -
Intramuscular])
EU-EC- 28/05/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Asthma (28d - COMIRNATY Not reported
10012580754 Professional |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Area =) CovID-19
immunisation - Not
Dyspnoea exertional |applicable - [n/a - n/a
(28d - - n/a])
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Recovered/Resolved

)

Urticaria (28d -
Recovered/Resolved

EU-EC-
10012581993

28/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Not
Specified

Lymph node pain
(n/a - Unknown - ),

Lymphadenopathy
(n/a - Unknown -)

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

Not reported

EU-EC-
10012582258

28/05/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

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

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

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

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

Not reported

EU-EC-
10012582290

28/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Body temperature
increased (2d -
Recovered/Resolved

),

Peripheral coldness

Recovered/Resolved

'

Vaccination site pain
(2d -
Recovered/Resolved

-)

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

Not reported

EU-EC-
10012569892

27/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Child

Female

No

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

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

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

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

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

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

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

[IBUPROFEN,
IBUPROFEN SODIUM
DIHYDRATE] (C -
Headache - n/a - [n/i
- n/a - Oral]),

[NAPROXEN,
NAPROXEN SODIUM:
(C - Pyrexia - n/a -
[n/a - n/a - Oral]),

[PARACETAMOL,
PARACETAMOL PH.
EUR., PARACETAMOL
CODEINE
PHOSPHATE] (C -
Headache - n/a - [n/i
- n/a - Oral])

EU-EC-
10012569917

27/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Myocarditis (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-
10012570621

27/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

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

Not available

12-17
Years

Adolescent

Female

No

Angioedema (n/a -
Not Recovered/Not
Resolved - Other

COMIRNATY
[TOZINAMERAN] (S -

Not reported
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Medically Important |n/a - n/a-[n/a-n/a-
Condition), Intramuscular])
Urticaria (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 27/05/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Haematoma (n/a - |COMIRNATY Not reported
10012570735 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =), COvID-19
immunisation - Not
Pain in extremity applicable - [1d - n/a -
(n/a - Unknown - ) |n/a])
EU-EC- 27/05/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Myocarditis (n/a - COMIRNATY Not reported
10012571339 Professional |Economic Years Not Recovered/Not  |[TOZINAMERAN] (S -
Area Resolved - Immunisation - n/a -
Caused/Prolonged [n/a - 2{DF} - n/a])
Hospitalisation)
EU-EC- 27/05/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Menstruation COMIRNATY Not reported
10012572686 Healthcare |Economic Years |Specified irregular (n/a - Not  |[TOZINAMERAN] (S -
Professional |Area Recovered/Not Immunisation - n/a -
Resolved - ) [n/a-n/a-
Intramuscular])
EU-EC- 27/05/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Dysmenorrhoea (n/a | COMIRNATY [FLUTICASONE
10012572691 Healthcare |Economic Years |Specified - Unknown - ), [TOZINAMERAN] (S - |PROPIONATE] (C -
Professional |Area Immunisation - n/a- |Asthma - n/a - [n/a -
Menstruation [n/a-n/a- n/a - Respiratory
irregular (n/a - Intramuscular]) (inhalation)]),
Unknown - )
[SALBUTAMOL,
SALBUTAMOL
SULFATE] (C -
Asthma - n/a - [n/a -
n/a - Respiratory
(inhalation)1)
EU-EC- 27/05/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Dizziness (n/a - Not |COMIRNATY Not reported
10012572692 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), Immunisation - n/a -
[n/a-n/a-
Fatigue (n/a - Not Intramuscular])
Recovered/Not
Resolved - ),
Heavy menstrual
bleeding (n/a - Not
Recovered/Not
Resolved - ),
Menstruation
irregular (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 27/05/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Dysmenorrhoea (n/fa |COMIRNATY Not reported
10012572699 Healthcare |Economic Years |Specified - Not Recovered/Not |[TOZINAMERAN] (S -
Professional |Area Resolved - ) Immunisation - n/a -
[n/a-n/a-
Intramuscular])
EU-EC- 27/05/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Autoantibody COMIRNATY Not reported
10012572990 Healthcare |Economic Years positive (n/a - [TOZINAMERAN] (S -
Professional |Area Unknown - ), Immunisation - n/a -
[n/a - n/a - n/a])
Blood pressure
increased (9d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Chronic fatigue
syndrome (9d - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Disabling)
EU-EC- 27/05/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No COVID-19 (n/a - COMIRNATY Not reported
10012573465 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Economic - Other Medically COVID-19
Area Important immunisation - Not
Condition), applicable - [n/a - n/a
- n/a])
Drug ineffective (n/a
- Unknown - Other
Medically Important
Condition)
EU-EC- 27/05/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Lymphadenitis (n/a - |COMIRNATY Not reported
10012574027 Healthcare |Economic Years |Specified Not Recovered/Not  |[TOZINAMERAN] (S -
Professional |Area Resolved - ) COVID-19
immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 27/05/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Anaphylactic reaction | COMIRNATY Not reported
10012574294 Professional |European Years |Specified (n/a- [TOZINAMERAN] (S -
Economic Recovered/Resolved |COVID-19
Area - Other Medically immunisation - Not
Important applicable - [n/a - n/a
Condition), - Intramuscular])
Blood pressure
decreased (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Cyanosis (n/a -
Unknown - Other
Medically Important
Condition),
Dysstasia (n/a -
Unknown - Other
Medically Important
Condition),
Nausea (n/a -
Recovering/Resolving
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- Other Medically
Important
Condition),
Tachycardia (n/a -
Unknown - Other
Medically Important
Condition),
Tachypnoea (n/a -
Unknown - Other
Medically Important
Condition),
Vomiting (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 27/05/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent [Female |No Back pain (n/a - Not |COMIRNATY Not reported
10012574477 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), Immunisation - n/a -
[n/a - n/a - n/a])
Oedema peripheral
(n/a - Not
Recovered/Not
Resolved - ),
Spondylitis (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 27/05/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Fatigue (1d - COMIRNATY Not reported
10012574502 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) COVID-19
immunisation - n/a -
Injection site pain [n/a - n/a - n/a])
Recovered/Resolved
-
Lymphadenopathy
(5d -
Recovered/Resolved
EU-EC- 27/05/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent [Female |No Headache (59d - Not |COMIRNATY Not reported
10012574503 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ) Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 27/05/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Ocular icterus (139d |COMIRNATY Not reported
10012574504 Healthcare |Economic Years - [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving |Immunisation - n/a -
=) [n/a - n/a - n/a])
Rash (139d -
Recovering/Resolving
EU-EC- 27/05/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Limb discomfort (n/a |COMIRNATY Not reported
10012574507 Healthcare  |Economic Years - Unknown - ), [TOZINAMERAN] (S -
Professional |Area COVID-19
Myalgia (n/a - immunisation - n/a -
Unknown - ), [n/a - n/a - n/a])
Paraesthesia (n/a -
Unknown - )
EU-EC- 27/05/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Arthralgia (285d - COMIRNATY Not reported
10012574509 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =), COvID-19
immunisation - n/a -
Disturbance in [n/a - n/a - n/a])
attention (285d -
Recovered/Resolved
=)
Pyrexia (285d -
Recovered/Resolved
EU-EC- 27/05/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Amenorrhoea (73d - |COMIRNATY Not reported
10012574510 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area - COVID-19
immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 27/05/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Malaise (101d - Not |COMIRNATY Not reported
10012574512 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ) COVID-19
immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 27/05/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent [Female |No Lymphadenopathy =~ |COMIRNATY Not reported
10012574514 Healthcare |Economic Years (n/a- [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving |COVID-19
- immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 27/05/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Headache (128d - COMIRNATY Not reported
10012574515 Healthcare |Economic Years Not Recovered/Not  |[TOZINAMERAN] (S -
Professional |Area Resolved - ) COVID-19
immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 27/05/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Headache (n/a - Not |COMIRNATY Not reported
10012574517 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COvID-19
immunisation - n/a -
Sleep disorder (n/a - |[n/a - n/a - n/a])
Not Recovered/Not
Resolved - ),
Weight bearing
difficulty (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 27/05/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Muscle twitching COMIRNATY Not reported
10012574518 Healthcare |Economic Years (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not Immunisation - n/a -
Resolved - ) [n/a - n/a - n/a])
EU-EC- 27/05/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Asthma (10d - COMIRNATY Not reported
10012574521 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area =), COvID-19
immunisation - n/a -
Pyrexia (10d - [n/a - n/a - n/a])
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Recovering/Resolving
EU-EC- 27/05/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Influenza like illness |COMIRNATY Not reported
10012574532 Healthcare |Economic Years (od - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |COVID-19
=) immunisation - n/a -
[n/a - n/a - n/a])
Pyrexia (0d -
Recovered/Resolved
EU-EC- 27/05/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Headache (213d - COMIRNATY Not reported
10012574534 Healthcare |Economic Years Not Recovered/Not  |[TOZINAMERAN] (S -
Professional |Area Resolved - ) COVID-19
immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 27/05/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Arrhythmia (n/a - COMIRNATY Not reported
10012574535 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area With Sequelae - Immunisation - n/a -
Other Medically [n/a - n/a - n/a])
Important Condition)
EU-EC- 27/05/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Fatigue (n/a - Not ~ |COMIRNATY Not reported
10012574539 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), Immunisation - n/a -
[n/a - n/a - n/a])
Headache (n/a - Not
Recovered/Not
Resolved - ),
Nausea (n/a - Not
Recovered/Not
Resolved - ),
Tachycardia (n/a -
Not Recovered/Not
Resolved - )
EU-EC- 27/05/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Injection site COMIRNATY Not reported
10012574540 Healthcare |Economic Years | Specified erythema (10d - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |COVID-19
=) immunisation - n/a -
[n/a - n/a - n/a])
Injection site pain
Recovered/Resolved
EU-EC- 27/05/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Tremor (75d - COMIRNATY Not reported
10012574546 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area -) COVID-19
immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 27/05/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Chest pain (2d - COMIRNATY Not reported
10012574548 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a -
[n/a - n/a - n/a])
Dyspnoea (2d -
Recovering/Resolving
- Other Medically
Important
Condition),
Fatigue (2d -
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 27/05/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Arrhythmia (20d - | COMIRNATY Not reported
10012574552 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area - Other Medically Immunisation - n/a -
Important [n/a - n/a - n/a])
Condition),
Pneumonitis (20d -
Recovered/Resolved
EU-EC- 27/05/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent [Female |No Gastrointestinal pain | COMIRNATY Not reported
10012574554 Healthcare |Economic Years (n/a- [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |Immunisation - n/a -
- [n/a - n/a - n/a])
EU-EC- 27/05/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Dizziness (n/a - COMIRNATY Not reported
10012574568 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area With Sequelae - COVID-19
Caused/Prolonged immunisation - n/a -
Hospitalisation), [n/a - n/a - n/a])
Headache (n/a -
Recovered/Resolved
With Sequelae -
Caused/Prolonged
Hospitalisation)
EU-EC- 27/05/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent [Female |No Rash (77d - COMIRNATY Not reported
10012574573 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area With Sequelae - Immunisation - n/a -
Caused/Prolonged  |[n/a - n/a - n/a])
Hospitalisation)
EU-EC- 27/05/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Lymphadenopathy ~ |COMIRNATY Not reported
10012574574 Healthcare |Economic Years (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not COVID-19
Resolved - immunisation - n/a -
Caused/Prolonged  |[n/a - n/a - n/a])
Hospitalisation)
EU-EC- 27/05/2022 | Spontaneous |Non European | Not available 12-17 |Adolescent |Female |No Dizziness (77d - COMIRNATY Not reported
10012574577 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area - Caused/Prolonged | Immunisation - n/a -
Hospitalisation), [n/a - n/a - n/a])
Headache (77d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Nausea (77d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)
EU-EC- 27/05/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Arrhythmia (32d - COMIRNATY Not reported
10012574581 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area - Caused/Prolonged |COVID-19
Hospitalisation), immunisation - n/a -
[n/a - n/a - n/a])
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Dyspnoea (32d -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)

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

Hospitalisation,
Other Medically
Important
Condition),

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

Clostridium difficile
infection (n/a -
Unknown -
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

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

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

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

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

Inflammation (17d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

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

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

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

EU-EC- 27/05/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Dizziness (n/a - Not |COMIRNATY Not reported
10012574587 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - COVID-19
Caused/Prolonged immunisation - n/a -
Hospitalisation), [n/a - n/a - n/a])
Headache (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Paraesthesia (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Paresis (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 27/05/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Paraesthesia (n/fa - |COMIRNATY Not reported
10012574648 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area With Sequelae - ) Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 27/05/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Pyelonephritis (27d - | COMIRNATY Not reported
10012574652 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area - Caused/Prolonged |Immunisation - n/a -
Hospitalisation), [n/a - n/a - n/a])
Weight bearing
difficulty (41d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)
EU-EC- 27/05/2022 | Spontaneous |Non Non Not available 12-17 |Not Male No Appendicitis (n/a-  |COMIRNATY Not reported
10012575263 Healthcare |European Years |Specified Not Recovered/Not  |[TOZINAMERAN] (S -
Professional | Economic Resolved - COVID-19
Area Caused/Prolonged immunisation - Not
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Other Medically
Important
Condition),

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

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

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

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

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

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

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

Seizure (n/a -
Recovered/Resolved

=)

[n/a - 3{DF} - n/a])

Important
Condition),
Rash (n/a - Unknown
- Caused/Prolonged
Hospitalisation,
Other Medically
Important Condition)
EU-EC- 27/05/2022 |Spontaneous |Non Non Not available 12-17 |Not Female |No Dyskinesia (n/a - Not | TOZINAMERAN Not reported
10012575314 Healthcare |European Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Economic Resolved - ), COovID-19
Area immunisation - Not
Facial paralysis (n/a - |applicable - [1d - n/a -
Not Recovered/Not  |n/a])
Resolved - Other
Medically Important
Condition),
Hypoaesthesia oral
(n/a - Not
Recovered/Not
Resolved - ),
Lacrimation
increased (n/a - Not
Recovered/Not
Resolved - ),
Pain (n/a - Not
Recovered/Not
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 27/05/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Muscle tightness (n/a | COMIRNATY Not reported
10012575391 Healthcare |Economic Years - Unknown -), [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
Myalgia (n/a - [n/a - 3{DF} - n/a])
Unknown - )
EU-EC- 27/05/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent Not No Chest pain (n/a - COMIRNATY Not reported
10012575404 Healthcare |Economic Years Specified Unknown -), [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
Troponin increased  |[n/a - n/a - n/a])
(n/a - Unknown - )
EU-EC- 27/05/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Rash (n/a - Unknown | COMIRNATY Not reported
10012575504 Healthcare |Economic Years - [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 27/05/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Palpitations (7d - COMIRNATY Not reported
10012575608 Healthcare  |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area - Immunisation - n/a -
[n/a - 2{DF} - n/a])
EU-EC- 27/05/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Injection site pain COMIRNATY Not reported
10012575627 Healthcare |Economic Years (n/a - Unknown -) |[TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
[n/a - 1{DF} - n/a])
EU-EC- 27/05/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Dizziness (n/a - Not |COMIRNATY Not reported
10012575630 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), Immunisation - n/a -
[n/a - 3{DF} - n/a])
Fatigue (n/a - Not
Recovered/Not
Resolved - ),
Headache (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 27/05/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent [Female |No Fatigue (n/a - Not ~ |COMIRNATY Not reported
10012577012 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), Immunisation - n/a -
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Syncope (n/a -
Recovered/Resolved

EU-EC-
10012577052

27/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

Influenza like illness
(n/a-
Recovered/Resolved

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -
[n/a - 3{DF} - n/a])

Not reported

EU-EC-
10012578805

27/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Amenorrhoea (n/a -
Unknown - )

COMIRNATY
[TOZINAMERAN] (S -
COvID-19
immunisation - Not
applicable - [22d - n/a
- Intramuscular])

Not reported

EU-EC-
10012578818

27/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Inflammation (4d -
Recovered/Resolved

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

Not reported

EU-EC-
10012579199

27/05/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

Asthenia (n/a -
Unknown - ),

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

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

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

Fatigue (n/a -
Unknown - ),

Headache (n/a -
Unknown -
Disabling),

Iliness (n/a -
Unknown -
Disabling),

Migraine (n/a -
Unknown -
Disabling),

Neck pain (n/a -
Unknown -
Disabling),

Pyrexia (n/a -
Unknown -
Disabling),

Sleep disorder (n/a -
Unknown - ),

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

Type 1 diabetes
mellitus (n/a -
Unknown -
Caused/Prolonged
Hospitalisation,
Disabling, Other
Medically Important
Condition)

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

Not reported

EU-EC-
10012579789

27/05/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Dizziness (n/a -
Unknown -),

Malaise (n/a -
Unknown - ),

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

Orthostatic
intolerance (n/a -
Recovering/Resolving
=)

Palpitations (n/a -
Unknown - ),

Troponin I increased
(n/a - Unknown - )

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

Not reported

EU-EC-
10012559758

26/05/2022

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

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

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

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

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

EU-EC- 26/05/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Myocarditis (n/a - COMIRNATY COMIRNATY
10012560672 Professional |Economic Years |Specified Fatal - Results in [TOZINAMERAN] (S - |[TOZINAMERAN] (C -
Area Death, Life COvID-19 COovID-19
Threatening, immunisation - Not immunisation - Not
Caused/Prolonged applicable - [1d - .3mL |applicable - [1d -
Hospitalisation, - Intramuscular]) 3mL -
Other Medically Intramuscular])
Important Condition)
EU-EC- 26/05/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Hepatosplenomegaly |COMIRNATY Not reported
10012561091 Professional |European Years |Specified (n/a - Not [TOZINAMERAN] (S -
Economic Recovered/Not COVID-19
Area Resolved - Other immunisation - Not
Medically Important |applicable - [1d - n/a -
Condition), Intramuscular])
Intestinal
haemorrhage (n/a -
Unknown - Other
Medically Important
Condition),
Rash (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 26/05/2022 | Spontaneous |Non Non Not available 12-17 |Not Female |No Lymphadenopathy COMIRNATY Not reported
10012561304 Healthcare |European Years |Specified (n/a - Unknown - [TOZINAMERAN] (S -
Professional |Economic Other Medically COVID-19
Area Important immunisation - Not
Condition), applicable - [1d - n/a -
n/al)
Pain (n/a -
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 26/05/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Bone marrow failure |COMIRNATY Not reported
10012561751 Professional |Economic Years |Specified (n/a - Unknown - [TOZINAMERAN] (S -
Area Life Threatening, n/fa-n/a-[n/a-n/a-
Other Medically n/al)
Important Condition)
EU-EC- 26/05/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Hypoaesthesia (n/a - | COMIRNATY Not reported
10012561974 Healthcare |Economic Years |Specified Unknown - Disabling, |[TOZINAMERAN] (S -
Professional |Area Other Medically COVID-19
Important immunisation - n/a -
Condition), [n/a - n/a - n/a])
Multiple sclerosis
(n/a - Unknown -
Disabling, Other
Medically Important
Condition)
EU-EC- 26/05/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Cough (n/a - COMIRNATY Not reported
10012562026 Professional |European Years |Specified Unknown - [TOZINAMERAN] (S -
Economic Caused/Prolonged COovID-19
Area Hospitalisation), immunisation - Not
applicable - [n/a - n/a
Malaise (n/a - - n/al),
Unknown -
Caused/Prolonged OLOPATADINE
Hospitalisation), HYDROCHLORIDE
[OLOPATADINE
Nausea (n/a - HYDROCHLORIDE] (S -
Unknown - n/a - Unknown - [n/a -
Caused/Prolonged n/a - n/al),
Hospitalisation),
[AZITHROMYCIN,
Pyrexia (n/a - AZITHROMYCIN
Unknown - DIHYDRATE,
Caused/Prolonged AZITHROMYCIN
Hospitalisation), HYDRATE] (S - n/a -
Unknown - [n/a - n/a -
Tubulointerstitial n/al),
nephritis (n/a - Not
Recovered/Not [CARBOCISTEINE] (S -
Resolved - n/a - Unknown - [9d -
Caused/Prolonged n/a - n/al),
Hospitalisation,
Other Medically [DEQUALINIUM
Important Condition) |CHLORIDE] (S - n/a -
Unknown - [9d - n/a -
n/al),
[DERMATOPHAGOIDES
FARINAE EXTRACT,
DERMATOPHAGOIDES
PTERONYSSINUS
EXTRACT] (S - n/a -
Unknown - [n/a - n/a -
n/aJ),
[MONTELUKAST
SODIUM] (S - n/a -
Unknown - [n/a - n/a -
n/al),
[PARACETAMOL] (S -
n/a - Unknown - [2d -
n/a - n/al),
[TIPEPIDINE
HIBENZATE] (S - n/a -
Unknown - [9d - n/a -
n/aJ),
https://dap.ema.europa.eu/analytics/saw.dlI?Go 11/65
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[ULMUS SCABRA
POLLEN] (S - n/a -
Unknown - [n/a - n/a -

n/al)

EU-EC-
10012563465

26/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

Not reported

EU-EC-
10012563518

26/05/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

Not reported

EU-EC-
10012564432

26/05/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Not
Specified

No

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

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

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

Not reported

EU-EC-
10012564439

26/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

COVID-19 (6d -
Recovered/Resolved
- Other Medically
Important
Condition),

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

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

Not reported

EU-EC-
10012564506

26/05/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

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

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

Not reported

EU-EC-
10012565141

26/05/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

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

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

Not reported

EU-EC-
10012566231

26/05/2022

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

Spontaneous

Healthcare
Professional

European
Economic

Not available

12-17
Years

Adolescent

Female

COVID-19 (n/a -
Unknown - Other

COMIRNATY
[TOZINAMERAN] (S -

Not reported

12/65
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Area Medically Important |n/a - n/a-[n/a-n/a-
Condition), Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 26/05/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported
10012566458 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a-n/a-[n/a-n/a-
Condition), Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 26/05/2022 | Spontaneous |Non Non Not available 12-17 |Not Male No Confusional state COMIRNATY Not reported
10012567220 Healthcare |European Years |Specified (n/a - Unknown - [TOZINAMERAN] (S -
Professional |Economic Other Medically COVID-19
Area Important immunisation - Not
Condition), applicable - [n/a - n/a
- n/a])
Hyperhidrosis (n/a -
Unknown - Other
Medically Important
Condition),
Postictal state (n/a -
Unknown - Other
Medically Important
Condition),
Seizure (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 26/05/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Asthenia (n/a - COMIRNATY Not reported
10012568061 Professional |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Area =) COVID-19
immunisation - Not
Headache (n/a - applicable - [1d -
Recovering/Resolving | 1{DF} - Unknown])
Malaise (n/a -
Recovering/Resolving
Pyrexia (n/a -
Recovering/Resolving
Vaccination site pain
(n/a-
Recovering/Resolving
EU-EC- 26/05/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Vaccination site COMIRNATY Not reported
10012568083 Professional |Economic Years lymphadenopathy [TOZINAMERAN] (S -
Area (n/a - Unknown -) |COVID-19
immunisation - Not
applicable - [1d -
1{DF} - Unknown])
EU-EC- 25/05/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Asthenia (n/a - Not |COMIRNATY Not reported
10012548742 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COvID-19
immunisation - Not
Nausea (n/a - Not applicable - [n/a - n/a
Recovered/Not - Intramuscular])
Resolved - ),
Pain in extremity
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 25/05/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Headache (n/a - COMIRNATY Not reported
10012549718 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Economic =) COVID-19
Area immunisation - Not
Hypoaesthesia (n/a - |applicable - [n/a - n/a
Recovered/Resolved |- n/a])
=)
Seizure (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),
Throat irritation (n/a
Recovered/Resolved
EU-EC- 25/05/2022 |Spontaneous |Non Non Not available 12-17 |Not Male No Asthma exercise TOZINAMERAN Not reported
10012550292 Healthcare |European Years |Specified induced (n/a - [TOZINAMERAN] (S -
Professional |Economic Unknown - ), COvID-19
Area immunisation - Not
Chest pain (n/a - applicable - [1d - n/a -
Recovering/Resolving |n/a])
- Caused/Prolonged
Hospitalisation),
Gait disturbance (n/a
- Not Recovered/Not
Resolved - ),
Loss of personal
independence in
daily activities (n/a -
Not Recovered/Not
Resolved - ),
Myocarditis (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),
https://dap.ema.europa.eu/analytics/saw.dlI?Go 13/65
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Troponin I increased
(n/a - Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 25/05/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Immune COMIRNATY Not reported
10012550592 Professional | Economic Years thrombocytopenia [TOZINAMERAN] (S -
Area (n/a- COVID-19
Recovered/Resolved  |immunisation - Not
- Caused/Prolonged |applicable - [1d -
Hospitalisation) 1{DF} - n/al)
EU-EC- 25/05/2022 | Spontaneous |Non Non Not available 12-17 |Not Female |No Alopecia areata (n/a |COMIRNATY Not reported
10012551039 Healthcare |European Years |Specified - Not Recovered/Not |[TOZINAMERAN] (S -
Professional |Economic Resolved - Other COVID-19
Area Medically Important |immunisation - Not
Condition) applicable - [n/a - n/a
- n/a])
EU-EC- 25/05/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Arthralgia (n/a - COMIRNATY Not reported
10012551306 Healthcare |Economic Years |Specified Unknown - ), [TOZINAMERAN] (S -
Professional |Area COVID-19
General physical immunisation - Not
health deterioration |applicable - [1d - n/a -
(n/a - Unknown - ), |n/a])
Pain (n/a - Unknown
=
Product administered
to patient of
inappropriate age
(n/a - Unknown - )
EU-EC- 25/05/2022 | Spontaneous |Non Non Not available 12-17 |Not Not No Drug ineffective (n/fa |COMIRNATY Not reported
10012551786 Healthcare |European Years |Specified |Specified - Unknown - Other  |[TOZINAMERAN] (S -
Professional |Economic Medically Important |COVID-19
Area Condition), immunisation - Not
applicable - [1d - n/a -
Generalised tonic- n/al)
clonic seizure (n/a -
Unknown - Other
Medically Important
Condition),
Seizure (0d -
Recovered/Resolved
- Other Medically
Important
Condition),
Suspected COVID-19
(5d -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 25/05/2022 |Spontaneous |Non Non Not available 12-17 |Not Female |No Anxiety (n/a - Not COMIRNATY Not reported
10012552213 Healthcare |European Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Economic Resolved - Disabling) |COVID-19
Area immunisation - Not
applicable - [1d - n/a -
n/al)
EU-EC- 25/05/2022 | Spontaneous |Non Non Not available 12-17 |Not Male No Dyspnoea (n/a - Not |COMIRNATY Not reported
10012552296 Healthcare |European Years | Specified Recovered/Not [TOZINAMERAN] (S -
Professional | Economic Resolved - Other COVID-19
Area Medically Important |immunisation - Not
Condition), applicable - [n/a - n/a
- n/a])
Fatigue (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Nausea (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 25/05/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Dysmenorrhoea COMIRNATY Not reported
10012552299 Healthcare |Economic Years (6mo - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |COVID-19
=) immunisation - Not
applicable - [1min -
Heavy menstrual .3mL - n/a])
bleeding (6mo -
Recovered/Resolved
=
Menstruation
irregular (3mo -
Unknown -)
EU-EC- 25/05/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Menstrual disorder | COMIRNATY Not reported
10012552361 Professional | Economic Years | Specified (n/a - Not [TOZINAMERAN] (S -
Area Recovered/Not Immunisation - n/a -
Resolved - ) [n/a - n/a - n/a])
EU-EC- 25/05/2022 | Spontaneous |Healthcare  |Non Not available 12-17 |Not Female |No Cranial nerve COMIRNATY Not reported
10012553262 Professional |European Years |Specified disorder (n/a - Not |[TOZINAMERAN] (S -
Economic Recovered/Not COovID-19
Area Resolved - Other immunisation - Not
Medically Important |applicable - [n/a - n/a
Condition) - n/a])
EU-EC- 25/05/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Apathy (1d - COMIRNATY Not reported
10012554426 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) COVID-19
immunisation - Not
Inappropriate applicable - [1d - n/a -
schedule of product |n/a])
administration (n/a -
Unknown - ),
Pain in extremity (1d
Recovered/Resolved
EU-EC- 25/05/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Eosinophilic COMIRNATY Not reported
10012554437 Professional |European Years |Specified oesophagitis (n/a - |[TOZINAMERAN] (S -
Economic Not Recovered/Not |COVID-19
Area Resolved - Other immunisation - Not
Medically Important |applicable - [1d - n/a -
Condition), n/al)
https://dap.ema.europa.eu/analytics/saw.dlI?Go 14/65
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https://dap.ema.europa.eu/analytics/saw.dll?Go

Inappropriate
schedule of product
administration (n/a -
Unknown - ),
Mental disorder (n/a
- Unknown - Other
Medically Important
Condition),
Nausea (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Vomiting (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 25/05/2022 |Spontaneous |Non Non Not available 12-17 |Not Female |No COVID-19 (n/a - TOZINAMERAN Not reported
10012554803 Healthcare |European Years |Specified Unknown - Other [TOZINAMERAN] (S -
Professional |Economic Medically Important |COVID-19
Area Condition), immunisation - Not
applicable - [n/a - n/a
Drug ineffective (n/a |- n/a]),
- Unknown - Other
Medically Important |[COVID-19 VACCINE]
Condition) (S - COvVID-19
immunisation - Not
applicable - [n/a - n/a
- n/al)
EU-EC- 25/05/2022 |Spontaneous |Non Non Not available 12-17 |Not Female |No Asthenia (n/a - COMIRNATY Not reported
10012554941 Healthcare |European Years |Specified Unknown - Life [TOZINAMERAN] (S -
Professional |Economic Threatening, COvID-19
Area Caused/Prolonged immunisation - Not
Hospitalisation, applicable - [1d - n/a -
Disabling), n/a])
Gait inability (n/a -
Unknown - Life
Threatening,
Caused/Prolonged
Hospitalisation,
Disabling),
Inappropriate
schedule of product
administration (n/a -
Unknown - ),
Pain in extremity
(n/a - Unknown -
Life Threatening,
Caused/Prolonged
Hospitalisation,
Disabling)
EU-EC- 25/05/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Hypersensitivity (n/a |COMIRNATY Not reported
10012554946 Healthcare |Economic Years |Specified - Not Recovered/Not |[TOZINAMERAN] (S -
Professional |Area Resolved - ) COVID-19
immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 25/05/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Hypoaesthesia (39d - | COMIRNATY Not reported
10012555213 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area With Sequelae - COvID-19
Caused/Prolonged immunisation - n/a -
Hospitalisation), [n/a - n/a - n/a])
Pulmonary embolism
(39d -
Recovered/Resolved
With Sequelae -
Caused/Prolonged
Hospitalisation),
Thrombosis (39d -
Recovered/Resolved
With Sequelae -
Caused/Prolonged
Hospitalisation),
Visual impairment
(39d -
Recovered/Resolved
With Sequelae -
Caused/Prolonged
Hospitalisation)
EU-EC- 25/05/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Amenorrhoea (n/a - |COMIRNATY Not reported
10012555660 Healthcare |Economic Years Not Recovered/Not  |[TOZINAMERAN] (S -
Professional |Area Resolved - Other COVID-19
Medically Important |immunisation - Drug
Condition), withdrawn - [10d -
1{DF} -
Autoimmune Intramuscular]),
hepatitis (n/a - Not
Recovered/Not [MINOCYCLINE
Resolved - Other HYDROCHLORIDE] (S -
Medically Important |n/a - Drug withdrawn -
Condition) [n/a - 1{DF} - Oral])
EU-EC- 25/05/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Cyanosis (15d - COMIRNATY Not reported
10012555755 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area - Other Medically COvID-19
Important immunisation - Not
Condition), applicable - [n/a -
.3mL - Intramuscular])
Diarrhoea (15d -
Recovered/Resolved
- Other Medically
Important
Condition),
Dizziness (15d -
Recovered/Resolved
- Other Medically
Important
Condition),

15/65
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Headache (15d -
Recovered/Resolved
- Other Medically
Important
Condition),
Hyperhidrosis (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition),
Lymphadenopathy
(15d -
Recovered/Resolved
- Other Medically
Important
Condition),
Menstrual disorder
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Tinnitus (15d -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 25/05/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Dysmenorrhoea (12h |COMIRNATY Not reported
10012555767 Professional |Economic Years |Specified - [TOZINAMERAN] (S -
Area Recovering/Resolving |COVID-19
=) immunisation - Not
applicable - [1d -
Heavy menstrual 1{DF} -
bleeding (3wk - Intramuscular])
Recovering/Resolving
EU-EC- 25/05/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Menstrual disorder | COMIRNATY Not reported
10012555805 Healthcare |Economic Years (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not COVID-19
Resolved -) immunisation - n/a -
[1d - 1{DF} -
Intramuscular])
EU-EC- 25/05/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Menometrorrhagia COMIRNATY [FERROUS
10012555841 Healthcare |Economic Years (n/a- [TOZINAMERAN] (S - |SUCCINATE,
Professional |Area Recovered/Resolved |COVID-19 SUCCINIC ACID,
- immunisation - Not FERROUS
applicable - [1d - SUCCINATE] (C - Irol
2{DF} - deficiency anaemia -
Intramuscular]) Unknown - [n/a - n/e
- n/a])
EU-EC- 25/05/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent [Female |No Amenorrhoea (n/a - |COMIRNATY Not reported
10012555848 Professional | Economic Years Not Recovered/Not  |[TOZINAMERAN] (S -
Area Resolved - ) COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 25/05/2022 |Spontaneous |Healthcare  |European |Not available 12-17 |Adolescent |Female |No Amenorrhoea (n/a - |COMIRNATY Not reported
10012556001 Professional |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Area - COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 25/05/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Hypertension (1d - | COMIRNATY Not reported
10012556100 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =), COvID-19
immunisation - Not
Immunisation applicable - [n/a -
reaction (1d - 1{DF} -
Recovered/Resolved |Intramuscular])
Tachycardia (1d -
Recovered/Resolved
EU-EC- 25/05/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Contusion (n/a - Not |COMIRNATY Not reported
10012556140 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COovID-19
immunisation - Not
Headache (n/a - Not |applicable - [n/a -
Recovered/Not 1{DF} -
Resolved - ) Intramuscular])
EU-EC- 25/05/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No Amenorrhoea (3mo - | COMIRNATY Not reported
10012556178 Professional |Economic Years Not Recovered/Not  |[TOZINAMERAN] (S -
Area Resolved - ) COVID-19
immunisation - Not
applicable - [28d -
2{DF} -
Intramuscular])
EU-EC- 25/05/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Paraesthesia (1h - |COMIRNATY Not reported
10012556184 Professional | Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Area - COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 25/05/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Impaired healing COMIRNATY Not reported
10012556263 Professional |Economic Years (n/a - Unknown -) |[TOZINAMERAN] (S -
Area COVID-19
immunisation - Not
applicable - [1d - n/a -
Intramuscular])
EU-EC- 25/05/2022 | Spontaneous |Healthcare  |European |Not available 12-17 |Adolescent |Female |No Ecchymosis (n/a-  |COMIRNATY Not reported
10012556267 Professional |Economic Years Not Recovered/Not  |[TOZINAMERAN] (S -
Area Resolved - ) COvID-19
immunisation - Not
applicable - [1d - 30ug
- Intramuscular])
EU-EC- 25/05/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Immune-mediated |COMIRNATY Not reported
10012556736 Healthcare |Economic Years encephalitis (n/a - [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving |COVID-19
https://dap.ema.europa.eu/analytics/saw.dlI?Go 16/65



30.11.2022 16.06

Run Line Listing Report

- Caused/Prolonged
Hospitalisation)

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

EU-EC-
10012537162

24/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Lymphadenopathy
(n/a-
Recovered/Resolved

4

Pyrexia (n/a -
Recovered/Resolved

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

Not reported

EU-EC-
10012537221

24/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Intermenstrual
bleeding (n/a -
Recovering/Resolving
=)

Menstruation delayed
(n/a-
Recovering/Resolving

)

Myalgia (24h -
Recovered/Resolved

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

Not reported

EU-EC-
10012538387

24/05/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Chest pain (n/a -
Recovered/Resolved

'

Dizziness (n/a -
Recovered/Resolved

)

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

Orthostatic
hypotension (n/a -
Recovered/Resolved
=)

Palpitations (n/a -
Recovered/Resolved

-)

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

Not reported

EU-EC-
10012538610

24/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

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

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

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

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

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

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

Not reported

EU-EC-
10012539248

24/05/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Amnesia (n/a -
Unknown -),

Head injury (n/a -
Unknown - ),

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

Mobility decreased
(n/a - Unknown - ),

Muscular weakness
(n/a-
Recovering/Resolving

g

Myalgia (n/a -
Recovering/Resolving

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

Not reported

EU-EC-
10012539479

24/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Transient ischaemic
attack (0d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)

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

[n/a - 2{DF} - n/a])

Not reported

EU-EC-
10012539524

24/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

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

Not available

12-17
Years

Not
Specified

Male

No

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

Pyrexia (n/a -

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

Not reported

17/65
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Recovering/Resolving
- Life Threatening,
Other Medically
Important
Condition),

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

EU-EC-
10012539531

24/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Kawasaki's disease
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Multisystem
inflammatory
syndrome in children
(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-
10012539534

24/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

Not reported

EU-EC-
10012540078

24/05/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Castleman's disease
(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-
10012540158

24/05/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Cellulitis (3d -
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-
10012540202

24/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Anti-platelet factor 4
antibody negative
(n/a - Unknown - ),

Cerebral venous
sinus thrombosis
(n/a - Not
Recovered/Not
Resolved - Life
Threatening,
Caused/Prolonged
Hospitalisation,
Other Medically
Important Condition)

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

Not reported

EU-EC-
10012540445

24/05/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Generalised tonic-
clonic seizure (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),

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

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

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

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

Not reported

EU-EC-
10012540467

24/05/2022

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),

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

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

Not reported

EU-EC-
10012540713

24/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

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

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

Vomiting (3d -
Recovered/Resolved
- Disabling)

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

n/al)

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

EU-EC-
10012541332

24/05/2022

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

Spontaneous

Healthcare
Professional

Non
European

Not available

12-17
Years

Not
Specified

Male

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

COMIRNATY
[TOZINAMERAN] (S -
COVID-19

Not reported
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Economic
Area
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Hospitalisation),

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

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

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

immunisation - Not
applicable - [n/a - n/a
- Intramuscular])

EU-EC-
10012541428

24/05/2022

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-
10012541775

24/05/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Arthralgia (188d -
Recovered/Resolved
With Sequelae -
Caused/Prolonged
Hospitalisation),

Gait disturbance
(150d -
Recovered/Resolved
With Sequelae -
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Headache (188d -
Recovered/Resolved
With Sequelae -
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Pain in extremity
(188d -
Recovered/Resolved
With Sequelae -
Caused/Prolonged
Hospitalisation),

Pyrexia (188d -
Recovered/Resolved
With Sequelae -
Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10012543086

24/05/2022

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-
10012543193

24/05/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

Not reported

EU-EC-
10012543670

24/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

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

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

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

Not reported

EU-EC-
10012543738

24/05/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Kalra, R.. Acute Pancreatitis in an

Adolescent Following COVID Vaccination.

Clinical Pediatrics. 2022;61(3):236-240.
doi:10.1177/00099228211067678

12-17
Years

Not
Specified

Female

No

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

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

Not reported

EU-EC-
10012544054

24/05/2022

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

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Condition aggravated
(n/a-
Recovering/Resolving
- Caused/Prolonged

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

Not reported
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Hospitalisation), applicable - [n/a -
.3mL - Intramuscular])
Menometrorrhagia
(n/a-
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Microcytic anaemia
(n/a-
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)
EU-EC- 24/05/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Menstruation delayed | COMIRNATY Not reported
10012544504 Healthcare |Economic Years (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not COvID-19
Resolved - ) immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 24/05/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Arthralgia (n/a - Not |COMIRNATY Not reported
10012544633 Professional |Economic Years Recovered/Not [TOZINAMERAN] (S -
Area Resolved - ), COVID-19
immunisation - Not
Asthenia (n/a - Not |applicable - [1d -
Recovered/Not 1{DF} -
Resolved - ), Intramuscular])
Hypersomnia (n/a -
Not Recovered/Not
Resolved - )
EU-EC- 24/05/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Dyspnoea exertional |COMIRNATY Not reported
10012544697 Professional |Economic Years (10d - [TOZINAMERAN] (S -
Area Recovered/Resolved |COVID-19
=) immunisation - Not
applicable - [n/a -
Tachycardia (10d - |1{DF} -
Recovered/Resolved |Intramuscular])
EU-EC- 24/05/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Loss of COMIRNATY Not reported
10012544735 Healthcare |Economic Years consciousness (15s - |[TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |COVID-19
- immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 24/05/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Axillary pain (nfa- |COMIRNATY Not reported
10012544763 Professional |Economic Years Not Recovered/Not  |[TOZINAMERAN] (S -
Area Resolved - ), COovID-19
immunisation - Not
Oedema (n/a - Not |applicable - [1d -
Recovered/Not 1{DF} -
Resolved - ) Intramuscular])
EU-EC- 24/05/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No Headache (n/a - Not |COMIRNATY Not reported
10012544779 Professional |Economic Years Recovered/Not [TOZINAMERAN] (S -
Area Resolved - ), COvID-19
immunisation - Not
Odynophagia (n/a - |applicable - [1d -
Not Recovered/Not | 1{DF} -
Resolved - ), Intramuscular])
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 24/05/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Lymphadenopathy | COMIRNATY Not reported
10012544791 Professional |Economic Years (n/a - Not [TOZINAMERAN] (S -
Area Recovered/Not COVID-19
Resolved - ) immunisation - Not
applicable - [n/a -
30ug - Intramuscular])
EU-EC- 24/05/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Angioedema (n/a - |COMIRNATY Not reported
10012544792 Professional |Economic Years Not Recovered/Not  |[TOZINAMERAN] (S -
Area Resolved - ) COvID-19
immunisation - Not
applicable - [1d - 30ug
- Intramuscular])
EU-EC- 24/05/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Acute COMIRNATY Not reported
10012544942 Professional |European Years |Specified myelomonocytic [TOZINAMERAN] (S -
Economic leukaemia (n/a - COvID-19
Area Recovering/Resolving [immunisation - Not
- Other Medically applicable - [1d - n/a -
Important n/a])
Condition),
Cytopenia (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Dizziness (n/a -
Recovering/Resolving
=k
Fatigue (n/a -
Recovering/Resolving
Headache (n/a -
Recovering/Resolving
=k
Neutropenia (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Pyrexia (n/a -
Recovering/Resolving
=)
Thrombocytopenia
(n/a-
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 24/05/2022 | Spontaneous |Non Non Not available 12-17 |Not Male No COVID-19 (n/a - COMIRNATY Not reported
https://dap.ema.europa.eu/analytics/saw.dlI?Go 20/65
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10012545505

Healthcare
Professional

European
Economic
Area

Run Line Listing Report

Years

Specified

Unknown - Other
Medically Important
Condition),

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

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

EU-EC-
10012546028

24/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

n/al)

Not reported

EU-EC-
10012546214

24/05/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

C-reactive protein
increased (5d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

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

Chest pain (116h -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

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

Dyspnoea exertional
(116h -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Gait disturbance (5d

Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Headache (116h -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Hyperthermia (5d -

Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Hypoaesthesia (116h

Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

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

Myocarditis (116h -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Nausea (116h -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

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

Pericarditis (116h -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Pyrexia (44h -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

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

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

Not reported

EU-EC-
10012547265

24/05/2022

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

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

Dysmenorrhoea (n/a
- Not Recovered/Not

COMIRNATY
[TOZINAMERAN] (S -
COVID-19
immunisation - Dose
not changed - [n/a -
1{DF} -
Intramuscular]),

[LEVONORGESTREL,
LEVONORGESTREL
MICRONISED] (C -
Intrauterine
contraception - n/a -

[n/a - n/a - n/a])
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Resolved -
Disabling), COMIRNATY
[TOZINAMERAN] (S -
Heavy menstrual COVID-19
bleeding (n/a - Not |immunisation - Not
Recovered/Not applicable - [n/a -
Resolved - 1{DF} -
Disabling), Intramuscular])
Migraine (n/a - Not
Recovered/Not
Resolved - Disabling)
EU-EC- 23/05/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Discomfort (n/a - COMIRNATY Not reported
10012525205 Professional |European Years | Specified Recovering/Resolving |[TOZINAMERAN] (S -
Economic - Other Medically COVID-19
Area Important immunisation - Not
Condition), applicable - [1d - n/a -
Intramuscular])
Palpitations (n/a -
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 23/05/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Dysuria (39d - COMIRNATY [DROSPIRENONE,
10012525689 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S - |ETHINYLESTRADIOL,
Economic - Other Medically COVID-19 LACTOSE, LACTOSE
Area Important immunisation - Not HYDROUS, LACTOSE
Condition), applicable - [1d - n/fa - |MONOHYDRATE] (C -
Intramuscular]) Vaginal haemorrhage
Inappropriate -nf/a-[n/a-n/a-
schedule of product Oral]),
administration (n/a -
Unknown - ), [NAPROXEN] (C - n/z
-n/a-[n/a-n/a-
Vulval ulceration n/a])
(39d -
Recovered/Resolved
- Other Medically
Important
Condition),
Vulvovaginal swelling
(39d -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 23/05/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Fall (n/a - Unknown - | COMIRNATY Not reported
10012526255 Healthcare |Economic Years |Specified , [TOZINAMERAN] (S -
Professional |Area COVID-19
Syncope (n/a - immunisation - Not
Unknown - ) applicable - [n/a - n/a
- n/a])
EU-EC- 23/05/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Fall (0d - COMIRNATY Not reported
10012526307 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =), COvID-19
immunisation - Not
Head injury (0d - applicable - [n/a - n/a
Recovered/Resolved |- n/a])
=)
Syncope (0d -
Recovered/Resolved
EU-EC- 23/05/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Epistaxis (3min - COMIRNATY Not reported
10012527479 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area - COVID-19
immunisation - Not
applicable - [n/a - n/a
- n/al)
EU-EC- 23/05/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Eye pain (n/a - COMIRNATY Not reported
10012528091 Healthcare |Economic Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area =), COvID-19
immunisation - Not
Foreign body applicable - [n/a - n/a
sensation in eyes - n/al)
(n/a-
Recovering/Resolving
EU-EC- 23/05/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Abdominal pain (1d - |COMIRNATY Not reported
10012529509 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =), COVID-19
immunisation - Not
Malaise (1d - applicable - [n/a - n/a
Recovered/Resolved |- n/a])
Myalgia (1d -
Recovered/Resolved
=)
Nausea (1d -
Recovered/Resolved
=)
Pain in extremity (1d
Recovered/Resolved
Palpitations (1d -
Recovered/Resolved
=)
Pyrexia (1d -
Recovered/Resolved
EU-EC- 23/05/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Orchitis (n/a - Not ~ |COMIRNATY Not reported
10012529866 Professional |Economic Years Recovered/Not [TOZINAMERAN] (S -
Area Resolved - ) COvID-19
immunisation - n/a -
[n/fa-n/a-
Intramuscular])
EU-EC- 23/05/2022 | Spontaneous |Healthcare  |European |Not available 12-17 |Adolescent |Female |No Seizure (n/a - COMIRNATY Not reported
10012529901 Professional | Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Area - Caused/Prolonged | Immunisation - n/a -
Hospitalisation) [n/a - n/a - n/a])
EU-EC- 23/05/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent [Female |No Amenorrhoea (n/a - |COMIRNATY Not reported
10012530146 Healthcare |Economic Years Not Recovered/Not  |[TOZINAMERAN] (S -
Professional |Area Resolved - Other
https://dap.ema.europa.eu/analytics/saw.dlI?Go 22/65
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Medically Important
Condition)

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

EU-EC-
10012530327

23/05/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

Not reported

EU-EC-
10012531079

23/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

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

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

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

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

[CETIRIZINE
DIHYDROCHLORIDE.
(C - n/a - Unknown -
[n/a - 10mg - n/a])

EU-EC-
10012531493

23/05/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

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

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

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

Tachycardia (n/a -
Unknown - 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-
10012532186

23/05/2022

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

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

COMIRNATY
[TOZINAMERAN] (S -
COovID-19
immunisation - Not
applicable - [21d -

Not reported

23/65
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2{DF} -
Urinary tract Intramuscular])
infection (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 23/05/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Pericarditis (n/a - COMIRNATY Not reported
10012532276 Professional |Economic Years Not Recovered/Not  |[TOZINAMERAN] (S -
Area Resolved - COVID-19
Caused/Prolonged immunisation - Not
Hospitalisation) applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 23/05/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Asthenia (20h - COMIRNATY Not reported
10012532417 Professional |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Area =) COVID-19
immunisation - Not
Headache (20h - applicable - [1d -
Recovering/Resolving | 1{DF} -
- Intramuscular])
EU-EC- 23/05/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent [Female |No Amenorrhoea (n/a - |COMIRNATY Not reported
10012532600 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area - COVID-19
immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 23/05/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Spontaneous COMIRNATY Not reported
10012532655 Professional |Economic Years haematoma (n/a-  |[TOZINAMERAN] (S -
Area Recovering/Resolving | COVID-19
-) immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 23/05/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Loss of COMIRNATY Not reported
10012532664 Healthcare |Economic Years consciousness (1d - |[TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |COVID-19
- immunisation - Not
applicable - [n/a -
30ug - Intramuscular])
EU-EC- 23/05/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Chest pain (n/a - COMIRNATY Not reported
10012532733 Professional |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Area - Other Medically COvID-19
Important immunisation - Not
Condition), applicable - [n/a -
1{DF} -
Condition aggravated | Intramuscular])
(n/a-
Recovering/Resolving
- Other Medically
Important
Condition),
Dyspnoea (n/a -
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 23/05/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Asthenia (n/a - Not |COMIRNATY Not reported
10012532780 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COvID-19
immunisation - Not
Loss of applicable - [1d - .3mL
consciousness (20s - |- Intramuscular])
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 23/05/2022 | Spontaneous |Non Non Not available 12-17 |Not Not No Anaphylactic reaction | TOZINAMERAN Not reported
10012532791 Healthcare |European Years |Specified |Specified (n/a - Unknown - [TOZINAMERAN] (S -
Professional |Economic Other Medically COVID-19
Area Important Condition) |immunisation - Not
applicable - [n/a - n/a
- n/al)
EU-EC- 23/05/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Heavy menstrual COMIRNATY Not reported
10012533006 Healthcare |Economic Years |Specified bleeding (n/a - [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving |COVID-19
- immunisation - Not
applicable - [n/a -
1{DF} - n/al)
EU-EC- 23/05/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported
10012533173 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a - n/a-[n/a-n/a-
Condition), Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 23/05/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Myalgia (2d - COMIRNATY Not reported
10012533458 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) COVID-19
immunisation - Not
Pain in extremity (2d |applicable - [n/a - n/a
- - n/al)
Recovered/Resolved
Pyrexia (1d -
Recovered/Resolved
=)
Swelling of eyelid (1d
Recovered/Resolved
EU-EC- 23/05/2022 |Spontaneous |Non Non Not available 12-17 |Not Male No Lymphadenopathy COMIRNATY Not reported
10012533527 Healthcare |European Years |Specified (n/a - Not [TOZINAMERAN] (S -
Professional | Economic Recovered/Not COVID-19
Area Resolved - Other immunisation - Not
Medically Important |applicable - [1d - n/a -
Condition), n/al)
Muscle swelling (n/a
- Unknown - Other
Medically Important
Condition),
https://dap.ema.europa.eu/analytics/saw.dlI?Go 24/65
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Swelling (n/a -
Unknown - Other
Medically Important
Condition)

EU-EC-
10012534711

23/05/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

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

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

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

Menstrual disorder
(n/a-
Recovered/Resolved

'

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

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

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

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

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

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

Tongue exfoliation
(n/a-
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10012534728

23/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Heavy menstrual
bleeding (n/a -
Recovering/Resolving

»

Polymenorrhoea (n/a

Recovering/Resolving

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

Not reported

EU-EC-
10012535036

23/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

Oropharyngeal
discomfort (3d -
Recovered/Resolved

g

Urticaria (3d -
Recovered/Resolved

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

Not reported

EU-EC-
10012535064

23/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

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

Not available

12-17
Years

Adolescent

Male

No

Myopericarditis (5d -
Recovered/Resolved
- Life Threatening)

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

Not reported

25/65
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applicable - [1d -
1{DF} - n/a])
EU-EC- 23/05/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Dizziness (n/a - COMIRNATY Not reported
10012535094 Healthcare |Economic Years |Specified Unknown - [TOZINAMERAN] (S -
Professional |Area Disabling), nfa-n/a-[nfa-n/a-
n/al)
Fatigue (n/a - Not
Recovered/Not
Resolved -
Disabling),
Headache (n/a - Not
Recovered/Not
Resolved -
Disabling),
Hypoaesthesia (n/a -
Not Recovered/Not
Resolved -
Disabling),
Migraine (n/a -
Unknown -
Disabling),
Muscular weakness
(1d -
Recovered/Resolved
With Sequelae -
Disabling),
Nerve injury (n/a -
Not Recovered/Not
Resolved -
Disabling),
Night sweats (n/a -
Not Recovered/Not
Resolved -
Disabling),
Presyncope (n/a -
Unknown -
Disabling),
Tremor (n/a - Not
Recovered/Not
Resolved -
Disabling),
Vaccination site pain
(n/a - Not
Recovered/Not
Resolved - Disabling)
EU-EC- 23/05/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Heavy menstrual COMIRNATY Not reported
10012535491 Healthcare |Economic Years |Specified bleeding (n/a - Not |[TOZINAMERAN] (S -
Professional |Area Recovered/Not COVID-19
Resolved -) immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 23/05/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Amenorrhoea (n/a - |COMIRNATY Not reported
10012535548 Healthcare |Economic Years |Specified Not Recovered/Not  |[TOZINAMERAN] (S -
Professional |Area Resolved - ) COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/al)
EU-EC- 22/05/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Vaccination site COMIRNATY Not reported
10012524844 Healthcare |Economic Years |Specified lymphadenopathy [TOZINAMERAN] (S -
Professional |Area (n/a - Not COVID-19
Recovered/Not immunisation - Not
Resolved - ) applicable - [n/a -
1{DF} - n/al)
EU-EC- 21/05/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Asthenia (9d - COMIRNATY Not reported
10012522728 Professional |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Area =) COVID-19
immunisation - n/a -
Diarrhoea (9d - [n/a-n/a-
Recovered/Resolved |Intramuscular])
Q fever (9d -
Recovered/Resolved
Vomiting (9d -
Recovered/Resolved
-)
EU-EC- 21/05/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Lymphoedema (3d - |COMIRNATY Not reported
10012522828 Professional |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Area -) COovID-19
immunisation - n/a -
[n/a-n/a-
Intramuscular])
EU-EC- 21/05/2022 | Spontaneous |Non Non Not available 12-17 |Not Female |No Urticaria (n/a - Not | COMIRNATY [CETIRIZINE,
10012523367 Healthcare |European Years |Specified Recovered/Not [TOZINAMERAN] (S - |CETIRIZINE
Professional |Economic Resolved - Other COovID-19 DIHYDROCHLORIDE,
Area Medically Important |immunisation - Not (C - Urticaria - n/a -
Condition) applicable - [n/a - n/a |[n/a - n/a - n/a]),
- n/al)
[MONTELUKAST,
MONTELUKAST
SODIUM] (C - Rash -
n/a-[168d - n/a -
n/a])
EU-EC- 20/05/2022 |Spontaneous |Non Non Not available 12-17 |Not Male No Blindness transient | COMIRNATY Not reported
10012511443 Healthcare |European Years |Specified (1d- [TOZINAMERAN] (S -
Professional | Economic Recovered/Resolved |COVID-19
Area - Other Medically immunisation - Not
Important applicable - [1d - n/a -
Condition), n/al)
Feeling abnormal
(n/a - Unknown - )
EU-EC- 20/05/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Headache (n/a - COMIRNATY Not reported
10012511810 Professional |European Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Economic - Other Medically COvID-19
Area Important immunisation - Not
Condition),
https://dap.ema.europa.eu/analytics/saw.dlI?Go 26/65
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Nystagmus (n/a -
Recovering/Resolving
- Other Medically
Important Condition)

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

EU-EC-
10012511881

20/05/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Limb discomfort (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)

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

Not reported

EU-EC-
10012512605

20/05/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Chest pain (n/a -
Unknown - ),

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

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

Nausea (n/a -
Unknown - ),

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

Palpitations (n/a -
Unknown - )

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

Not reported

EU-EC-
10012512695

20/05/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

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

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

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

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

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

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

Not reported

EU-EC-
10012512930

20/05/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

Not reported

EU-EC-
10012513863

20/05/2022

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

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Chest pain (n/a -
Unknown - ),

Cough (n/a -
Unknown - ),

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

Myopericarditis (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

27/65
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Off label use (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),

Upper respiratory
tract infection (n/a -
Unknown - )

EU-EC-
10012513965

20/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Lymphadenopathy
(n/a - Unknown - ),

Pyrexia (n/a -
Unknown - )

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

Not reported

EU-EC-
10012514707

20/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Arthralgia (n/a -
Recovering/Resolving

=)

Axillary pain (n/a -
Recovering/Resolving

4

Injection site
reaction (n/a -
Recovering/Resolving

4

Myalgia (n/a -
Recovering/Resolving

4

Pyrexia (n/a -
Recovering/Resolving
=)

Skin reaction (n/a -
Recovering/Resolving

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

Not reported

EU-EC-
10012515134

20/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Rhabdomyolysis (n/a

Recovered/Resolved
- Life Threatening,
Caused/Prolonged
Hospitalisation,
Other Medically
Important Condition)

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

Not reported

EU-EC-
10012515746

20/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Fatigue (n/a -
Unknown - ),

Headache (n/a -
Unknown - ),

Heavy menstrual
bleeding (5mo -
Recovered/Resolved

-

Polymenorrhoea
(5mo -
Recovered/Resolved

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

Not reported

EU-EC-
10012515772

20/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

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

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

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

Throat tightness (n/a

Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

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

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

Not reported

EU-EC-

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

20/05/2022

Spontaneous

Non

European

Not available

12-17

Not

Female

Rash erythematous

COMIRNATY

Not reported

28/65
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10012515776 Healthcare |Economic Years |Specified (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not Immunisation - n/a -
Resolved - ), [n/a-n/a-
Intramuscular])
Rash erythematous
(n/a - Unknown - ),
Rash pruritic (n/a -
Unknown - )
EU-EC- 20/05/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest discomfort COMIRNATY Not reported
10012515905 Professional |European Years |Specified (n/a- [TOZINAMERAN] (S -
Economic Recovering/Resolving |COVID-19
Area - Caused/Prolonged |immunisation - Not
Hospitalisation), applicable - [1d - n/a -
Intramuscular])
Headache (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Myocarditis (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),
Respiration abnormal
(n/a-
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Visual impairment
(n/a-
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 20/05/2022 | Spontaneous |Healthcare  |Non Not available 12-17 |Not Male No COVID-19 (n/a - TOZINAMERAN Not reported
10012516481 Professional |European Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Economic - Other Medically COVID-19
Area Important immunisation - Not
Condition), applicable - [n/a - n/a
- n/a])
Drug ineffective (n/a
- Unknown - Other
Medically Important
Condition),
Headache (n/a -
Recovering/Resolving
Nasopharyngitis (n/a
Recovering/Resolving
=)
Oropharyngeal pain
(n/a -
Recovering/Resolving
Rhinorrhoea (n/a -
Recovering/Resolving
EU-EC- 20/05/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Epistaxis (15min - COMIRNATY Not reported
10012516534 Professional |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Area =), COovID-19
immunisation - Not
Fatigue (n/a - Not applicable - [n/a -
Recovered/Not 1{DF} - n/a])
Resolved - ),
Injection site
inflammation (n/a -
Not Recovered/Not
Resolved - ),
Injection site pain
(n/a - Not
Recovered/Not
Resolved - ),
Injection site
swelling (n/a - Not
Recovered/Not
Resolved - ),
Myalgia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 20/05/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Diarrhoea (n/a - Not |COMIRNATY Not reported
10012516753 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COvID-19
immunisation - Not
Fatigue (n/a - Not applicable - [n/a - n/a
Recovered/Not - n/a))
Resolved - ),
Injection site
reaction (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 20/05/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Chest pain (n/a - COMIRNATY Not reported
10012517270 Professional |Economic Years |Specified Unknown - ), [TOZINAMERAN] (S -
Area Immunisation - n/a -
Swelling (n/a - [n/a-n/a-
Unknown - ) Intramuscular])
EU-EC- 20/05/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Synovitis (n/a - COMIRNATY Not reported
10012517336 Professional |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Area - Disabling) COovID-19
immunisation - Not
applicable - [n/a -
.3mL - Intramuscular])
EU-EC- 20/05/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent [Female |No Urticaria (n/a - Not ~ |COMIRNATY Not reported
10012517544 Professional |Economic Years Recovered/Not [TOZINAMERAN] (S -
Area Resolved - ) COVID-19
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immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 20/05/2022 | Spontaneous |Non European |Not available 12-17 |Child Male No Injection site pain COMIRNATY Not reported
10012517688 Healthcare |Economic Years - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |COVID-19
=) immunisation - Not
applicable - [n/a -
Insomnia (12h - 30ug - Intramuscular])
Recovered/Resolved
=
Pain (1d -
Recovered/Resolved
-)
EU-EC- 20/05/2022 | Spontaneous |Non European |Not available 12-17 |Child Male No Fatigue (4d - COMIRNATY Not reported
10012517692 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) COVID-19
immunisation - Not
Headache (12h - applicable - [1d - 30ug
Recovered/Resolved |- Intramuscular])
=)
Injection site pain
2d -
Recovered/Resolved
=
Myalgia (3d -
Recovered/Resolved
=)
Pain (2d -
Recovered/Resolved
=)
Somnolence (3d -
Recovered/Resolved
=)
Vertigo (12h -
Recovered/Resolved
-)
EU-EC- 20/05/2022 |Spontaneous |Non European |Not available 12-17 |Child Female |No Headache (1d - COMIRNATY Not reported
10012517697 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) COVID-19
immunisation - Not
Nausea (1d - applicable - [1d - 30ug
Recovered/Resolved |- Intramuscular])
Pain (5d -
Recovered/Resolved
=)
Pain of skin (4d -
Recovered/Resolved
Pyrexia (1d -
Recovered/Resolved
=)
Skin reaction (1d -
Recovered/Resolved
=
Vomiting (1d -
Recovered/Resolved
EU-EC- 20/05/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Menstruation delayed | COMIRNATY Not reported
10012517758 Healthcare |Economic Years (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not COvID-19
Resolved - ) immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 20/05/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Arthralgia (2d - COMIRNATY NIET
10012518528 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S - |GESPECIFICEERD
Professional |Area =) COovID-19 GENEESMIDDEL [NO
immunisation - Not AVAILABLE] (C - n/a
Body temperature applicable - [n/a - n/a-[n/a-n/a-
increased (n/a - Not |1{DF} - n/a]) n/al),
Recovered/Not
Resolved - ), [ASCORBIC ACID,
GUAIFENESIN,
Chills (n/a - Not ACETYLSALICYLIC
Recovered/Not ACID, CAFFEINE,
Resolved - ), ASCORBIC ACID,
TERPIN HYDRATE,
Dry throat (n/a - Not PHENYLEPHRINE
Recovered/Not HYDROCHLORIDE P+
Resolved - ), EUR., CAFFEINE PH.
EUR., PARACETAMOL
Fatigue (n/a - Not PH. EUR.,
Recovered/Not PARACETAMOL,
Resolved - ), PARACETAMOL,
CAFFEINE,
Headache (n/a - PARACETAMOL,
Recovering/Resolving PHENYLEPHRINE,
=) CAFFEINE,
PHENYLEPHRINE
Malaise (n/a - Not HYDROCHLORIDE,
Recovered/Not ASCORBIC ACID,
Resolved - ), PARACETAMOL,
PHENYLEPHRINE
Myalgia (1d - HYDROCHLORIDE,
Recovered/Resolved ASCORBIC ACID,
=) PARACETAMOL,
CAFFEINE, TERPIN
Oropharyngeal pain HYDRATE,
(n/a - Not PHENYLEPHRINE
Recovered/Not HYDROCHLORIDE,
Resolved - ) PARACETAMOL,
CAFFEINE,
PHENYLEPHRINE
HYDROCHLORIDE,
PARACETAMOL,
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CAFFEINE, TERPIN
HYDRATE, ASCORBI(
ACID
(ETHYLCELLULOSE
COATED)] (C - n/a -
n/a-[nfa-n/a-

n/a]),

[EXTRACT (1:11) OF
GENTIAN ROOT CUT,
VERBENA HERB CUT,
COMMON SORREL
HERB CUT, ELDER
FLOWER RUBBED,
PRIMULA FLOWER
WITH CALYX CUT;
(1:3:3:3:3),
EXTRACTION
SOLVENT: ETHANOL,
59% (V/V), GENTIAN
ROOT, GENTIAN
ROOT, VERBENA
HERB, COMMON
SORREL HERB,
PRIMULA FLOWER
WITH CALYX,
SAMBUCUS NIGRA
FLOWER, RUMEX,
GENTIANA LUTEA,
SAMBUCUS NIGRA L.
VERBENA, PRIMULA
VERIS FLOWER,
SAMBUCI FLOS,
GENTIAN ROQT,
PRIMULA FLOWERS,
GARDEN SORREL
HERB, VERBENA
OFFICINALIS,
SAMBUCI FLOS,
GENTIAN ROOT,
VERBENA HERB,
COMMON SORREL
HERB, PRIMULA
FLOWER WITH
CALYX] (C-n/a-n/e
- [n/a - n/a - n/a])

EU-EC- 20/05/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest discomfort COMIRNATY Not reported
10012518940 Professional |European Years |Specified (n/a- [TOZINAMERAN] (S -
Economic Recovering/Resolving |COVID-19
Area - Other Medically immunisation - Not
Important applicable - [1d - n/a -
Condition), Intramuscular])
Chest pain (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Nausea (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Vomiting (2d -
Recovered/Resolved
- Other Medically
Important
Condition),
White blood cell
count increased (n/a
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 20/05/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Eyelid oedema (n/a - | COMIRNATY Not reported
10012519963 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) COVID-19
immunisation - Not
Foreign body applicable - [n/a -
sensation in eyes 1{DF} -
(n/a - Not Intramuscular])
Recovered/Not
Resolved - )
EU-EC- 20/05/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Chest discomfort (0d |COMIRNATY Not reported
10012520050 Healthcare |Economic Years |Specified - Unknown - ), [TOZINAMERAN] (S -
Professional |Area COVID-19
Hypersensitivity (0d - |immunisation - Not
Unknown - ) applicable - [n/a - n/a
- n/a])
EU-EC- 20/05/2022 | Spontaneous |Non Non Not available 12-17 |Not Female |No Amenorrhoea (n/a -  |COMIRNATY Not reported
10012520412 Healthcare |European Years |Specified Not Recovered/Not  |[TOZINAMERAN] (S -
Professional | Economic Resolved - Other COVID-19
Area Medically Important |immunisation - Not
Condition) applicable - [n/a - n/a
- n/al)
EU-EC- 20/05/2022 | Spontaneous |Healthcare  |European |Not available 12-17 |Adolescent |Female |No Chills (n/a - COMIRNATY Not reported
10012521037 Professional |Economic Years Unknown - ), [TOZINAMERAN] (S -
Area COVID-19
Pyrexia (n/a - immunisation - Not
Unknown - ) applicable - [1d -
1{DF} - Unknown])
EU-EC- 20/05/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent [Female |No Malaise (n/a - COMIRNATY Not reported
10012521043 Professional | Economic Years Unknown -), [TOZINAMERAN] (S -
Area COVID-19
Pyrexia (n/a - immunisation - Not
Unknown - ) applicable - [1d -
1{DF} - Unknown])
EU-EC- 20/05/2022 | Spontaneous |Non Non Not available 12-17 |Not Not No Generalised tonic- ~ |COMIRNATY Not reported
10012521828 Healthcare |European Years |Specified |Specified clonic seizure (n/a - |[TOZINAMERAN] (S -
Professional | Economic Unknown - Other COVID-19
Area Medically Important |immunisation - Not
Condition), applicable - [1d - n/a -
n/a])
Inappropriate
schedule of product
administration (n/a -
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Unknown - ),

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

EU-EC-
10012499859

19/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Dizziness (0d -
Recovered/Resolved

',

Headache (0d -
Recovered/Resolved

g

Paraesthesia (0d -
Recovered/Resolved

-)

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

Not reported

EU-EC-
10012501016

19/05/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

Not reported

EU-EC-
10012501312

19/05/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Dysphagia (n/a -
Unknown - ),

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

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

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

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

Not reported

EU-EC-
10012501574

19/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Body temperature
increased (n/a -
Recovered/Resolved
- Disabling),

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

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

Gait inability (n/a -
Not Recovered/Not
Resolved -
Disabling),

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

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

Immune system
disorder (n/a - Not
Recovered/Not
Resolved -
Disabling),

Immunology test
abnormal (n/a - Not
Recovered/Not
Resolved -
Disabling),

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

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

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

Oxygen saturation
decreased (10d -
Recovered/Resolved
- Disabling),

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

Pharyngeal swelling
(n/a - Not
Recovered/Not
Resolved - Disabling)

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

Not reported

EU-EC-
10012502184

19/05/2022

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

Spontaneous

Non
Healthcare

European
Economic

Not available

12-17
Years

Adolescent

Male

No

Arthralgia (n/a -
Unknown - ),

COMIRNATY
[TOZINAMERAN] (S -

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

Headache (n/a -
Unknown - ),

Pyrexia (n/a -
Unknown - )

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

EU-EC-
10012503258

19/05/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Sakaida, K.. A case of suspected
myocarditis in a 15-year-old boy after
SARS-CoV2 vaccination. The 5th Annual
Meeting of Japanese Society of Pediatric
Cardiac Magnetic Resonan. 2022;5th
Iwashima, S.. A case of suspected
myocarditis in a 15-year-old boy after
SARS-CoV2 vaccination. The 132nd Annual
Meeting of Tokai Regional Office of the
Japanese Circulation So. 2022;132nd

12-17
Years

Not
Specified

Male

No

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-
10012503276

19/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

Visual impairment
(n/a - Unknown - )

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

Not reported

EU-EC-
10012503398

19/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Asthenia (n/a -
Unknown - ),

Autonomic nervous
system imbalance
(n/a - Unknown - ),

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

Dizziness (n/a -
Unknown - ),

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

Heart rate increased
(n/a - Unknown - )

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

Not reported

EU-EC-
10012503460

19/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Asthenia (n/a -
Recovered/Resolved

g

Chills (n/a -
Recovered/Resolved

=)

Fatigue (n/a -
Recovered/Resolved

=)

Headache (n/a -
Recovered/Resolved

'

Pain (n/a -
Recovered/Resolved
=)

Pain in extremity
(n/a -
Recovered/Resolved

4

Pyrexia (n/a -
Recovered/Resolved
=)

Vaccination site pain
(n/a-
Recovered/Resolved

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

Not reported

EU-EC-
10012503562

19/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Abdominal pain (n/a

Recovered/Resolved

g

Fatigue (n/a -
Recovered/Resolved

4

Headache (n/a -
Recovered/Resolved

4

Heavy menstrual
bleeding (n/a -
Recovered/Resolved

-)

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

n/a])

Not reported

EU-EC-
10012503565

19/05/2022

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

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Circulatory collapse
(n/a -
Recovered/Resolved

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

Not reported
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- Other Medically
Important Condition)

EU-EC- 19/05/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Influenza like illness |COMIRNATY Not reported
10012503791 Healthcare |Economic Years (n/a- [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving |COVID-19
=) immunisation - Not
applicable - [n/a -
Loss of 1{DF} -
consciousness (n/a - |Intramuscular])
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 19/05/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Ageusia (n/a - Not  |COMIRNATY Not reported
10012503805 Healthcare  |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ) n/a-n/a-[n/a-n/a-
n/al)
EU-EC- 19/05/2022 |Spontaneous |Non Non Not available 12-17 |Not Male No Headache (n/a - COMIRNATY Not reported
10012504016 Healthcare |European Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Economic - Other Medically COvID-19
Area Important immunisation - Not
Condition), applicable - [1d - n/a -
n/a])
Influenza like illness
(n/a-
Recovering/Resolving
- Other Medically
Important
Condition),
Malaise (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Pyrexia (3d -
Recovered/Resolved
- Other Medically
Important
Condition),
Rash (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Rash (n/a -
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 19/05/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Cellulitis (7d - GARDASIL 9 [HUMAN | Not reported
10012504163 Professional |European Years |Specified Recovering/Resolving | PAPILLOMAVIRUS
Economic - Caused/Prolonged | TYPE 31 L1 PROTEIN -
Area Hospitalisation, ADSORBED - IN THE
Other Medically FORM OF VIRUS-LIKE
Important PARTICLES PRODUCED
Condition), IN YEAST CELLS
(SACCHAROMYCES
Chest pain (n/a - CEREVISIAE CANADE
Unknown - 3C-5 (STRAIN 1895))
Caused/Prolonged BY RDNA, HUMAN
Hospitalisation, PAPILLOMAVIRUS
Other Medically TYPE 33 L1 PROTEIN -
Important ADSORBED - IN THE
Condition), FORM OF VIRUS-LIKE
PARTICLES PRODUCED
Electrocardiogram IN YEAST CELLS
abnormal (n/a - (SACCHAROMYCES
Unknown - CEREVISIAE CANADE
Caused/Prolonged 3C-5 (STRAIN 1895))
Hospitalisation, BY RDNA, HUMAN
Other Medically PAPILLOMAVIRUS
Important TYPE 45 L1 PROTEIN -
Condition), ADSORBED - IN THE
FORM OF VIRUS-LIKE
Malaise (n/a - PARTICLES PRODUCED
Unknown - IN YEAST CELLS
Caused/Prolonged (SACCHAROMYCES
Hospitalisation, CEREVISIAE CANADE
Other Medically 3C-5 (STRAIN 1895))
Important BY RDNA, HUMAN
Condition), PAPILLOMAVIRUS
TYPE 52 L1 PROTEIN -
Nausea (n/a - ADSORBED - IN THE
Unknown - FORM OF VIRUS-LIKE
Caused/Prolonged PARTICLES PRODUCED
Hospitalisation, IN YEAST CELLS
Other Medically (SACCHAROMYCES
Important CEREVISIAE CANADE
Condition), 3C-5 (STRAIN 1895))
BY RDNA, HUMAN
Pericarditis (5d - Not |PAPILLOMAVIRUS
Recovered/Not TYPE 58 L1 PROTEIN -
Resolved - ADSORBED - IN THE
Caused/Prolonged FORM OF VIRUS-LIKE
Hospitalisation, PARTICLES PRODUCED
Other Medically IN YEAST CELLS
Important Condition) |(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
TYPE 16 L1 PROTEIN -
ADSORBED - IN THE
FORM OF VIRUS-LIKE
PARTICLES PRODUCED
IN YEAST CELLS
(SACCHAROMYCES
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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 -
Immunisation - Not
applicable - [n/a - n/a
- Unknown]),
TOZINAMERAN
[TOZINAMERAN] (S -
Immunisation - Not
applicable - [n/a - n/a
- Unknown])...
EU-EC- 19/05/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Chills (n/a - COMIRNATY Not reported
10012504909 Healthcare |Economic Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area =) COVID-19
immunisation - Not
Fatigue (n/a - applicable - [n/a - n/a
Recovering/Resolving |- n/a])
=)
Hallucination (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Headache (n/a -
Recovering/Resolving
=)
Nausea (n/a -
Recovering/Resolving
=
Pyrexia (n/a -
Recovering/Resolving
EU-EC- 19/05/2022 | Spontaneous |Non Non Not available 12-17 |Not Male No Axillary pain (n/fa- | TOZINAMERAN Not reported
10012505956 Healthcare |European Years |Specified Not Recovered/Not  |[TOZINAMERAN] (S -
Professional |Economic Resolved - ), COvID-19
Area immunisation - Not
Bedridden (n/a - Not |applicable - [1d - n/a -
Recovered/Not n/a])
Resolved - Other
Medically Important
Condition),
Headache (n/a -
Unknown - ),
Joint range of motion
decreased (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Malaise (n/a -
Unknown - ),
Pyrexia (n/a -
Unknown - )
EU-EC- 19/05/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Abdominal pain (2d - |COMIRNATY Not reported
10012505973 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area - Caused/Prolonged |n/a-n/a-[n/a-n/a-
Hospitalisation, n/al)
Other Medically
Important
Condition),
Appendicitis (2d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),
Vomiting (2d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important Condition)
EU-EC- 19/05/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Holmes-Adie pupil ~ |COMIRNATY Not reported
10012506096 Professional | Economic Years (n/a - Unknown -)  |[TOZINAMERAN] (S -
Area COVID-19
immunisation - Not
applicable - [n/a -
.3mL - Intramuscular])
EU-EC- 19/05/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adult Female |No Tachycardia (n/a - COMIRNATY Not reported
10012506384 Professional |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Area - Other Medically COVID-19
Important Condition) \immunisation - Not
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applicable - [n/a -
.3mL - Intramuscular])
EU-EC- 19/05/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Myocarditis (n/a - COMIRNATY Not reported
10012506404 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area - Other Medically COVID-19
Important Condition) |immunisation - Drug
withdrawn - [n/a -
1{DF} -
Intramuscular])
EU-EC- 19/05/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent [Female |No Dysmenorrhoea (n/a |COMIRNATY Not reported
10012506968 Healthcare |Economic Years - Not Recovered/Not |[TOZINAMERAN] (S -
Professional |Area Resolved - ) COVID-19
immunisation - Drug
withdrawn - [1d - .3mL
- Intramuscular])
EU-EC- 19/05/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Asthenia (n/a - COMIRNATY Not reported
10012507170 Professional |European Years | Specified Unknown - ), [TOZINAMERAN] (S -
Economic COVID-19
Area Chest pain (n/a - immunisation - Not
Unknown - ), applicable - [n/a - n/a
- n/al)
Myopericarditis (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),
Pyrexia (n/a -
Unknown - )
EU-EC- 19/05/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Blood pressure TOZINAMERAN [SALBUTAMOL,
10012507449 Professional |European Years |Specified increased (n/a - [TOZINAMERAN] (S - |SALBUTAMOL
Economic Recovered/Resolved |COVID-19 SULFATE] (C - n/a -
Area =) immunisation - Not n/a-[nfa-n/a-
applicable - [n/a - n/a |n/a])
Feeling abnormal - n/a])
(n/a-
Recovered/Resolved
=)
Feeling hot (n/a -
Recovered/Resolved
=k
Laboratory test
abnormal (n/a -
Recovered/Resolved
=
Ocular discomfort
(n/a-
Recovered/Resolved
=)
Pericarditis (n/a -
Unknown - Other
Medically Important
Condition),
Pyrexia (n/a -
Recovered/Resolved
EU-EC- 19/05/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent [Female |No Dizziness (42h - COMIRNATY Not reported
10012507744 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) nfa-n/a-[n/a-n/a-
n/al)
Headache (42h -
Recovered/Resolved
=
Pyrexia (42h -
Recovered/Resolved
EU-EC- 19/05/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Lymphadenopathy COMIRNATY Not reported
10012508121 Healthcare |Economic Years |Specified (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not COVID-19
Resolved - ), immunisation - Not
applicable - [n/a -
Malaise (1d - 1{DF} - n/a])
Recovered/Resolved
EU-EC- 19/05/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No COVID-19 (n/a - COMIRNATY Not reported
10012509497 Healthcare |Economic Years |Specified Unknown - Other [TOZINAMERAN] (S -
Professional |Area Medically Important |COVID-19
Condition), immunisation - Not
applicable - [1d - n/a -
Drug ineffective (n/a |n/a])
- Unknown - Other
Medically Important
Condition),
Nasopharyngitis (n/a
- Unknown -)
EU-EC- 19/05/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest pain (n/a - COMIRNATY Not reported
10012509877 Professional |European Years |Specified Unknown - [TOZINAMERAN] (S -
Economic Caused/Prolonged COvID-19
Area Hospitalisation), immunisation - Not
applicable - [n/a - n/a
Immunisation (n/a - |- n/a])
Unknown -
Caused/Prolonged
Hospitalisation),
Myocarditis (n/a -
Unknown -
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),
Off label use (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),
Pyrexia (n/a -
Unknown -
Caused/Prolonged
Hospitalisation)
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EU-EC- 19/05/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Asthenia (n/a - COMIRNATY Not reported
10012510137 Professional |Economic Years Unknown - ), [TOZINAMERAN] (S -
Area COVID-19
Dyspepsia (n/a - immunisation - Not
Unknown - ), applicable - [1d -
1{DF} - Unknown])
Vomiting (n/a -
Unknown - )
EU-EC- 18/05/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Chest pain (0d - COMIRNATY Not reported
10012489179 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area - Other Medically COvID-19
Important immunisation - n/a -
Condition), [n/a - n/a - n/a])
Pericarditis (0d -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 18/05/2022 |Spontaneous |Non Non Not available 12-17 |Not Male No Eye disorder (n/a- |COMIRNATY Not reported
10012490610 Healthcare |European Years |Specified Unknown - [TOZINAMERAN] (S -
Professional |Economic Congenital Anomaly, |COVID-19
Area Other Medically immunisation - Not
Important applicable - [1d - n/a -
Condition), n/al)
Facial paralysis (n/a -
Recovered/Resolved
With Sequelae -
Congenital Anomaly,
Other Medically
Important Condition)
EU-EC- 18/05/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Myalgia (1d - COMIRNATY Not reported
10012490798 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area - COVID-19
immunisation - Not
applicable - [n/a - n/a
- n/a])
EU-EC- 18/05/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Dizziness (n/a - Not |COMIRNATY Not reported
10012491354 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COovID-19
immunisation - Not
Headache (n/a - Not |applicable - [n/a -
Recovered/Not 1{DF} - n/a])
Resolved - ),
Malaise (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 18/05/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Cold sweat (n/a - COMIRNATY Not reported
10012491658 Professional |Economic Years |Specified Unknown - ), [TOZINAMERAN] (S -
Area nfa-n/a-[n/a-n/a-
Vomiting (n/a - n/al)
Unknown - )
EU-EC- 18/05/2022 |Spontaneous |Healthcare |Non Hashizume, H.. Immunoglobulin A 12-17 |Not Female |No Henoch-Schonlein TOZINAMERAN Not reported
10012492061 Professional |European |vasculitis post-severe acute respiratory Years |Specified purpura (n/a - [TOZINAMERAN] (S -
Economic |syndrome coronavirus 2 vaccination and Recovered/Resolved |COVID-19
Area review of reported cases.. Journal of - Caused/Prolonged |immunisation - Not
Dermatology. 2022;49:560-563. Hospitalisation, applicable - [n/a - n/a
doi:10.1111/1346-8138.16326 Other Medically - n/a])
Important Condition)
EU-EC- 18/05/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Abdominal pain COMIRNATY Not reported
10012492209 Professional |European Years |Specified lower (n/a - [TOZINAMERAN] (S -
Economic Recovering/Resolving |COVID-19
Area - Caused/Prolonged  |immunisation - Not
Hospitalisation), applicable - [1d - n/a -
Intramuscular])
Vaccination site pain
(n/a - Unknown - )
EU-EC- 18/05/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Venous thrombosis  |COMIRNATY Not reported
10012492525 Healthcare |Economic Years |Specified limb (n/a - Unknown |[TOZINAMERAN] (S -
Professional |Area - Other Medically COVID-19
Important Condition) |immunisation - Not
applicable - [n/a - n/a
- n/aj)
EU-EC- 18/05/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Optic neuritis (n/a - |COMIRNATY Not reported
10012492756 Professional |European Years |Specified Unknown - [TOZINAMERAN] (S -
Economic Caused/Prolonged COvID-19
Area Hospitalisation, immunisation - Not
Other Medically applicable - [n/a - n/a
Important - n/a])
Condition),
Visual impairment
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 18/05/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Electrocardiogram COMIRNATY Not reported
10012492757 Professional |European Years | Specified abnormal (n/a - Not |[TOZINAMERAN] (S -
Economic Recovered/Not COVID-19
Area Resolved - ), immunisation - Not
applicable - [1d - n/a -
Pallor (n/a - Not n/al)
Recovered/Not
Resolved - ),
Pericarditis (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition),
Tachycardia (n/a -
Not Recovered/Not
Resolved - ),
Vomiting (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 18/05/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Cough (n/a - COMIRNATY Not reported
10012492758 Professional |European Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Economic - Caused/Prolonged |COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d - n/a -
Dyspnoea (n/a - Intramuscular])
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
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Gait inability (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

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

EU-EC-
10012492925

18/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

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

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

[n/a - 2{DF} - n/a])

Not reported

EU-EC-
10012493126

18/05/2022

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

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

Confusional state
(n/a - Unknown - ),

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

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

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

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

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

Emotional distress
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Disabling),

Fall (n/a - Unknown -

i

Gait inability (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Disabling),

Head injury (n/a -
Unknown - ),

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

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

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

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

[ETONOGESTREL] (C
-n/a-n/a-[n/a-
n/a - n/a])
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Disabling),

Hyperacusis (n/a -
Unknown - ),

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

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

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

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

Joint swelling (n/a -
Unknown -),

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

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

Loss of personal
independence in
daily activities (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Disabling),

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

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

Nervous system
disorder (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Disabling),

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

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

Peripheral swelling
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Disabling),

Photophobia (n/a -
Unknown - ),

Poor quality sleep
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Disabling),

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

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

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

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

Skin discolouration
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Disabling),

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

Tonsillitis (n/a -
Unknown - ),

Wheelchair user (n/a
- Not Recovered/Not
Resolved - Other
Medically Important

Condition)
EU-EC- 18/05/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest pain (n/a - COMIRNATY Not reported
10012493383 Professional |European Years |Specified Unknown - ), [TOZINAMERAN] (S -
Economic COVID-19
Area Dyspnoea (n/a - immunisation - Not
Unknown - ), applicable - [n/a - n/a
- n/a])
Myopericarditis (n/a -
Unknown -
Caused/Prolonged
Hospitalisation,
Other Medically
Important Condition)
EU-EC- 18/05/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Immunisation (n/a - |COMIRNATY Not reported
10012493452 Professional |European Years | Specified Unknown - [TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation), immunisation - Not
applicable - [n/a - n/a
Myocarditis (n/a - - n/al)
Unknown -
Caused/Prolonged
Hospitalisation),
Off label use (n/a -
Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 18/05/2022 |Spontaneous |[Non European |Not available 12-17 |Not Male No Type 1 diabetes COMIRNATY Not reported
10012493822 Healthcare |Economic Years |Specified mellitus (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not Immunisation - n/a -
Resolved - Other [n/a-n/a-
Medically Important | Intramuscular])
Condition)
EU-EC- 18/05/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest pain (n/a - COMIRNATY Not reported
10012494112 Professional |European Years |Specified Unknown - ), [TOZINAMERAN] (S -
Economic COVID-19
Area Immunisation (n/a - |immunisation - Not
Unknown - applicable - [n/a - n/a
Caused/Prolonged - n/a])
Hospitalisation,
Other Medically
Important
Condition),
Myocarditis (n/a -
Unknown - Other
Medically Important
Condition),
Off label use (n/a -
Unknown -
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),
Pericarditis (n/a -
Unknown -
Caused/Prolonged
Hospitalisation,
Other Medically
Important Condition)
EU-EC- 18/05/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Anxiety (n/a - COMIRNATY Not reported
10012494723 Professional | Economic Years |Specified Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |COVID-19
Condition), immunisation - Not
applicable - [n/a -
Dyspnoea (n/a - .3mL - n/a])
Unknown - Other
Medically Important
Condition),
Hypersensitivity (n/a
https://dap.ema.europa.eu/analytics/saw.dlI?Go 40/65
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- Unknown - Other
Medically Important
Condition),

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

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

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

EU-EC-
10012495022

18/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Myocarditis (8d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important Condition)

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

[ADAPALENE,
BENZOYL PEROXIDE
(C-n/a-n/a-[n/a-
1{DF} - n/a]),

[HYDROCORTISONE!
(C-n/a-n/a-[n/a-
n/a - n/al)

EU-EC-
10012495137

18/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Behcet's syndrome
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

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

Herpes virus
infection (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

Vulval ulceration (n/a
- Not Recovered/Not
Resolved - ),

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

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

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

Not reported

EU-EC-
10012495514

18/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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 - [1d - n/a -
n/al)

Not reported

EU-EC-
10012495520

18/05/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

Not reported

EU-EC-
10012495545

18/05/2022

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

Injection site plaque

Recovered/Resolved

)

Injection site pruritus

Recovered/Resolved

4

Injection site
reaction (3d -
Recovered/Resolved

4

Myalgia (3d -
Recovered/Resolved
=)

Pain in extremity (3d

Recovered/Resolved

4

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

Not reported
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Skin disorder (3d -
Recovered/Resolved
EU-EC- 18/05/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Abdominal pain (n/fa |COMIRNATY Not reported
10012495812 Professional |Economic Years - Not Recovered/Not |[TOZINAMERAN] (S -
Area Resolved - COVID-19
Caused/Prolonged immunisation - Not
Hospitalisation), applicable - [1d -
1{DF} -
Intermenstrual Intramuscular])
bleeding (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Oligomenorrhoea
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 18/05/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Urticaria (n/a - COMIRNATY AERIUS
10012496007 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S - |[DESLORATADINE] (t
Professional |Area - COvID-19 -nfa-nf/a-[n/a-
immunisation - Not n/a - n/al),
applicable - [1d -
1{DF} - AVAMYS
Intramuscular]) [FLUTICASONE
FUROATE] (C - n/a -
n/a-[n/a-nfa-
n/aj)
EU-EC- 18/05/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Herpes zoster (n/a - |COMIRNATY Not reported
10012496128 Professional | Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Area -) COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 18/05/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Amenorrhoea (n/a - |COMIRNATY Not reported
10012496165 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area - COVID-19
immunisation - Not
applicable - [24d -
2{DF} -
Intramuscular])
EU-EC- 18/05/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Amenorrhoea (nfa - |COMIRNATY Not reported
10012496205 Healthcare |Economic Years Not Recovered/Not  |[TOZINAMERAN] (S -
Professional |Area Resolved - ) COvID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 18/05/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Fat necrosis (nfa-  |COMIRNATY Not reported
10012496409 Professional |Economic Years Not Recovered/Not  |[TOZINAMERAN] (S -
Area Resolved - Other COVID-19
Medically Important |immunisation - n/a -
Condition), [n/a - 3{DF} - n/a])
Skin necrosis (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 18/05/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Diarrhoea (10d - COMIRNATY Not reported
10012496473 Healthcare  |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =), Immunisation - n/a -
[n/a - 1{DF} - n/a]),
Influenza like illness
(10d - COMIRNATY
Recovered/Resolved |[TOZINAMERAN] (S -
=), Immunisation - n/a -
[n/a - 2{DF} - n/a])
Influenza like illness
Recovered/Resolved
=)
Sensory disturbance
(10d -
Recovered/Resolved
EU-EC- 18/05/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent [Female |No Joint swelling (n/a - |COMIRNATY Not reported
10012496475 Healthcare |Economic Years Unknown - ), [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
Peripheral swelling  |[n/a - 2{DF} - n/a])
(n/a - Unknown - )
EU-EC- 18/05/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Pruritus (n/a - COMIRNATY Not reported
10012496539 Healthcare |Economic Years Unknown - ), [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
Rash (n/a - Unknown |[n/a - 2{DF} - n/a])
=
Urticaria (n/a -
Unknown -)
EU-EC- 18/05/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Anal fissure excision |COMIRNATY Not reported
10012496541 Healthcare  |Economic Years (54d - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |Immunisation - n/a -
- Caused/Prolonged |[n/a - 1{DF} - n/a]),
Hospitalisation),
COMIRNATY
Anxiety (n/a - Not ~ |[TOZINAMERAN] (S -
Recovered/Not Immunisation - n/a -
Resolved - ), [n/a - 2{DF} - n/a])
Dermatomyositis
(n/a - Not
Recovered/Not
Resolved - ),
Feeling jittery (n/a -
Not Recovered/Not
Resolved - ),
Palpitations (n/a -
Not Recovered/Not
Resolved - Other
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Medically Important
Condition),
Somnolence (n/a -
Not Recovered/Not
Resolved - )
EU-EC- 18/05/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest pain (n/a - COMIRNATY Not reported
10012496559 Professional |European Years |Specified Unknown - ), [TOZINAMERAN] (S -
Economic COVID-19
Area Immunisation (n/a - |immunisation - Not
Unknown - applicable - [n/a - n/a
Caused/Prolonged - n/a])
Hospitalisation),
Myocarditis (n/a -
Unknown -
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),
Off label use (n/a -
Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 18/05/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Asthenia (n/a - COMIRNATY Not reported
10012496721 Healthcare  |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =), Immunisation - n/a -
[n/a - 1{DF} - n/a]),
Dizziness (n/a -
Recovered/Resolved |COMIRNATY
=) [TOZINAMERAN] (S -
Immunisation - n/a -
Herpes simplex (n/a |[n/a - 2{DF} - n/al),
Recovered/Resolved |COMIRNATY
-), [TOZINAMERAN] (S -
Immunisation - n/a -
Stomatitis (n/a - [n/a - 3{DF} - n/a])
Recovered/Resolved
=)
Syncope (n/a -
Recovered/Resolved
- Life Threatening,
Caused/Prolonged
Hospitalisation)
EU-EC- 18/05/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Chills (1d - COMIRNATY Not reported
10012496935 Professional |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Area =) COVID-19
immunisation - Not
Fatigue (1d - applicable - [n/a - n/a
Recovered/Resolved |- n/a])
=)
Feeling of body
temperature change
(1d -
Recovered/Resolved
Headache (1d -
Recovered/Resolved
Injection site
reaction (1d -
Recovered/Resolved
=
Malaise (1d -
Recovered/Resolved
=)
Nausea (1d -
Recovered/Resolved
=)
Pyrexia (1d -
Recovered/Resolved
=k
Vomiting (1d -
Recovered/Resolved
-)
EU-EC- 18/05/2022 | Spontaneous |Non Non Not available 12-17 |Not Female |No Pericarditis (n/a - COMIRNATY Not reported
10012497038 Healthcare |European Years |Specified Unknown - Other [TOZINAMERAN] (S -
Professional |Economic Medically Important |COVID-19
Area Condition) immunisation - Not
applicable - [n/a - n/a
- n/a])
EU-EC- 18/05/2022 | Spontaneous |Non Non Not available 12-17 |Not Male No Drug ineffective (n/a |COMIRNATY Not reported
10012497199 Healthcare |European Years | Specified - Unknown - Other  |[TOZINAMERAN] (S -
Professional | Economic Medically Important |COVID-19
Area Condition), immunisation - Not
applicable - [n/a - n/a
Suspected COVID-19 |- n/a])
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 18/05/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Facial pain (n/a - Not | COMIRNATY Not reported
10012497681 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - Other COVID-19
Medically Important |immunisation - Not
Condition), applicable - [n/a -
1{DF} -
Lymph node pain Intramuscular])
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Lymphadenopathy
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
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Condition),
Pain (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 18/05/2022 |Spontaneous |Non Non Not available 12-17 |Not Male No Chest discomfort COMIRNATY Not reported
10012497849 Healthcare |European Years |Specified (n/a- [TOZINAMERAN] (S -
Professional | Economic Recovered/Resolved |COVID-19
Area =), immunisation - Not
applicable - [1d - n/a -
Chest pain (n/a - n/al)
Recovered/Resolved
Palpitations (n/a -
Recovered/Resolved
=)
Pericarditis (n/a -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 18/05/2022 | Spontaneous |Non Non Not available 12-17 |Not Male No Myopericarditis (n/a - | COMIRNATY Not reported
10012497852 Healthcare |European Years |Specified Not Recovered/Not  |[TOZINAMERAN] (S -
Professional |Economic Resolved - COVID-19
Area Caused/Prolonged immunisation - Not
Hospitalisation, applicable - [n/a - n/a
Other Medically - n/al)
Important Condition)
EU-EC- 18/05/2022 |Spontaneous |Healthcare |Non Kawasaki, Y.. Liver injury and cytopenia 12-17 |Not Female |No Cytopenia (14d - TOZINAMERAN Not reported
10012497929 Professional |European |after BNT162b2 COVID-19 vaccination in  |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Economic |an adolescent.. Pediatrics International. - Caused/Prolonged |COVID-19
Area 2022;64 (1):e15178. Hospitalisation, immunisation - Not
doi:10.1111/ped.15178 Other Medically applicable - [n/a - n/a
Important - n/a))
Condition),
Liver injury (14d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important Condition)
EU-EC- 18/05/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest pain (n/a - COMIRNATY Not reported
10012498169 Professional |European Years |Specified Unknown - [TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation), immunisation - Not
applicable - [n/a - n/a
Musculoskeletal pain |- n/a])
(n/a - Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 18/05/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported
10012498439 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a - n/a-[n/a-n/a-
Condition), Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 18/05/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Cough (n/a - Not COMIRNATY Not reported
10012498541 Professional |Economic Years Recovered/Not [TOZINAMERAN] (S -
Area Resolved - ) COVID-19
immunisation - Not
applicable - [n/a - n/a
- Intramuscular])
EU-EC- 18/05/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Malaise (n/a - COMIRNATY Not reported
10012498593 Professional |Economic Years Unknown - ), [TOZINAMERAN] (S -
Area COVID-19
Pyrexia (n/a - immunisation - Not
Unknown -) applicable - [1d -
1{DF} - Unknown])
EU-EC- 18/05/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Myalgia (n/a - COMIRNATY Not reported
10012498626 Professional |Economic Years Unknown - ), [TOZINAMERAN] (S -
Area COVID-19
Pyrexia (n/a - immunisation - Not
Unknown -) applicable - [1d -
1{DF} - Unknown])
EU-EC- 18/05/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Pyrexia (2d - COMIRNATY Not reported
10012498633 Professional |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Area - COVID-19
immunisation - Not
applicable - [1d -
1{DF} - Unknown])
EU-EC- 18/05/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported
10012498848 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a-n/a-[n/a-n/a-
Condition), Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 18/05/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported
10012498886 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a - n/a-[n/a-n/a-
Condition), Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 17/05/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Fatigue (n/a - COMIRNATY Not reported
10012478178 Professional |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Area =), COovID-19
immunisation - n/a -
Influenza like illness |[n/a - 1{DF} -
(n/a- Intramuscular])
Recovered/Resolved
EU-EC- 17/05/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Pain in extremity COMIRNATY Not reported
10012478180 Professional |Economic Years |Specified (n/a- [TOZINAMERAN] (S -
Area Recovered/Resolved |COVID-19
-) immunisation - n/a -
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[n/a - 1{DF} -
Intramuscular])
EU-EC- 17/05/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Abnormal loss of COMIRNATY Not reported
10012478222 Healthcare |Economic Years |Specified weight (n/a - [TOZINAMERAN] (S -
Professional |Area Unknown - COVID-19
Disabling), immunisation - n/a -
[n/a - 1{DF} -
Fatigue (n/a - Intramuscular])
Unknown -
Disabling),
Type 1 diabetes
mellitus (n/a -
Unknown -
Disabling)
EU-EC- 17/05/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Pain in extremity (3d |COMIRNATY Not reported
10012478433 Professional | Economic Years | Specified - [TOZINAMERAN] (S -
Area Recovered/Resolved |COVID-19
- immunisation - n/a -
[n/a - 1{DF} -
Intramuscular])
EU-EC- 17/05/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Pyrexia (n/a - COMIRNATY Not reported
10012478544 Professional | Economic Years | Specified Recovered/Resolved |[TOZINAMERAN] (S -
Area -) COvID-19
immunisation - n/a -
[n/a - 1{DF} -
Intramuscular])
EU-EC- 17/05/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Arthralgia (4d - COMIRNATY Not reported
10012478558 Professional |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Area =) COVID-19
immunisation - n/a -
Fatigue (4d - [n/a - 1{DF} -
Recovered/Resolved |Intramuscular])
=)
Headache (4d -
Recovered/Resolved
=)
Myalgia (4d -
Recovered/Resolved
-
Pain in extremity (4d
Recovered/Resolved
EU-EC- 17/05/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Myocarditis (n/a - |COMIRNATY Not reported
10012478737 Professional |European Years |Specified Unknown - [TOZINAMERAN] (S -
Economic Caused/Prolonged ~ |COVID-19
Area Hospitalisation, immunisation - Not
Other Medically applicable - [n/a - n/a
Important Condition) |- n/a])
EU-EC- 17/05/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Fatigue (n/a - Not ~ |COMIRNATY Not reported
10012479199 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COovID-19
immunisation - Not
Inappropriate applicable - [1d - n/a -
schedule of product |n/a])
administration (n/a -
Unknown - ),
Musculoskeletal
stiffness (n/a - Not
Recovered/Not
Resolved - ),
Vaccination site pain
(n/a-
Recovered/Resolved
EU-EC- 17/05/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Hypoaesthesia (n/a - | COMIRNATY Not reported
10012479633 Professional |Economic Years |Specified Unknown - ), [TOZINAMERAN] (S -
Area COVID-19
Hypotension (n/a - |immunisation - n/a -
Unknown - ), [n/a-.3mL - n/a])
Nausea (n/a -
Unknown - )
EU-EC- 17/05/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Back pain (n/a - Not |COMIRNATY Not reported
10012479897 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), Immunisation - n/a -
[n/a - n/a - n/a])
Chills (n/a - Not
Recovered/Not
Resolved - ),
Headache (n/a - Not
Recovered/Not
Resolved - ),
Insomnia (n/a - Not
Recovered/Not
Resolved - ),
Sleep disorder (n/a -
Not Recovered/Not
Resolved - ),
Syncope (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 17/05/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Fatigue (n/a - Not ~ |COMIRNATY Not reported
10012480018 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COvID-19
immunisation - Not
Mobility decreased  |applicable - [n/a - n/a
(n/a - Not - n/a])
Recovered/Not
Resolved - ),
Pain in extremity
(n/a-
Recovered/Resolved
EU-EC- 17/05/2022 | Spontaneous |Non Non Not available 12-17 |Not Male No Myocarditis (n/a - COMIRNATY Not reported
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10012480547 Healthcare |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Economic - Caused/Prolonged |COVID-19
Area Hospitalisation, immunisation - Not
Other Medically applicable - [n/a - n/a
Important Condition) |- n/a])
EU-EC- 17/05/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Abdominal COMIRNATY Not reported
10012480703 Professional |European Years |Specified discomfort (n/a - [TOZINAMERAN] (S -
Economic Unknown - ), COovID-19
Area immunisation - Not
Pericarditis (n/a - applicable - [1d - n/a -
Unknown - Other n/al)
Medically Important
Condition),
Pleuritic pain (n/a -
Unknown - )
EU-EC- 17/05/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - Not |COMIRNATY Not reported
10012480874 Professional |Economic Years Recovered/Not [TOZINAMERAN] (S -
Area Resolved - ), COvID-19
immunisation - n/a -
SARS-CoV-2 test [n/a - n/a - n/a])
positive (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 17/05/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Arthralgia (n/a - Not |COMIRNATY Not reported
10012481185 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COovID-19
immunisation - Not
Chills (n/a - Not applicable - [n/a -
Recovered/Not 1{DF} - n/al])
Resolved - ),
Fatigue (n/a - Not
Recovered/Not
Resolved - ),
Headache (n/a - Not
Recovered/Not
Resolved - ),
Injection site
erythema (n/a -
Recovering/Resolving
Lymphadenopathy
(n/a-
Recovering/Resolving
=
Malaise (n/a - Not
Recovered/Not
Resolved - ),
Myalgia (n/a - Not
Recovered/Not
Resolved - ),
Nausea (1d -
Recovered/Resolved
Odynophagia (n/a -
Not Recovered/Not
Resolved - )
EU-EC- 17/05/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Arthritis (n/a - COMIRNATY COVID-19 |Not reported
10012481312 Professional |Economic Years |Specified Recovering/Resolving |MRNA VACCINE
Area =) (NUCLEOSIDE
MODIFIED)
Haematuria (n/a - CONCENTRATE FOR
Recovering/Resolving | DISPERSION FOR
=) INJECTION
[TOZINAMERAN] (S -
Henoch-Schonlein COVID-19
purpura (n/a - immunisation - n/a -
Recovering/Resolving |[n/a - n/a -
=), Intramuscular])
Renal vasculitis (n/a
Recovering/Resolving
=
Vasculitis
gastrointestinal (n/a
Recovering/Resolving
EU-EC- 17/05/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Cold sweat (n/a - COMIRNATY Not reported
10012481318 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Economic =) COovID-19
Area immunisation - Not
Pallor (n/a - applicable - [1d - n/a -
Recovered/Resolved |Intramuscular])
=)
Syncope (n/a -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 17/05/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Mass (3d - COMIRNATY Not reported
10012481422 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Economic - Caused/Prolonged |COVID-19
Area Hospitalisation, immunisation - Not
Other Medically applicable - [1d - n/a -
Important Condition) |Intramuscular])
EU-EC- 17/05/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No COVID-19 (n/a - COMIRNATY Not reported
10012481584 Professional |Economic Years |Specified Unknown - ) [TOZINAMERAN] (S -
Area COVID-19
immunisation - Not
applicable - [n/a - n/a
- n/a])
EU-EC- 17/05/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Headache (n/a - COMIRNATY Not reported
10012481705 Professional |European Years |Specified Unknown - ), [TOZINAMERAN] (S -
Economic COVID-19
Area Immunisation (n/a - |immunisation - Not
Unknown - applicable - [n/a - n/a
Caused/Prolonged - n/a])
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Hospitalisation),

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

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

Pyrexia (n/a -
Unknown -)

EU-EC-
10012481789

17/05/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

Chest discomfort
(n/a -
Recovered/Resolved
=)

Dyspnoea (n/a -
Recovered/Resolved

4

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

Pericarditis (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-
10012481794

17/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

COVID-19 (n/a -
Unknown - )

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

Not reported

EU-EC-
10012481865

17/05/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

Dyspnoea exertional
(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))

[SALBUTAMOL,
SALBUTAMOL
SULFATE] (C - n/a -
n/a-[nfa-nfa-
n/al)

EU-EC-
10012481895

17/05/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Chest discomfort
(n/a -
Recovered/Resolved
=)

Dyspnoea (n/a -
Recovered/Resolved

g

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

Nausea (n/a -
Recovered/Resolved

4

Tachycardia (n/a -
Recovered/Resolved
=)

Tachypnoea (n/a -
Recovered/Resolved

-)

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

Not reported

EU-EC-
10012482916

17/05/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Dehydration (n/a -
Unknown - ),

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

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

Not reported

EU-EC-
10012483015

17/05/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Immune
thrombocytopenia
(n/a-
Recovering/Resolving
- 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-
10012483188

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

17/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Pruritus (n/a -
Recovering/Resolving

'

Rash macular (n/a -

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

Not reported
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Recovering/ Reéolving

)

Skin disorder (n/a -
Recovering/Resolving

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

EU-EC-
10012483323

17/05/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Chills (n/a -
Recovering/Resolving

',

Erythema (n/a -
Recovering/Resolving

g

Feeling hot (n/a -
Recovering/Resolving

=)

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

Pruritus (n/a -
Recovering/Resolving
=)

Swelling (n/a -
Recovering/Resolving

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

[AMOXICILLIN
TRIHYDRATE,
POTASSIUM
CLAVULANATE,
AMOXICILLIN,
CLAVULANIC ACID]
(C - Appendicitis - n/
- [10d - n/a - Oral]),

[CLOSTRIDIUM
BUTYRICUM] (C -
Diarrhoea - n/a - [10
- n/a - Oral]),

[LANSOPRAZOLE] (C
- Gastritis - n/a - [5d
- n/a - Oral]),

[SODIUM
PICOSULFATE] (C -
Constipation - n/a -
[n/a - n/a - Oral])

EU-EC-
10012483355

17/05/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Arthralgia (n/a -
Unknown - ),

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

Juvenile polymyositis
(n/a - Unknown -
Other Medically
Important Condition)

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

Not reported

EU-EC-
10012483561

17/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

ABILIFY
[ARIPIPRAZOLE] (C -
n/a - Unknown - [n/z
- nfa - n/a]),

[LAMOTRIGINE] (C -
n/a - Unknown - [n/e

- n/a - n/a])

EU-EC-
10012483844

17/05/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Vaccination site pain
(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-
10012483869

17/05/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

Henoch-Schonlein
purpura (34d -
Recovered/Resolved
- Other Medically
Important
Condition),

Henoch-Schonlein
purpura nephritis
(n/a-
Recovering/Resolving
- Other Medically
Important
Condition),

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

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

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

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

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

Not reported

EU-EC-
10012484117

17/05/2022

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

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

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

Other Medically
Important Condition)
EU-EC- 17/05/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Myalgia (3d - COMIRNATY Not reported
10012484160 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area - COVID-19
immunisation - Not
applicable - [n/a - n/a
- n/a])
EU-EC- 17/05/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Dizziness (0d - Not |COMIRNATY Not reported
10012484296 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), Immunisation - n/a -
[n/a - n/a - n/a])
Fatigue (n/a - Not
Recovered/Not
Resolved - ),
Headache (n/a - Not
Recovered/Not
Resolved - ),
Malaise (n/a - Not
Recovered/Not
Resolved - ),
Nausea (n/a -
Recovered/Resolved
Syncope (n/a -
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 17/05/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Partial seizures (n/a - | COMIRNATY Not reported
10012484499 Professional |Economic Years Not Recovered/Not  |[TOZINAMERAN] (S -
Area Resolved - Other COVID-19
Medically Important |immunisation - Not
Condition) applicable - [35d -
.3mL - Intramuscular])
EU-EC- 17/05/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Hallucinations, mixed | COMIRNATY Not reported
10012484514 Professional |Economic Years |Specified (n/a- [TOZINAMERAN] (S -
Area Recovered/Resolved |COVID-19
- Caused/Prolonged |immunisation - Not
Hospitalisation), applicable - [1d -
1{DF} -
Influenza like illness  |Intramuscular])
(n/a-
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)
EU-EC- 17/05/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Myocarditis (n/a - COMIRNATY Not reported
10012484526 Professional |Economic Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Area - Other Medically COvID-19
Important Condition) \immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 17/05/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Varicella (n/a - COMIRNATY Not reported
10012484553 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |COVID-19
Condition) immunisation - Drug
withdrawn - [n/a -
1{DF} -
Intramuscular])
EU-EC- 17/05/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Odynophagia (5d - | COMIRNATY Not reported
10012484698 Professional |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Area =) COVID-19
immunisation - Not
Pain in extremity applicable - [n/a -
(n/a- 1{DF} -
Recovered/Resolved |Intramuscular])
=)
Pyrexia (5d -
Recovered/Resolved
Vaccination site pain
(n/a-
Recovered/Resolved
=
Vomiting (5d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)
EU-EC- 17/05/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Malaise (n/a - Not COMIRNATY Not reported
10012484795 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - Other COVID-19
Medically Important |immunisation - Not
Condition) applicable - [1d - .3mL
- n/al)
EU-EC- 17/05/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Epistaxis (n/a - COMIRNATY Not reported
10012484859 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area - COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 17/05/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Immunisation COMIRNATY Not reported
10012484876 Healthcare |Economic Years reaction (n/a - [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving |COVID-19
=) immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 17/05/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Dyspnoea (n/a - Not |COMIRNATY Not reported
10012484916 Healthcare  |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19
immunisation - Not
Eye pain (n/a - Not |applicable - [1d -
Recovered/Not 1{DF} -
Resolved - ), Intramuscular])
Headache (n/a - Not
Recovered/Not
Resolved - ),
Myalgia (n/a - Not
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Recovered/Not
Resolved - ),

Nausea (n/a - Not

Recovered/Not
Resolved - )
EU-EC- 17/05/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Urticaria chronic (n/a | COMIRNATY Not reported
10012484946 Professional |Economic Years - Not Recovered/Not |[TOZINAMERAN] (S -
Area Resolved - ) COvID-19
immunisation - n/a -
[1d - 1{DF} -
Intramuscular])
EU-EC- 17/05/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Chest pain (n/a - Not |COMIRNATY Not reported
10012485342 Healthcare  |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COvID-19
immunisation - Not
Hypertensive crisis  |applicable - [n/a -
(n/a - Not 1{DF} -
Recovered/Not Intramuscular])
Resolved - )
EU-EC- 17/05/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Dysmenorrhoea (n/fa |COMIRNATY Not reported
10012485346 Healthcare |Economic Years - Not Recovered/Not |[TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19
immunisation - Not
Heavy menstrual applicable - [n/a -
bleeding (n/a - Not | 1{DF} -
Recovered/Not Intramuscular])
Resolved - )
EU-EC- 17/05/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Panic attack (n/a- |COMIRNATY Not reported
10012485352 Professional | Economic Years Not Recovered/Not  |[TOZINAMERAN] (S -
Area Resolved - ) COvID-19
immunisation - Not
applicable - [n/a - n/a
- Intramuscular])
EU-EC- 17/05/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent [Female |No Immunisation COMIRNATY Not reported
10012485354 Professional |Economic Years reaction (8h - [TOZINAMERAN] (S -
Area Recovered/Resolved |COVID-19
- immunisation - Not
applicable - [n/a - n/a
- Intramuscular])
EU-EC- 17/05/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Breast engorgement | COMIRNATY Not reported
10012485706 Professional |Economic Years (n/a - Unknown - ), |[TOZINAMERAN] (S -
Area COVID-19
Lymphadenopathy immunisation - n/a -
(n/a - Unknown - ) |[n/a - 3{DF} - n/a])
EU-EC- 17/05/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Ranula (n/a - COMIRNATY Not reported
10012486222 Professional |European Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Economic - Caused/Prolonged |COVID-19
Area Hospitalisation) immunisation - Not
applicable - [1d - n/a -
Intramuscular])
EU-EC- 17/05/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Congestive COMIRNATY [CHLORPHENAMINE]
10012488412 Professional |European Years |Specified cardiomyopathy (n/a [[TOZINAMERAN] (S- |(C-n/a-n/a-[n/a-
Economic - Unknown - COvID-19 n/a - n/a])
Area Caused/Prolonged immunisation - Not
Hospitalisation), applicable - [1d - n/a -
n/a])
Drug ineffective (n/a
- Unknown -
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),
Dyspnoea (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),
Ejection fraction
decreased (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),
Hypotension (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Malaise (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),
Multisystem
inflammatory
syndrome in children
(n/a - Unknown -
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),
Peripheral swelling
(n/a-
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),
Platelet anisocytosis
(n/a - Unknown -
Caused/Prolonged
Hospitalisation),
Platelet count
decreased (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),
Pyrexia (10d -
Recovered/Resolved
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- Caused/Prolonged
Hospitalisation),

Red blood cell
anisocytes present
(n/a - Unknown -
Caused/Prolonged
Hospitalisation),

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

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

EU-EC-
10012488544

17/05/2022

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

Not reported

EU-EC-
10012488567

17/05/2022

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

Not reported

EU-EC-
10012488839

17/05/2022

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

Not reported

EU-EC-
10012488845

17/05/2022

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

Not reported

EU-EC-
10012488917

17/05/2022

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-
10012467856

16/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

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

[DESOGESTREL] (C -
Menstrual cycle
management - n/a -
[2y - n/a - Oral])

EU-EC-
10012468068

16/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Herpes zoster (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),

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

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

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

Not reported

EU-EC-
10012468072

16/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

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

Swelling face (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-
10012468294

16/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

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

Not reported

EU-EC-
10012469089

16/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

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

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

n/a])

Not reported

https://dap.ema.europa.eu/analytics/saw.dll?Go
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EU-EC- 16/05/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Taste disorder (n/a - |COMIRNATY Not reported
10012469189 Healthcare |Economic Years |Specified Not Recovered/Not  |[TOZINAMERAN] (S -
Professional |Area Resolved - ) COVID-19
immunisation - Not
applicable - [n/a - n/a
- n/a)
EU-EC- 16/05/2022 | Spontaneous |Non Non Not available 12-17 |Not Male No Myocarditis (n/a - TOZINAMERAN Not reported
10012470407 Healthcare |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Economic - Caused/Prolonged |COVID-19
Area Hospitalisation, immunisation - Not
Other Medically applicable - [1d - n/a -
Important Condition) |n/a])
EU-EC- 16/05/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Fatigue (n/a - Not COMIRNATY Not reported
10012471801 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COovID-19
immunisation - Not
Hyperhidrosis (n/a - |applicable - [n/a -
Not Recovered/Not  |1{DF} -
Resolved - ), Intramuscular])
Pyrexia (n/a - Not
Recovered/Not
Resolved - ),
Somnolence (n/a -
Not Recovered/Not
Resolved - )
EU-EC- 16/05/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Dizziness (n/a - Not |COMIRNATY Not reported
10012472734 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), Immunisation - n/a -
[n/a - n/a - n/a])
Nausea (n/a -
Unknown - ),
Syncope (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 16/05/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Angina pectoris (n/a |COMIRNATY Not reported
10012472737 Healthcare |Economic Years - Unknown - Other  |[TOZINAMERAN] (S -
Professional |Area Medically Important |Immunisation - n/a -
Condition), [n/a - n/a - n/a])
Dizziness (n/a - Not
Recovered/Not
Resolved - ),
Headache (n/a -
Unknown -),
Malaise (n/a -
Unknown - ),
Nausea (n/a -
Unknown - )
EU-EC- 16/05/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Axillary pain (n/a-  |COMIRNATY Not reported
10012473431 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area =), nfa-n/a-[n/a-n/a-
Intramuscular])
COVID-19
immunisation (n/a -
Recovering/Resolving
Headache (n/a -
Recovering/Resolving
=)
Lymphadenopathy
(n/a-
Recovering/Resolving
=)
Pyrexia (n/a -
Recovering/Resolving
=)
Rash erythematous
(n/a-
Recovering/Resolving
=
Vaccination site pain
(n/a-
Recovering/Resolving
EU-EC- 16/05/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Fatigue (n/a - Not COMIRNATY Not reported
10012474333 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COvID-19
immunisation - Not
Headache (n/a - Not |applicable - [1d - n/a -
Recovered/Not n/al)
Resolved - ),
Inappropriate
schedule of product
administration (n/a -
Unknown - ),
Pyrexia (3d -
Recovered/Resolved
EU-EC- 16/05/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Lymph node pain COMIRNATY Not reported
10012474352 Healthcare |Economic Years | Specified (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not COVID-19
Resolved - ), immunisation - Not
applicable - [1d - n/a -
Lymphadenopathy n/a])
(n/a - Not
Recovered/Not
Resolved - ),
Malaise (n/a -
Unknown -)
EU-EC- 16/05/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Asthenia (n/a - COMIRNATY Not reported
10012474387 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) COVID-19
immunisation - Not
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Feeling abnormal applicable - [1d - n/a -
(n/a - n/a])
Recovered/Resolved
Headache (n/a -
Recovered/Resolved
Pyrexia (n/a -
Recovered/Resolved
EU-EC- 16/05/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Sinus tachycardia COMIRNATY Not reported
10012475011 Professional |Economic Years |Specified (n/a - Not [TOZINAMERAN] (S -
Area Recovered/Not COVID-19
Resolved - Other immunisation - Not
Medically Important |applicable - [n/a -
Condition) 1{DF} -
Intramuscular])
EU-EC- 16/05/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Loss of COMIRNATY Not reported
10012475138 Professional |Economic Years consciousness (2d - |[TOZINAMERAN] (S -
Area Recovered/Resolved |COVID-19
- Other Medically immunisation - Not
Important Condition) |applicable - [n/a -
.3mL - Intramuscular])
EU-EC- 16/05/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Heavy menstrual COMIRNATY Not reported
10012475163 Professional |Economic Years bleeding (n/a - [TOZINAMERAN] (S -
Area Recovered/Resolved |COVID-19
- immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 16/05/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Lymphadenopathy ~ |COMIRNATY Not reported
10012475250 Healthcare |Economic Years (n/a- [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving |COVID-19
- immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 16/05/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent [Female |No Presyncope (n/a - COMIRNATY Not reported
10012475322 Professional |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Area -) COvID-19
immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 16/05/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Pruritus (n/a - COMIRNATY Not reported
10012475435 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area - COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 16/05/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No Herpes zoster (n/a - |COMIRNATY Not reported
10012475455 Professional |Economic Years Not Recovered/Not  |[TOZINAMERAN] (S -
Area Resolved -) COvID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 16/05/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Epistaxis (n/a - Not |COMIRNATY COVID-19 MRNA
10012475487 Professional |Economic Years Recovered/Not [TOZINAMERAN] (S - |VACCINE MODERNA
Area Resolved - ) COVID-19 (CX-024414) [COVID
immunisation - Not 19 MRNA VACCINE
applicable - [n/a - MODERNA (CX-
1{DF} - 024414)] (C-n/a -
Intramuscular]) n/a-[n/a-n/a-
Intramuscular])
EU-EC- 16/05/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Dizziness (n/a - COMIRNATY Not reported
10012475554 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) n/a-nfa-[n/fa-n/a-
n/a])
Fatigue (n/a -
Recovered/Resolved
=)
Headache (n/a -
Recovered/Resolved
Presyncope (n/a -
Recovered/Resolved
EU-EC- 16/05/2022 |Spontaneous |Non Non Not available 12-17 |Not Female |No Headache (n/a - COMIRNATY Not reported
10012475699 Healthcare |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Economic =), COvID-19
Area immunisation - Not
Syncope (n/a - applicable - [n/a - n/a
Recovered/Resolved |- n/a])
- Other Medically
Important
Condition),
Urticaria (n/a -
Recovered/Resolved
EU-EC- 16/05/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Chest discomfort (7d |COMIRNATY Not reported
10012475834 Healthcare |Economic Years | Specified - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |COVID-19
- Other Medically immunisation - Not
Important applicable - [n/a - n/a
Condition), - n/al)
Chest pain (10d -
Recovered/Resolved
- Other Medically
Important
Condition),
Disturbance in
attention (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Dyspnoea (7d -
Recovered/Resolved
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- Other Medically
Important
Condition),
Fatigue (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Headache (7d -
Recovered/Resolved
- Other Medically
Important
Condition),
Malaise (7d - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Palpitations (7d -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 16/05/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Lymphadenopathy | COMIRNATY Not reported
10012476700 Professional |European Years | Specified (n/a - Unknown - [TOZINAMERAN] (S -
Economic Caused/Prolonged ~ |COVID-19
Area Hospitalisation) immunisation - Not
applicable - [n/a - n/a
- n/a)
EU-EC- 16/05/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Headache (n/a - COMIRNATY Not reported
10012477033 Professional |Economic Years Unknown -) [TOZINAMERAN] (S -
Area COVID-19
immunisation - Not
applicable - [1d -
1{DF} - Unknown])
EU-EC- 16/05/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No Headache (n/a - COMIRNATY Not reported
10012477053 Professional |Economic Years Unknown - ), [TOZINAMERAN] (S -
Area COVID-19
Nausea (2d - immunisation - Drug
Recovered/Resolved |withdrawn - [1d - n/a -
=), Intramuscular])
Pyrexia (2d -
Recovered/Resolved
Vision blurred (n/a -
Unknown -),
Vomiting (2d -
Recovered/Resolved
EU-EC- 16/05/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Dyspnoea (n/a - COMIRNATY Not reported
10012477471 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Economic - Caused/Prolonged |COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d - n/a -
Malaise (n/a - n/al)
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Palpitations (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Pericarditis (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important Condition)
EU-EC- 16/05/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No COVID-19 (n/a - COMIRNATY Not reported
10012477558 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Economic - Other Medically COovID-19
Area Important immunisation - Not
Condition), applicable - [n/a - n/a
- Intramuscular])
Drug ineffective (n/a
Recovered/Resolved
- Other Medically
Important
Condition),
Nasopharyngitis (n/a
Recovered/Resolved
EU-EC- 15/05/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported
10012466013 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a - n/a - [n/a-n/a-
Condition), Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 15/05/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported
10012466048 Professional | Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a - n/a-[n/a-n/a-
Condition), Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 15/05/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Chest pain (n/a - COMIRNATY Not reported
10012466079 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =), n/a-n/a-[nfa-n/a-
n/aj)
Pyrexia (n/a -
Recovered/Resolved
=)
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Rash (n/a -
Recovered/Resolved
EU-EC- 15/05/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported
10012466092 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a - n/a - [n/a-n/a-
Condition), Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 15/05/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported
10012466145 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a-n/a-[n/a-n/a-
Condition), Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 15/05/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported
10012466146 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a - n/a - [n/a-n/a-
Condition), Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 15/05/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported
10012466178 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a - n/a-[n/a-n/a-
Condition), Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 15/05/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported
10012466187 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a - n/a-[n/a-n/a-
Condition), Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 15/05/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported
10012466190 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a - n/a-[n/a-n/a-
Condition), Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 15/05/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported
10012466191 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a-n/a-[n/a-n/a-
Condition), Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 15/05/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported
10012466193 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a - n/a-[n/a-n/a-
Condition), Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 15/05/2022 |Spontaneous | Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported
10012466278 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a-n/a-[n/a-n/a-
Condition), Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 14/05/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Abdominal pain (n/a |COMIRNATY Not reported
10012464294 Professional |Economic Years |Specified - [TOZINAMERAN] (S -
Area Recovering/Resolving |COVID-19
=) immunisation - n/a -
[n/a - 1{DF} -
Asthenia (n/a - Intramuscular])
Recovering/Resolving
=)
Lethargy (n/a -
Recovering/Resolving
=
Tachycardia (n/a -
Recovering/Resolving
-)
EU-EC- 14/05/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Headache (20d - COMIRNATY Not reported
10012464340 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) COVID-19
immunisation - Not
Lymphadenopathy  |applicable - [n/a -
- 1{DF} -
Recovered/Resolved |Intramuscular])
=k
Pyrexia (20d -
Recovered/Resolved
EU-EC- 14/05/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Chills (40min - COMIRNATY Not reported
10012464630 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =), COvID-19
immunisation - Not
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Pyrexia (2d -
Recovered/Resolved

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

EU-EC-
10012464960

14/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Fatigue (2d -
Recovered/Resolved

=)

Headache (2d -
Recovered/Resolved

g

Malaise (2d -
Recovered/Resolved

4

Myalgia (2d -
Recovered/Resolved

=)

Pyrexia (2d -
Recovered/Resolved

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

Not reported

EU-EC-
10012453443

13/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Hyperhidrosis (n/a -
Unknown - ),

Syncope (n/a -
Unknown -),

Vision blurred (n/a -
Unknown - )

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

Not reported

EU-EC-
10012453472

13/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

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

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

COMIRNATY
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [n/a -
30ug - Intramuscular])

Not reported

EU-EC-
10012454673

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

13/05/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Addison's disease
(n/a-
Recovered/Resolved
With Sequelae -
Other Medically
Important
Condition),

Adrenal atrophy (n/a
Recovered/Resolved
With Sequelae - ),

Adrenal insufficiency
(n/a - Not
Recovered/Not
Resolved -
Disabling),

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

Cortisol decreased
(n/a - Unknown - ),

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

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

Disturbance in
attention (n/a -
Recovered/Resolved
With Sequelae - ),

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

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

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

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

Mucosal
haemorrhage (n/a -
Recovered/Resolved

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

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

With Sequelae - ),
Nervous system
disorder (n/a -
Recovered/Resolved
With Sequelae -
Disabling),
Physical
deconditioning (n/a -
Recovered/Resolved
With Sequelae - )
EU-EC- 13/05/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Arrhythmia (n/a - COMIRNATY Not reported
10012454961 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area - Caused/Prolonged |COVID-19
Hospitalisation), immunisation - n/a -
[n/a - 3{DF} - n/a])
Pericarditis (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 13/05/2022 | Spontaneous |Non Non Not available 12-17 |Not Male No COVID-19 (n/a - COMIRNATY Not reported
10012455070 Healthcare |European Years | Specified Unknown - Other [TOZINAMERAN] (S -
Professional |Economic Medically Important |COVID-19
Area Condition), immunisation - Not
applicable - [n/a - n/a
Drug ineffective (n/a |- n/al)
- Unknown - Other
Medically Important
Condition)
EU-EC- 13/05/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Chest discomfort COMIRNATY Not reported
10012455304 Professional |European Years |Specified (n/a- [TOZINAMERAN] (S -
Economic Recovering/Resolving | COVID-19
Area - Caused/Prolonged |immunisation - Not
Hospitalisation), applicable - [1d - n/a -
n/a])
Chest pain (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Dyspnoea (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),
Muscle tightness (n/a
- Unknown -
Caused/Prolonged
Hospitalisation),
Myocarditis (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),
Nausea (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Vomiting (n/a -
Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 13/05/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Axillary pain (nfa- |COMIRNATY Not reported
10012455315 Healthcare |Economic Years | Specified Unknown -) [TOZINAMERAN] (S -
Professional |Area COVID-19
immunisation - Not
applicable - [n/a - n/a
- n/al)
EU-EC- 13/05/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Myalgia (4d - COMIRNATY Not reported
10012455414 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area - COVID-19
immunisation - Not
applicable - [n/a - n/a
- n/a])
EU-EC- 13/05/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Headache (n/a - Not |COMIRNATY Not reported
10012455764 Healthcare  |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), n/a-n/a-[nfa-n/a-
n/al)
Pyrexia (n/a - Not
Recovered/Not
Resolved - ),
Vomiting (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 13/05/2022 |Spontaneous |Non Non Not available 12-17 |Not Female |No COVID-19 (n/a - COMIRNATY Not reported
10012456335 Healthcare |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Professional | Economic - Other Medically COVID-19
Area Important immunisation - Not
Condition), applicable - [1d - n/a -
n/al)
Drug ineffective (n/a
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 13/05/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Type 1 diabetes COMIRNATY Not reported
10012456790 Healthcare |Economic Years mellitus (n/a - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |Immunisation - n/a -
With Sequelae - [n/a - n/a - n/a])
Caused/Prolonged
Hospitalisation)
EU-EC- 13/05/2022 |Spontaneous |Healthcare |Non Ahmed, S.. Myocarditis after BNT162b2 12-17 |Not Male No Myocarditis (n/a - TOZINAMERAN Not reported
10012456820 Professional |European |and mRNA-1273 COVID-19 vaccination: A |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Economic |report of 7 cases.. Annals of Medicine and - Caused/Prolonged |COVID-19
Area Surgery. 2022;77:103657. Hospitalisation, immunisation - Not
doi:10.1016/j.amsu.2022.103657 Other Medically applicable - [n/a - n/a
Important Condition) |- n/al)
EU-EC- 13/05/2022 | Spontaneous |Healthcare |Non Ahmed, S.. Myocarditis after BNT162b2 12-17 |Not Male No Myocarditis (n/a - TOZINAMERAN Not reported
10012457835 Professional |European |and mRNA-1273 COVID-19 vaccination: A |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Economic |report of 7 cases.. Annals of Medicine and - Caused/Prolonged |COVID-19
Area Hospitalisation, immunisation - Not
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Surgery. 2022;77:103657. Other Medically applicable - [n/a - n/a
doi:10.1016/j.amsu.2022.103657 Important Condition) |- n/a])
EU-EC- 13/05/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Myalgia (1d - COMIRNATY Not reported
10012458265 Healthcare |Economic Years |Specified Unknown - ) [TOZINAMERAN] (S -
Professional |Area COVID-19
immunisation - Not
applicable - [n/a - n/a
- n/a])
EU-EC- 13/05/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Dyspnoea (35d - COMIRNATY COVID-19 |Not reported
10012458422 Healthcare |Economic Years Fatal - Results in MRNA VACCINE
Professional |Area Death), (NUCLEOSIDE
MODIFIED)
Pulmonary arterial CONCENTRATE FOR
hypertension (0d -  |DISPERSION FOR
Fatal - Results in INJECTION
Death), [TOZINAMERAN] (S -
Immunisation - Not
Pulmonary veno- applicable - [n/a -
occlusive disease (0d |.3mL - Intramuscular])
- Fatal - Results in
Death),
Sudden death (0d -
Fatal - Results in
Death)
EU-EC- 13/05/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Fatigue (n/a - COMIRNATY Not reported
10012458673 Professional |Economic Years |Specified Unknown -) [TOZINAMERAN] (S -
Area COVID-19
immunisation - Not
applicable - [n/a - n/a
- n/a])
EU-EC- 13/05/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Chills (2d - COMIRNATY Not reported
10012459354 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) COVID-19
immunisation - Not
Dyspnoea (3d - applicable - [n/a -
Recovered/Resolved |1{DF} - n/a])
=)
Fatigue (7d -
Recovered/Resolved
=)
Headache (4d -
Recovered/Resolved
=
Injection site pain
(9d -
Recovered/Resolved
=)
Malaise (7d -
Recovered/Resolved
=)
Myalgia (7d -
Recovered/Resolved
Pyrexia (2d -
Recovered/Resolved
EU-EC- 13/05/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No COVID-19 (n/a - COMIRNATY Not reported
10012460539 Professional |European Years |Specified Unknown - Other [TOZINAMERAN] (S -
Economic Medically Important |COVID-19
Area Condition), immunisation - Not
applicable - [n/a - n/a
Drug ineffective (n/a |- n/a])
- Unknown - Other
Medically Important
Condition)
EU-EC- 13/05/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Dysphagia (n/a - Not |COMIRNATY Not reported
10012460598 Professional |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Area Resolved - Other COVID-19
Medically Important |immunisation - Not
Condition) applicable - [1d -
1{DF} - Parenteral])
EU-EC- 13/05/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Pericarditis (n/a - COMIRNATY Not reported
10012460791 Healthcare |Economic Years Not Recovered/Not  |[TOZINAMERAN] (S -
Professional |Area Resolved - Other COVID-19
Medically Important |immunisation - Not
Condition) applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 13/05/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Abdominal pain (n/fa |COMIRNATY Not reported
10012460902 Professional |Economic Years - [TOZINAMERAN] (S -
Area Recovered/Resolved |COVID-19
=) immunisation - Not
applicable - [1d -
Asthenia (n/a - 1{DF} -
Recovered/Resolved |Intramuscular])
=)
Petechiae (n/a -
Recovered/Resolved
=)
Vomiting (n/a -
Recovered/Resolved
EU-EC- 13/05/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Urticaria (n/a - Not |COMIRNATY Not reported
10012461077 Professional |Economic Years Recovered/Not [TOZINAMERAN] (S -
Area Resolved - ) COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 13/05/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Heavy menstrual COMIRNATY Not reported
10012461090 Healthcare |Economic Years bleeding (n/a - Not |[TOZINAMERAN] (S -
Professional |Area Recovered/Not COVID-19
Resolved - ), immunisation - Drug
withdrawn - [1d -
Immunisation 1{DF} -
reaction (n/a - Intramuscular])
Recovered/Resolved
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Polymenorrhoea (n/a
- Not Recovered/Not
Resolved - )
EU-EC- 13/05/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent Male No Urticaria (n/a - COMIRNATY Not reported
10012461122 Professional |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Area - COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 13/05/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Asthenia (8d - COMIRNATY Not reported
10012461162 Professional |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Area =) COvID-19
immunisation - Not
Lymphadenopathy applicable - [1d -
(8d - 1{DF} -
Recovered/Resolved |Intramuscular])
EU-EC- 13/05/2022 |Spontaneous |Healthcare |Non Takahashi, K.. A Case of Cerebrospinal 12-17 |Not Male No CSF volume COMIRNATY Not reported
10012461359 Professional |European |Fluid Volume Decreased Supposedly Years |Specified decreased (n/a - [TOZINAMERAN] (S -
Economic |Caused by Novel Coronavirus Vaccination. Recovered/Resolved |COVID-19
Area The 1st Annual Meeting of Japanese - Other Medically immunisation - Not
Society of Cerebrospinal Fluid Leak. Important Condition) |applicable - [n/a - n/a
2022;1st:43 - n/al)
EU-EC- 13/05/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Pyrexia (0d - COMIRNATY [PARACETAMOL] (C -
10012461809 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S - |n/a - Unknown - [n/e
Professional |Area - COVID-19 - n/a-n/a))
immunisation - Not
applicable - [n/a - n/a
- n/a])
EU-EC- 13/05/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported
10012462127 Professional | Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a-n/a-[n/a-n/a-
Condition), Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 13/05/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported
10012462268 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a-n/a-[n/a-n/a-
Condition), Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 13/05/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported
10012462704 Professional | Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a - n/a - [n/a-n/a-
Condition), Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 13/05/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported
10012462731 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a - n/a-[n/a-n/a-
Condition), Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 13/05/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent [Female |No Headache (n/a - COMIRNATY Not reported
10012462926 Professional | Economic Years Unknown -), [TOZINAMERAN] (S -
Area COVID-19
Pyrexia (n/a - immunisation - Not
Unknown - ) applicable - [1d -
1{DF} - Unknown])
EU-EC- 13/05/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Vaccination site COMIRNATY Not reported
10012462959 Healthcare |Economic Years lymphadenopathy [TOZINAMERAN] (S -
Professional |Area (7d - COvID-19
Recovered/Resolved  |immunisation - Not
- applicable - [1d - n/a -
n/a])
EU-EC- 13/05/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported
10012462968 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a-n/a-[n/a-n/a-
Condition), Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 13/05/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Myocarditis (6d - COMIRNATY Not reported
10012463002 Professional | Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Area - Caused/Prolonged |COVID-19
Hospitalisation) immunisation - Not
applicable - [1d - .3mL
- Intramuscular])
EU-EC- 13/05/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent [Female |No COVID-19 (n/a - COMIRNATY Not reported
10012463158 Professional | Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a - n/a - [n/a-n/a-
Condition), Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 13/05/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported
10012463185 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a-n/a-[n/a-n/a-
Condition), Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 13/05/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent [Female |No COVID-19 (n/a - COMIRNATY Not reported
10012463649 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a-n/a-[n/a-n/a-
Condition), Intramuscular])
Vaccination failure
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(n/a - Unknown -
Other Medically
Important Condition)

EU-EC-
10012463653

13/05/2022

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-
10012442082

12/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

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

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

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

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

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

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

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

Not reported

EU-EC-
10012442139

12/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

Pyrexia (n/a -
Recovered/Resolved
=)

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

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

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

n/al)

Not reported

EU-EC-
10012442664

12/05/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

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

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

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

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

Not reported

EU-EC-
10012443229

12/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

Not reported

EU-EC-
10012444422

12/05/2022

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

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

Important
Condition),
Hepatitis (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation,
Other Medically
Important Condition)
EU-EC- 12/05/2022 |Spontaneous |Non Non Not available 12-17 |Not Male No Vomiting (n/a - COMIRNATY Not reported
10012444427 Healthcare |European Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Economic - Other Medically COVID-19
Area Important Condition) |immunisation - Not
applicable - [1d - n/a -
n/a])
EU-EC- 12/05/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Vomiting (n/a - COMIRNATY Not reported
10012444458 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area -) nfa-n/a-[nfa-n/a-
n/al)
EU-EC- 12/05/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Dysmenorrhoea (n/a | COMIRNATY Not reported
10012444584 Healthcare |Economic Years |Specified - [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving |COVID-19
=) immunisation - Not
applicable - [n/a -
Heavy menstrual 1{DF} - n/a])
bleeding (n/a -
Recovering/Resolving
EU-EC- 12/05/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Fatigue (6d - COMIRNATY Not reported
10012444651 Healthcare |Economic Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area =) nfa-n/a-[nfa-n/a-
n/a])
Headache (6d -
Recovering/Resolving
EU-EC- 12/05/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Dysmenorrhoea (n/fa |COMIRNATY Not reported
10012445371 Healthcare |Economic Years |Specified - Unknown - ), [TOZINAMERAN] (S -
Professional |Area COVID-19
Heavy menstrual immunisation - Not
bleeding (n/a - applicable - [n/a - n/a
Unknown - ), - n/a])
Hormone level
abnormal (n/a -
Unknown - ),
Menstrual disorder
(n/a - Unknown - )
EU-EC- 12/05/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Fatigue (1d - COMIRNATY Not reported
10012445840 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area - Disabling), COVID-19
immunisation - Not
Headache (1d - applicable - [n/a - n/a
Recovered/Resolved |- n/a])
- Disabling),
Injection site
reaction (1d -
Recovered/Resolved
- Disabling),
Pyrexia (1d -
Recovered/Resolved
- Disabling)
EU-EC- 12/05/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Chills (n/a - COMIRNATY Not reported
10012446030 Healthcare |Economic Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area =) COVID-19
immunisation - Not
Fatigue (n/a - Not applicable - [n/a -
Recovered/Not 1{DF} - n/a])
Resolved - ),
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 - )
EU-EC- 12/05/2022 | Spontaneous |Non Non Not available 12-17 |Not Female |No Dysmenorrhoea (2d - | COMIRNATY Not reported
10012446094 Healthcare |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Professional | Economic - Other Medically COVID-19
Area Important immunisation - Not
Condition), applicable - [n/a - n/a
- n/a])
Heavy menstrual
bleeding (n/a -
Unknown - Other
Medically Important
Condition),
Malaise (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 12/05/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Chronic fatigue COMIRNATY Not reported
10012446190 Healthcare |Economic Years syndrome (218d - [TOZINAMERAN] (S -
Professional |Area Not Recovered/Not | Immunisation - n/a -
Resolved - ) [n/a - n/a - n/a])
EU-EC- 12/05/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No Disorientation (n/a - |COMIRNATY Not reported
10012446744 Professional |Economic Years Not Recovered/Not  |[TOZINAMERAN] (S -
Area Resolved - Other COVID-19
Medically Important |immunisation - Not
Condition), applicable - [n/a -
1{DF} -
Genital pain (n/a - Intramuscular])
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
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Other Medically
Important
Condition),

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

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

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

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

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

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

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

EU-EC-
10012447301

12/05/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

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

Not reported

EU-EC-
10012447400

12/05/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

Not reported

EU-EC-
10012448071

12/05/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

[METHYLPHENIDATE
HYDROCHLORIDE] (¢
- Attention deficit
hyperactivity disordel
-nf/a-[n/a-n/a-
Oral])

EU-EC-
10012448091

12/05/2022

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

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

NIMENRIX [N.
MENINGITIDIS
GROUP C (STRAIN
c11)
POLYSACCHARIDE
(DE-O-ACETYLATED)
CONJUGATED TO
TETANUS TOXOID,
NEISSERIA
MENINGITIDIS
GROUP A
POLYSACCHARIDE
CONJUGATED TO
TETANUS TOXOID
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CARRIER PROTEIN,
NEISSERIA
MENINGITIDIS
GROUP W-135
POLYSACCHARIDE
CONJUGATED TO
TETANUS TOXOID
CARRIER PROTEIN,
NEISSERIA
MENINGITIDIS
GROUP Y
POLYSACCHARIDE
CONJUGATED TO
TETANUS TOXOID
CARRIER PROTEIN]
(C-n/a-n/a-[1d-
n/a - n/a])
EU-EC- 12/05/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Pulmonary embolism |COMIRNATY Not reported
10012448642 Professional |Economic Years (n/a - Fatal - Results |[TOZINAMERAN] (S -
Area in Death, COVID-19 - Unknown -
Caused/Prolonged [n/a - 1{DF} - n/a]),
Hospitalisation,
Other Medically [ETHINYLESTRADIOL,
Important Condition) |LEVONORGESTREL] (S
- Contraception -
Unknown - [n/a - n/a -
n/aJ)
EU-EC- 12/05/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Micturition urgency | COMIRNATY Not reported
10012448734 Healthcare |Economic Years |Specified (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not COVID-19
Resolved - ) immunisation - Not
applicable - [1d - n/a -
n/al)
EU-EC- 12/05/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Chest pain (n/a - COMIRNATY Not reported
10012448831 Professional |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Area - Life Threatening, | COVID-19
Caused/Prolonged immunisation - Not
Hospitalisation), applicable - [n/a -
1{DF} -
Mitral valve Intramuscular])
incompetence (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Myopericarditis (n/a -
Recovering/Resolving
- Life Threatening,
Caused/Prolonged
Hospitalisation),
Pyrexia (n/a -
Unknown -),
Vomiting (n/a -
Unknown - )
EU-EC- 12/05/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Seizure (3d - COMIRNATY Not reported
10012449147 Professional |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Area - Caused/Prolonged |COVID-19
Hospitalisation) immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 12/05/2022 |Spontaneous | Healthcare |European |Not available 12-17 |Not Female |No Abdominal pain (n/a |COMIRNATY Not reported
10012449149 Professional |Economic Years |Specified - [TOZINAMERAN] (S -
Area Recovered/Resolved |COVID-19
=) immunisation - Not
applicable - [1d -
Food intolerance (n/a |1{DF} -
- Intramuscular])
Recovered/Resolved
=)
Gastrooesophageal
reflux disease (n/a -
Recovered/Resolved
=)
Motor dysfunction
(n/a-
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Vertigo (n/a -
Recovered/Resolved
=
Vomiting (n/a -
Recovered/Resolved
-)
EU-EC- 12/05/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Lymphadenopathy | COMIRNATY Not reported
10012449187 Healthcare |Economic Years |Specified (n/a - Unknown - ) |[TOZINAMERAN] (S -
Professional |Area COVID-19
immunisation - Drug
withdrawn - [n/a -
1{DF} -
Intramuscular])
EU-EC- 12/05/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Amenorrhoea (n/a - |COMIRNATY Not reported
10012449210 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area - COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 12/05/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Eye oedema (n/a- |COMIRNATY Not reported
10012449267 Healthcare |Economic Years Not Recovered/Not  |[TOZINAMERAN] (S -
Professional |Area Resolved - ) COvID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 12/05/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Chest pain (n/a - Not | COMIRNATY Not reported
10012449280 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COvID-19
immunisation - Not
Headache (n/a - Not |applicable - [1d -
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Recovered/Not 1{DF} -
Resolved - ) Intramuscular])
EU-EC- 12/05/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Rash papular (n/a- |COMIRNATY [ALENDRONIC ACID,
10012449285 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S - |COLECALCIFEROL] (¢
Professional |Area - COVID-19 - n/a - Not applicable
immunisation - Not - [n/a - n/a - Oral])
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 12/05/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Breast pain (n/a - COMIRNATY Not reported
10012449369 Healthcare |Economic Years Not Recovered/Not  |[TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19
immunisation - Not
Myalgia (4d - applicable - [1d -
Recovered/Resolved |1{DF} -
- Intramuscular])
EU-EC- 12/05/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Headache (n/a - COMIRNATY Not reported
10012449396 Professional |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Area =) COVID-19
immunisation - Not
Vomiting (1d - applicable - [n/a -
Recovered/Resolved |1{DF} -
-) Intramuscular])
EU-EC- 12/05/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Menstrual disorder | COMIRNATY [ETHINYLESTRADIOI
10012449404 Healthcare |Economic Years (n/a- [TOZINAMERAN] (S - [LEVONORGESTREL]
Professional |Area Recovering/Resolving | COVID-19 (C-n/a-n/a-[n/a-
- immunisation - Not n/a - Oral])
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 12/05/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Face oedema (n/a- |COMIRNATY Not reported
10012449521 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area - COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 12/05/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Dysgeusia (n/a - Not |COMIRNATY Not reported
10012449531 Professional |Economic Years Recovered/Not [TOZINAMERAN] (S -
Area Resolved - ) COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 12/05/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Hypertension (n/a - |COMIRNATY Not reported
10012449623 Professional |Economic Years Not Recovered/Not  |[TOZINAMERAN] (S -
Area Resolved - ) COvID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 12/05/2022 |Spontaneous | Healthcare |European |Not available 12-17 |Adolescent |Female |No Amenorrhoea (n/a - |COMIRNATY Not reported
10012449669 Professional |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Area - COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 12/05/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Intermenstrual COMIRNATY Not reported
10012449674 Healthcare |Economic Years bleeding (n/a - Not |[TOZINAMERAN] (S -
Professional |Area Recovered/Not COVID-19
Resolved - ) immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 12/05/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Asthenia (n/a - COMIRNATY Not reported
10012449679 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area =) COVID-19
immunisation - Not
Vomiting (n/a - applicable - [1d -
Recovering/Resolving | 1{DF} -
- Intramuscular])
EU-EC- 12/05/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Asthenia (5d - COMIRNATY [ETHINYLESTRADIOI
10012449708 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S - |LEVONORGESTREL,
Professional |Area =), COvID-19 PLACEBO] (C - Oral
immunisation - Not contraception - Not
Musculoskeletal applicable - [1d - applicable - [n/a -
stiffness (5d - 1{DF} - 1{DF} - Oral]),
Recovered/Resolved |Intramuscular])
-), [ETIFOXINE
HYDROCHLORIDE] (t
Urticaria (5d - - Anxiety - Not
Recovered/Resolved applicable - [n/a -
- 50mg - Oral]),
[RISPERIDONE] (C -
Aggression - Not
applicable - [n/a -
1mg - Oral])
EU-EC- 12/05/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent [Female |No Ear swelling (n/a-  |COMIRNATY Not reported
10012449806 Healthcare  |Economic Years Not Recovered/Not  |[TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19
immunisation - Not
Joint swelling (n/a - |applicable - [1d -
Not Recovered/Not | 1{DF} -
Resolved - ), Intramuscular])
Rash (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 12/05/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Visual impairment COMIRNATY Not reported
10012449807 Healthcare |Economic Years (1h- [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |COVID-19
=) immunisation - Not
applicable - [1d -
Vomiting (1h - 1{DF} -
Recovered/Resolved |Intramuscular])
EU-EC- 12/05/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Herpes zoster (n/a - |COMIRNATY Not reported
10012449832 Professional |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Area - COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 12/05/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Myocardial fibrosis | COMIRNATY Not reported
10012450782 Professional |European Years |Specified (n/a- [TOZINAMERAN] (S -
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Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

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

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

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

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

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