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Age
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(as per
reporter)

Patient
Sex

Parent
Child
Report

Reaction List PT
(Duration — Outcome -
Seriousness Criteria)

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

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

EU-EC-
10009826391

30/08/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Child

Male

No

Asthenia (n/a -
Recovered/Resolved -

r

Face oedema (n/a -
Recovered/Resolved -

»

Oedema mouth (n/a -
Recovered/Resolved -

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

Not reported

EU-EC-
10009826400

30/08/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

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

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

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

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

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

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

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

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

Red blood cell
sedimentation rate
increased (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation)

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

[OMEPRAZOLE,
OMEPRAZOLE
MAGNESIUM,
OMEPRAZOLE SODIUM]
(C - n/a - Unknown -

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

[PIROXICAM] (C - n/a -
Unknown - [n/a - n/a -

n/a])

,_.
(9%}
Pl

EU-EC-
10009827155

30/08/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Urticaria (n/a -
Recovered/Resolved -

)

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

Not reported

EU-EC-
10009827200

30/08/2021

Spontaneous

Healthcare
Professional

European
Economic

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

Not
available

12-17
Years

Child

Female

Hypersensitivity (n/a -
Unknown - )

COMIRNATY
[TOZINAMERAN] (S -

Not reported
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Area n/a-n/a-[1d-n/a-
Intramuscular])
EU-EC- 30/08/2021 |Spontaneous | Non European |Not 12-17 |Not Male No Chills (15min - COMIRNATY [PARACETAMOL, ICSR
10009827239 Healthcare |Economic |available |Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S - |ACETYLSALICYLIC ACID,
Professional |Area , COvID-19 CAFFEINE] (C - n/a - n/a
immunisation - Not |- [n/a - n/a - n/a])
Fatigue (34h - applicable - [n/a -
Recovered/Resolved - |1{DF} - n/a])
)
Malaise (30h -
Recovered/Resolved -
)
Myalgia (32h -
Recovered/Resolved -
)
Painful respiration
(35h -
Recovered/Resolved -
EU-EC- 30/08/2021 |Spontaneous |Healthcare |European |Not 12-17 |Not Female |No Arthralgia (n/a - Not |COMIRNATY HYDROCORTISONE ICSR
10009827274 Professional |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN] (S - |[HYDROCORTISONE,
Area Resolved - n/a - n/a - [n/a - nfa |HYDROCORTISONE
Caused/Prolonged - Intramuscular]) SODIUM SUCCINATE] (C
Hospitalisation, Other -nfa-nfa-),
Medically Important
Condition), SEVELAMER
[SEVELAMER,
Myalgia (n/a - Not SEVELAMER
Recovered/Not CARBONATE] (C - n/a -
Resolved - nfa-),
Caused/Prolonged
Hospitalisation, Other [ALFACALCIDOL] (C - n/a
Medically Important -nfa-),
Condition)
[CALCIUM, CALCIUM
CARBONATE] (C - n/a -
n/a-),
[COLECALCIFEROL] (C -
nfa-nfa-),
[FLUDROCORTISONE] (C
-nfa-nfa-),
[FOLIC ACID] (C - n/a -
n/a-),
[LEVOTHYROXINE
SODIUM] (C - n/a - n/a -
)
EU-EC- 30/08/2021 |Spontaneous | Non European |Not 12-17 |Not Male No Chills (1d - COMIRNATY Not reported ICSR
10009827799 Healthcare |Economic |available |Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area ) COVID-19
immunisation - Not
Febrile convulsion (1d |applicable - [1d - n/a
- Recovered/Resolved |- n/a])
- Other Medically
Important Condition),
Feeling cold (1d -
Recovered/Resolved -
)
Headache (1d -
Recovered/Resolved -
)
Hypoaesthesia (1d -
Recovered/Resolved -
)
Pyrexia (1d -
Recovered/Resolved -
)
Vomiting (1d -
Recovered/Resolved -
)
EU-EC- 30/08/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Male No Papule (n/a - COMIRNATY Not reported ICSR
10009827969 Professional |Economic |available |Years Recovering/Resolving - |[TOZINAMERAN] (S -
Area » n/a-n/a-[1d-n/a-
Intramuscular])
Pruritus (n/a -
Recovering/Resolving -
)
Rash macular (n/a -
Recovering/Resolving -
)
EU-EC- 30/08/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |[Female |No Chest discomfort (n/a |COMIRNATY Not reported ICSR
10009828216 Professional |Economic |available |Years - Not Recovered/Not |[TOZINAMERAN] (S -
Area Resolved - n/a - Not applicable -
Caused/Prolonged [n/a-n/a-
Hospitalisation), Intramuscular])
Dyspnoea (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Tachycardia (n/a - Not
Recovered/Not
Resolved -
https://dap.ema.europa.eu/analytics/saw.dll?Go 2/51
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Caused/Prolonged
Hospitalisation)
EU-EC- 30/08/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Thrombophlebitis (n/a | COMIRNATY Not reported ICSR
10009828481 Professional |Economic |available |Years - Recovered/Resolved |[TOZINAMERAN] (S -
Area - Other Medically Immunisation - n/a -
Important Condition) |[n/a - n/a -
Intramuscular])
EU-EC- 30/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |Male No Lymphadenopathy (1d |COMIRNATY COVID- |Not reported ICSR
10009828814 Healthcare |Economic |available |Years - Not Recovered/Not |19 MRNA VACCINE
Professional |Area Resolved - ) (NUCLEOSIDE
MODIFIED)
CONCENTRATE FOR
DISPERSION FOR
INJECTION
[TOZINAMERAN] (S -
Immunisation - Not
applicable - [n/a -
3mL -
Intramuscular])
EU-EC- 30/08/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Male No Syncope (n/a - COMIRNATY Not reported ICSR
10009829481 Healthcare |Economic |available |Years Recovering/Resolving - |[TOZINAMERAN] (S -
Professional |Area nfa-n/fa-[1d-n/a-
Intramuscular])
EU-EC- 30/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |Male No Abdominal pain (n/a - |COMIRNATY COVID- |Not reported ICSR
10009829804 Healthcare |Economic |available |Years Not Recovered/Not 19 MRNA VACCINE
Professional |Area Resolved - ), (NUCLEOSIDE
MODIFIED)
Syncope (0d - CONCENTRATE FOR
Recovered/Resolved - |DISPERSION FOR
) INJECTION
[TOZINAMERAN] (S -
Vaccination site pain | Immunisation - Not
(n/a - Not applicable - [n/a -
Recovered/Not 3mL -
Resolved - ) Intramuscular])
EU-EC- 30/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |[Female |No Headache (1d - COMIRNATY COVID- |Not reported ICSR
10009829855 Healthcare |Economic |available |Years Recovered/Resolved - |19 MRNA VACCINE
Professional |Area , (NUCLEOSIDE
MODIFIED)
Myalgia (1d - CONCENTRATE FOR
Recovered/Resolved - |DISPERSION FOR
), INJECTION
[TOZINAMERAN] (S -
Nausea (1d - Immunisation - Not
Recovered/Resolved - |applicable - [n/a -
, .3mL -
Intramuscular])
Pyrexia (1d -
Recovered/Resolved -
Vomiting (1d -
Recovered/Resolved -
)
EU-EC- 30/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |[Female |No Colitis ulcerative (29d |COMIRNATY Not reported ICSR
10009830217 Healthcare |Economic |available |Years - Not Recovered/Not |[TOZINAMERAN] (S -
Professional |Area Resolved - n/a-n/a-[n/a-
Caused/Prolonged 1{DF} - n/a])
Hospitalisation),
Colitis ulcerative (n/a -
Unknown -)
EU-EC- 30/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |Not No Pruritus (1d - COMIRNATY Not reported ICSR
10009830253 Healthcare |Economic |available |Years Specified Recovered/Resolved  |[TOZINAMERAN] (S -
Professional |Area With Sequelae - ), n/a-n/a-[n/a-
1{DF} - n/a])
Rash (1d -
Recovered/Resolved
With Sequelae - )
EU-EC- 30/08/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Alanine TOZINAMERAN Not reported ICSR
10009830438 Professional |European |available |Years |Specified aminotransferase [TOZINAMERAN] (S -
Economic increased (n/a - COVID-19
Area Unknown -), immunisation - Not
applicable - [1d - n/a
Arthralgia (n/a - - n/al)
Unknown - ),
Aspartate
aminotransferase
increased (n/a -
Unknown -),
Decreased appetite
(n/a - Unknown - ),
Fatigue (n/a -
Unknown - ),
Generalised tonic-
clonic seizure (n/a -
Recovered/Resolved -
Other Medically
Important Condition),
Pain in extremity (n/a
- Unknown - ),
Seizure (n/a -
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 30/08/2021 | Spontaneous |Non Non Not 12-17 |Not Female |No Seizure (1d - TOZINAMERAN [LAMOTRIGINE] (C - ICSR
10009830481 Healthcare |European |available |Years |Specified Recovered/Resolved  |[TOZINAMERAN] (S - |Epilepsy - n/a - [n/a -
Professional |Economic With Sequelae - Life  |COVID-19 n/a - n/al)
Area Threatening, immunisation - Not
Caused/Prolonged applicable - [1d - n/a
Hospitalisation), - n/a))
https://dap.ema.europa.eu/analytics/saw.dll?Go 3/51
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Status epilepticus (n/a
- Unknown - Life
Threatening,
Caused/Prolonged
Hospitalisation)
EU-EC- 30/08/2021 |Spontaneous | Healthcare |European |Not 12-17 |Adolescent |Female |No Brain stem COMIRNATY Not reported ICSR
10009831076 Professional |Economic |available |Years haemorrhage (n/a - [TOZINAMERAN] (S -
Area Recovering/Resolving - |n/a - Not applicable -
Life Threatening), [n/a - n/a - n/a])
Facial paresis (n/a -
Recovered/Resolved -
Hemiparesis (n/a - Not
Recovered/Not
Resolved - Life
Threatening),
Hypertension (n/a -
Recovered/Resolved -
Life Threatening)
EU-EC- 30/08/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Male No Myopericarditis (n/a - |COMIRNATY Not reported ICSR
10009831979 Professional |Economic |available |Years Recovering/Resolving - |[TOZINAMERAN] (S -
Area Caused/Prolonged COvID-19
Hospitalisation) immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 30/08/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Male No Influenza like illness | COMIRNATY Not reported ICSR
10009832019 Healthcare |Economic |available |Years (n/a- [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved - |COVID-19
) immunisation - n/a -
[1d - .3mL -
Pericarditis (n/a - Not |Intramuscular])
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 30/08/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Male No Myocarditis (n/a - COMIRNATY Not reported ICSR
10009832051 Professional |Economic |available |Years Recovering/Resolving - |[TOZINAMERAN] (S -
Area Caused/Prolonged COvID-19
Hospitalisation) immunisation - Not
applicable - [n/a -
3mL -
Intramuscular])
EU-EC- 30/08/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Male No Myopericarditis (n/a - |COMIRNATY Not reported ICSR
10009832122 Professional |Economic |available |Years Recovering/Resolving - |[TOZINAMERAN] (S -
Area Caused/Prolonged COvID-19
Hospitalisation) immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 30/08/2021 | Spontaneous |Non European |Not 12-17 |Adolescent |[Female |No Bronchitis (n/a - Not  |COMIRNATY Not reported ICSR
10009832127 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - Other COVID-19
Medically Important  |immunisation - Not
Condition), applicable - [1d -
1{DF} -
Tonsillitis (n/a - Not Intramuscular])
Recovered/Not
Resolved - Other
Medically Important
Condition),
Vaccination site pain
(n/a-
Recovered/Resolved -
)
EU-EC- 30/08/2021 |Spontaneous |Healthcare |European |Not 12-17 |Not Male No Asthenia (n/a - COMIRNATY Not reported ICSR
10009832307 Professional |Economic |available |Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Area ) COVID-19
immunisation - Not
Dyspnoea exertional  |applicable - [1d -
(n/a- 1{DF} -
Recovering/Resolving - | Intramuscular])
Other Medically
Important Condition),
Nausea (n/a -
Recovered/Resolved -
)
Sinus tachycardia (n/a
- Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 30/08/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent [Female |No Pruritus (n/a - Not COMIRNATY Not reported ICSR
10009832360 Professional |Economic |available |Years Recovered/Not [TOZINAMERAN] (S -
Area Resolved - Other COVID-19
Medically Important  |immunisation - Not
Condition) applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 30/08/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Male No Pericarditis (n/a - COMIRNATY Not reported ICSR
10009832388 Professional |Economic |available |Years Recovering/Resolving - |[TOZINAMERAN] (S -
Area Caused/Prolonged COvID-19
Hospitalisation) immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 30/08/2021 | Spontaneous |Non European |Not 12-17 |Adolescent |Male No Epistaxis (n/a - COMIRNATY Not reported ICSR
10009832643 Healthcare |Economic |available |Years Recovering/Resolving - |[TOZINAMERAN] (S -
Professional |Area ) COvID-19
immunisation - Not
https://dap.ema.europa.eu/analytics/saw.dlI?Go 4/51
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applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 30/08/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent Male No Malaise (1d - COMIRNATY Not reported ICSR
10009832647 Professional |Economic |available |Years Recovered/Resolved - |[TOZINAMERAN] (S -
Area COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 30/08/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Male No Influenza like illness | COMIRNATY Not reported ICSR
10009832658 Healthcare |Economic |available |Years (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not COVID-19
Resolved - ) immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 30/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |Female |No Dysmenorrhoea (n/a - | COMIRNATY Not reported ICSR
10009832665 Healthcare |Economic |available |Years Recovering/Resolving - | [TOZINAMERAN] (S -
Professional |Area ) COVID-19
immunisation - Not
Menstruation delayed |applicable - [1d -
(n/a- 3mL -
Recovering/Resolving - | Intramuscular])
EU-EC- 30/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent [Female |No Myalgia (2d - COMIRNATY Not reported ICSR
10009832721 Healthcare |Economic |available |Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area Disabling) COVID-19
immunisation -
Unknown - [n/a -
.3mL -
Intramuscular])
EU-EC- 30/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |Male No Influenza like illness | COMIRNATY [FLUOXETINE, ICSR
10009832835 Healthcare |Economic |available |Years (n/a - Not [TOZINAMERAN] (S - |FLUOXETINE
Professional |Area Recovered/Not COVID-19 HYDROCHLORIDE] (C -
Resolved - ), immunisation - Not |n/a-n/a-[n/a-n/a-
applicable - [n/a - n/al)
Nausea (n/a - Not n/a - Intramuscular])
Recovered/Not
Resolved - ),
Vaccination site pain
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 30/08/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |[Female |No Influenza like iliness | COMIRNATY Not reported ICSR
10009832861 Professional |Economic |available |Years (2d - [TOZINAMERAN] (S -
Area Recovered/Resolved - |COVID-19
) immunisation - Drug
withdrawn - [n/a -
Lymphadenopathy 1{DF} -
(n/a- Intramuscular])
Recovering/Resolving -
)
EU-EC- 30/08/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |[Female |No Immunisation reaction | COMIRNATY Not reported ICSR
10009832867 Professional |Economic |available |Years (n/a - Unknown - ), [TOZINAMERAN] (S -
Area COVID-19
Paraesthesia (n/a - immunisation - Drug
Unknown - ), withdrawn - [n/a -
1{DF} -
Vertigo (n/a - Intramuscular])
Unknown - )
EU-EC- 30/08/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Male No Abdominal pain (n/a - |COMIRNATY Not reported ICSR
10009832892 Professional |Economic |available |Years Not Recovered/Not [TOZINAMERAN] (S -
Area Resolved - ) COVID-19
immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 30/08/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Male No Abdominal pain (n/a - |COMIRNATY Not reported ICSR
10009832897 Professional |Economic |available |Years Not Recovered/Not [TOZINAMERAN] (S -
Area Resolved - ), COVID-19
immunisation - Not
Diarrhoea (n/a - Not |applicable - [n/a -
Recovered/Not 1{DF} -
Resolved - ), Intramuscular])
Muscle contractions
involuntary (1d -
Recovered/Resolved -
EU-EC- 30/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |Male No Vaccination site COMIRNATY Not reported ICSR
10009832945 Healthcare |Economic |available |Years discolouration (5d - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved - |COVID-19
) immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 30/08/2021 | Spontaneous |Healthcare |European |Not 12-17 |Adolescent |[Female |No Malaise (1d - COMIRNATY Not reported ICSR
10009833362 Professional |Economic |available |Years Recovered/Resolved - |[TOZINAMERAN] (S -
Area COvID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 30/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |[Female |No Menstrual disorder COMIRNATY Not reported ICSR
10009833396 Healthcare |Economic |available |Years (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not COvID-19
Resolved - ) immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 30/08/2021 | Spontaneous |Healthcare |European |Not 12-17 |Not Male No Nausea (1h - COMIRNATY Not reported ICSR
10009833452 Professional |Economic |available |Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Area ) COVID-19
immunisation - Not
https://dap.ema.europa.eu/analytics/saw.dlI?Go 5/51
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applicable - [n/a -
n/a - n/a])
EU-EC- 30/08/2021 |Spontaneous |Healthcare |European |Not 12-17 |Not Female |No Nausea (1h - COMIRNATY Not reported ICSR
10009833963 Professional |Economic |available |Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Area COVID-19
immunisation - Not
applicable - [n/a -
.3mL - n/a])
EU-EC- 30/08/2021 |Spontaneous | Non European |Not 12-17 |Not Female |No Aphasia (n/a - COMIRNATY [PARACETAMOL] (C - ICSR
10009834492 Healthcare |Economic |available |Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S - |Headache, Nausea, Pain
Professional |Area Other Medically COVID-19 in extremity - n/a - [3d -
Important Condition), |immunisation - Not |n/a - n/a])
applicable - [n/a -
Asthenia (n/a - n/a - n/al)
Recovered/Resolved -
Other Medically
Important Condition),
Crying (n/a -
Recovered/Resolved -
Other Medically
Important Condition),
Dizziness (n/a -
Recovered/Resolved -
Other Medically
Important Condition),
Dyskinesia (5s -
Recovered/Resolved -
Other Medically
Important Condition),
Headache (n/a -
Recovered/Resolved -
Other Medically
Important Condition),
Nausea (n/a -
Recovered/Resolved -
Other Medically
Important Condition),
Syncope (n/a -
Recovered/Resolved -
Other Medically
Important Condition),
Unresponsive to
stimuli (n/a -
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 30/08/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent [Female |No Chest discomfort (n/a |COMIRNATY Not reported ICSR
10009835061 Professional |Economic |available |Years - Unknown - ), [TOZINAMERAN] (S -
Area COVID-19
Cold sweat (n/a - immunisation - Dose
Unknown - ), not changed - [n/a -
1{DF} - n/a])
Dyspnoea (n/a -
Unknown - ),
Fatigue (n/a -
Unknown - ),
Otitis media (n/a -
Recovering/Resolving -
)
EU-EC- 30/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |[Female |No Dizziness (1d - COMIRNATY Not reported ICSR
10009835063 Healthcare |Economic |available |Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area , COvID-19
immunisation - Not
Vomiting (1d - applicable - [n/a -
Recovered/Resolved - |1{DF} - n/a])
EU-EC- 30/08/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Male No Lymphadenopathy COMIRNATY Not reported ICSR
10009835065 Healthcare |Economic |available |Years (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not COVID-19
Resolved - ), immunisation - Dose
not changed - [n/a -
Vaccination site 1{DF} - n/a])
lymphadenopathy (n/a
- Not Recovered/Not
Resolved - )
EU-EC- 30/08/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |[Female |No Pruritus (n/a - Not COMIRNATY Not reported ICSR
10009835066 Professional |Economic |available |Years Recovered/Not [TOZINAMERAN] (S -
Area Resolved - ) COVID-19
immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 30/08/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |[Female |No Diarrhoea (n/a - COMIRNATY Not reported ICSR
10009835068 Healthcare |Economic |available |Years Recovering/Resolving - |[TOZINAMERAN] (S -
Professional |Area ) COvID-19
immunisation - Not
Fatigue (n/a - applicable - [n/a -
Recovering/Resolving - | 1{DF} - n/a])
)
Headache (n/a -
Recovering/Resolving -
)
Nausea (n/a -
Recovering/Resolving -
)
https://dap.ema.europa.eu/analytics/saw.dlI?Go 6/51



30.11.2022 12.40

Run Line Listing Report

Pyrexia (n/a -

Recovering/Resolving -

)

Vaccination site

reaction (n/a -

Recovering/Resolving -
EU-EC- 30/08/2021 |Spontaneous | Healthcare |European |Not 12-17 |Adolescent [Female |No Headache (n/a - COMIRNATY [ETHINYLESTRADIOL, ICSR
10009835070 Professional |Economic |available |Years Recovering/Resolving - |[TOZINAMERAN] (S - |LEVONORGESTREL] (C -

Area COvID-19 Contraception - n/a -
immunisation - Not  |[n/a - n/a - Oral])
applicable - [n/a -
1{DF} - n/a])

EU-EC- 30/08/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Male No Lymphadenopathy COMIRNATY [BUDESONIDE] (C - ICSR
10009835071 Professional |Economic |available |Years (n/a - Not [TOZINAMERAN] (S - |Asthma prophylaxis - n/a
Area Recovered/Not COVID-19 - [n/a - n/a - Respiratory
Resolved - ) immunisation - Not | (inhalation)]),
applicable - [n/a -
1{DF} - n/a]) [CIPROFLOXACIN,
CIPROFLOXACIN
HYDROCHLORIDE
MONOHYDRATE,
CIPROFLOXACIN,
HYDROCORTISONE] (C -
Ear infection - n/a - [n/a
- nfa - n/a)),
[SALBUTAMOL,
SALBUTAMOL SULFATE]
(C - Asthma - n/a - [n/a -
n/a - Respiratory
(inhalation)])
EU-EC- 30/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |Male No Arthralgia (n/a - Not |COMIRNATY Not reported ICSR
10009835073 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19
immunisation - Not
Fatigue (n/a - Not applicable - [n/a -
Recovered/Not 1{DF} - n/a])
Resolved - ),
Feeling abnormal (n/a
- Not Recovered/Not
Resolved - ),
Headache (n/a - Not
Recovered/Not
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 30/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent [Female |No Malaise (n/a - Not COMIRNATY Not reported ICSR
10009835078 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COvID-19
immunisation - Not
Pyrexia (n/a - Not applicable - [n/a -
Recovered/Not 1{DF} - n/a])
Resolved - )
EU-EC- 30/08/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent (Male No Vaccination site COMIRNATY Not reported ICSR
10009835080 Professional |Economic |available |Years oedema (n/a - [TOZINAMERAN] (S -

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

Intramuscular])
EU-EC- 30/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |Male No Epistaxis (0d - COMIRNATY Not reported ICSR
10009835081 Healthcare |Economic |available |Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area ) COVID-19
immunisation - Dose
not changed - [n/a -
1{DF} - n/a])
EU-EC- 30/08/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |[Female |No Asthma (n/a - COMIRNATY [FLUTICASONE ICSR
10009835082 Professional |Economic |available |Years Recovering/Resolving - |[TOZINAMERAN] (S - |PROPIONATE] (C -

Area COVID-19 Asthma prophylaxis - n/a
immunisation - Not |- [n/a - n/a - Respiratory
applicable - [n/a - (inhalation)]),
1{DF} - n/a])

[SALBUTAMOL,
SALBUTAMOL SULFATE]
(C-n/a-n/a-[n/a-n/a
- Respiratory
(inhalation)])
EU-EC- 30/08/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |[Female |No Pain (n/a - Not COMIRNATY Not reported ICSR
10009835083 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19
immunisation - Not
Vaccination site applicable - [n/a -
discomfort (n/a - Not |1{DF} - n/a])
Recovered/Not
Resolved - )
EU-EC- 30/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent [Female |No Back pain (2d - COMIRNATY Not reported ICSR
10009835084 Healthcare |Economic |available |Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area ) COVID-19
immunisation - Not
Vomiting (1d - applicable - [n/a -
Recovered/Resolved - |1{DF} - n/a])
)
EU-EC- 30/08/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |[Female |No Muscular weakness COMIRNATY Not reported ICSR
10009835085 Professional |Economic |available |Years (n/a- [TOZINAMERAN] (S -
Area Recovering/Resolving - |COVID-19
immunisation -
Unknown - [n/a -
1{DF} -
Intramuscular])
EU-EC- 30/08/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent [Female |No Fatigue (4d - COMIRNATY AVAMYS [FLUTICASONE |ICSR
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10009835087 Professional |Economic |available |Years Recovered/Resolved - |[TOZINAMERAN] (S - | FUROATE] (C - Rhinitis
Area COvID-19 allergic - n/a - [n/a - n/a
immunisation - Not |- Nasal]),
applicable - [n/a -
1{DF} - n/a]) [ERYTHROMYCIN,
ERYTHROMYCIN
ETHYLSUCCINATE,
ERYTHROMYCIN
LACTOBIONATE,
ERYTHROMYCIN
STEARATE] (C - n/a - n/a
- [n/a - n/a - Oral])
EU-EC- 30/08/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Menstruation irregular | COMIRNATY Not reported ICSR
10009835088 Professional |Economic |available |Years (n/a - Not [TOZINAMERAN] (S -
Area Recovered/Not COVID-19
Resolved - ) immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 30/08/2021 | Spontaneous | Non European |Not 12-17 |Adolescent |[Female |No Urticaria (n/a - COMIRNATY Not reported ICSR
10009835089 Healthcare |Economic |available |Years Recovering/Resolving - | [TOZINAMERAN] (S -
Professional |Area COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 30/08/2021 |Spontaneous | Healthcare |European |Not 12-17 |Adolescent [Female |No Headache (n/a - COMIRNATY [PROMETHAZINE ICSR
10009835091 Professional |Economic |available |Years Recovering/Resolving - |[TOZINAMERAN] (S - |HYDROCHLORIDE] (C -
Area ) COVID-19 Insomnia - n/a - [n/a -
immunisation - Drug |n/a - Oral])
withdrawn - [n/a -
1{DF} - n/a])
EU-EC- 30/08/2021 |Spontaneous | Healthcare |European |Not 12-17 |Adolescent [Female |No Pruritus (n/a - COMIRNATY Not reported ICSR
10009835092 Professional |Economic |available |Years Recovering/Resolving - |[TOZINAMERAN] (S -
Area COVID-19
immunisation -
Unknown - [n/a -
1{DF} -
Intramuscular])
EU-EC- 30/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |Male No Lymphadenopathy COMIRNATY Not reported ICSR
10009835093 Healthcare |Economic |available |Years (n/a- [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving - |COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 30/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |Male No Oropharyngeal pain COMIRNATY Not reported ICSR
10009835094 Healthcare |Economic |available |Years (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not COvID-19
Resolved - ), immunisation - Not
applicable - [n/a -
Vaccination site 1{DF} - n/a])
lymphadenopathy (n/a
- Not Recovered/Not
Resolved - )
EU-EC- 30/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent [Female |No Vomiting (1d - COMIRNATY Not reported ICSR
10009835097 Healthcare |Economic |available |Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area COVID-19
immunisation -
Unknown - [n/a -
1{DF} - n/a])
EU-EC- 30/08/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Male No Pyrexia (n/a - Not COMIRNATY Not reported ICSR
10009835098 Professional |Economic |available |Years Recovered/Not [TOZINAMERAN] (S -
Area Resolved - ), COVID-19
immunisation - Not
Vaccination site applicable - [n/a -
lymphadenopathy (n/a | 1{DF} -
- Not Recovered/Not |Intramuscular])
Resolved - ),
Vaccination site
swelling (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 30/08/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Male No Pyrexia (n/a - COMIRNATY Not reported ICSR
10009835099 Professional |Economic |available |Years Unknown - ), [TOZINAMERAN] (S -
Area COVID-19
Rash (n/a - Not immunisation - Not
Recovered/Not applicable - [n/a -
Resolved - ) 1{DF} -
Intramuscular])
EU-EC- 30/08/2021 | Spontaneous |Non European |Not 12-17 |Adolescent |Male No Lymphadenopathy COMIRNATY Not reported ICSR
10009835104 Healthcare |Economic |available |Years (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not COvID-19
Resolved - ) immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 30/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |Female |No Menstrual disorder (9d | COMIRNATY Not reported ICSR
10009835106 Healthcare |Economic |available |Years - Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area -) COVID-19
immunisation -
Unknown - [n/a -
1{DF} - n/a])
EU-EC- 30/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent [Female |No Menstrual disorder COMIRNATY Not reported ICSR
10009835107 Healthcare |Economic |available |Years (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not COvID-19
Resolved - ) immunisation - Dose
not changed - [n/a -
1{DF} - n/a])
EU-EC- 30/08/2021 |Spontaneous | Healthcare |European |Not 12-17 |Adolescent |Male No Chest discomfort (n/a |COMIRNATY Not reported ICSR
10009835108 Professional |Economic |available |Years - Recovering/Resolving |[TOZINAMERAN] (S -
Area -) COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 30/08/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Headache (n/a - COMIRNATY [ETHINYLESTRADIOL, ICSR
10009835109 Professional |Economic |available |Years Recovering/Resolving - |[TOZINAMERAN] (S - |LEVONORGESTREL] (C -
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Area ) COVID-19 Contraception - n/a -
immunisation - Not  |[n/a - n/a - Oral])
applicable - [n/a -
1{DF} - n/a])
EU-EC- 30/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent [Female |No Hypoaesthesia (0d - | COMIRNATY Not reported ICSR
10009835110 Healthcare |Economic |available |Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area ) COVID-19
immunisation -
Unknown - [n/a -
1{DF} - n/a])
EU-EC- 30/08/2021 |Spontaneous | Healthcare |European |Not 12-17 |Adolescent |Male No Parotid gland COMIRNATY Not reported ICSR
10009835111 Professional |Economic |available |Years enlargement (6d - [TOZINAMERAN] (S -
Area Recovered/Resolved - |COVID-19
) immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 30/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |[Female |No Headache (n/a - Not |COMIRNATY Not reported ICSR
10009835112 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19
immunisation - Not
Vomiting (n/a - Not applicable - [n/a -
Recovered/Not 1{DF} - n/a])
Resolved - )
EU-EC- 30/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |Male No Swelling (n/a - COMIRNATY Not reported ICSR
10009835113 Healthcare |Economic |available |Years Recovering/Resolving - |[TOZINAMERAN] (S -
Professional |Area COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 30/08/2021 |Spontaneous | Healthcare |European |Not 12-17 |Adolescent |Female |No Dizziness (n/a - COMIRNATY Not reported ICSR
10009835115 Professional |Economic |available |Years Unknown - ), [TOZINAMERAN] (S -
Area COVID-19
Malaise (n/a - immunisation -
Unknown - ), Unknown - [n/a -
1{DF} -
Nausea (n/a - Intramuscular])
Unknown - )
EU-EC- 30/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |[Female |No Abdominal pain (n/a - |COMIRNATY Not reported ICSR
10009835116 Healthcare |Economic |available |Years Recovering/Resolving - |[TOZINAMERAN] (S -
Professional |Area ) COvID-19
immunisation - Dose
Fatigue (n/a - Not not changed - [n/a -
Recovered/Not 1{DF} - n/a])
Resolved - ),
Headache (n/a -
Recovering/Resolving -
)
Influenza (n/a - Not
Recovered/Not
Resolved - ),
Nasopharyngitis (n/a -
Not Recovered/Not
Resolved - ),
Nausea (n/a -
Recovering/Resolving -
)
Pyrexia (n/a - Not
Recovered/Not
Resolved - ),
Vaccination site pain
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 30/08/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Male No Urticaria (n/a - COMIRNATY Not reported ICSR
10009835119 Professional |Economic |available |Years Unknown - ) [TOZINAMERAN] (S -
Area COVID-19
immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 30/08/2021 | Spontaneous |Healthcare |European |Not 12-17 |Adolescent |[Female |No Herpes zoster (n/fa- |COMIRNATY [SODIUM HYDROGEN ICSR
10009835121 Professional |Economic |available |Years Not Recovered/Not [TOZINAMERAN] (S - | CARBONATE,
Area Resolved - ) COVID-19 POTASSIUM CHLORIDE,
immunisation - Dose |SODIUM CHLORIDE,
not changed - [n/a - |MACROGOL 3350] (C -
1{DF} - n/a]) Constipation - n/a - [n/a
- n/a - Oral])
EU-EC- 30/08/2021 |Spontaneous | Healthcare |European |Not 12-17 |Adolescent |Male No Rash (n/a - COMIRNATY Not reported ICSR
10009835122 Professional |Economic |available |Years Recovering/Resolving - |[TOZINAMERAN] (S -
Area COVID-19
immunisation -
Unknown - [n/a -
1{DF} - n/a])
EU-EC- 30/08/2021 | Spontaneous |Healthcare |European |Not 12-17 |Adolescent |[Female |No Malaise (n/a - Not COMIRNATY Not reported ICSR
10009835123 Professional |Economic |available |Years Recovered/Not [TOZINAMERAN] (S -
Area Resolved - ), COVID-19
immunisation - Not
Oropharyngeal pain applicable - [n/a -
(n/a - Not 1{DF} - n/a])
Recovered/Not
Resolved - )
EU-EC- 30/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |[Female |No Menstrual disorder COMIRNATY Not reported ICSR
10009835124 Healthcare |Economic |available |Years (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not COVID-19
Resolved - ) immunisation - Dose
not changed - [n/a -
1{DF} - n/a])
EU-EC- 30/08/2021 | Spontaneous |Healthcare |European |Not 12-17 |Adolescent |[Female |No Paraesthesia (n/a - COMIRNATY [DESOGESTREL] (C - n/a |ICSR
10009835126 Professional |Economic |available |Years Not Recovered/Not [TOZINAMERAN] (S - |- n/a - [n/a-n/a -
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Area Resolved - ) COvID-19 Oral]),
immunisation - Not
applicable - [n/a - [IBUPROFEN] (C -
1{DF} - Dysmenorrhoea - n/a -
Intramuscular]) [n/a - n/a - Oral]),
[PARACETAMOL] (C -
Pain - n/a-[n/a-n/a-
Oral])
EU-EC- 30/08/2021 |Spontaneous | Healthcare |European |Not 12-17 |Adolescent |Female |No Urticaria (n/a - Not COMIRNATY [HYDROCORTISONE ICSR
10009835127 Professional |Economic |available |Years Recovered/Not [TOZINAMERAN] (S - |BUTYRATE] (C - Eczema
Area Resolved - ) COVID-19 -n/a-[nfa-n/a-
immunisation - Not | Cutaneous]),
applicable - [n/a -
1{DF} - n/a]) [MOMETASONE
FUROATE] (C - Eczema -
n/a-[n/a-n/a-
Cutaneous])
EU-EC- 30/08/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Menstruation irregular | COMIRNATY [ETHINYLESTRADIOL, ICSR
10009835129 Professional |Economic |available |Years (n/a - Unknown - ) [TOZINAMERAN] (S - |LEVONORGESTREL,
Area COVID-19 LACTOSE, LACTOSE
immunisation - Dose |MONOHYDRATE] (C -
not changed - [n/a - |Contraception - n/a -
1{DF} - n/a]) [n/a - n/a - Oral])
EU-EC- 30/08/2021 |Spontaneous | Healthcare |European |Not 12-17 |Adolescent [Female |No Abdominal pain (n/a - |COMIRNATY Not reported ICSR
10009835130 Professional |Economic |available |Years Not Recovered/Not [TOZINAMERAN] (S -
Area Resolved - ), COvID-19
immunisation - Dose
Nausea (3d - not changed - [n/a -
Recovered/Resolved - |1{DF} - n/a])
)
Vomiting (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 30/08/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent [Female |No Lip swelling (n/a - COMIRNATY Not reported ICSR
10009835131 Professional |Economic |available |Years Recovering/Resolving - |[TOZINAMERAN] (S -
Area , COVID-19
immunisation - Not
Pyrexia (2d - applicable - [n/a -
Recovered/Resolved - |1{DF} -
Intramuscular])
EU-EC- 30/08/2021 | Spontaneous |Non European |Not 12-17 |Adolescent |Male No Pyrexia (n/a - COMIRNATY Not reported ICSR
10009835132 Healthcare |Economic |available |Years Unknown - ), [TOZINAMERAN] (S -
Professional |Area COVID-19
Vaccination site immunisation - Not
swelling (n/a - applicable - [n/a -
Unknown - ), 1{DF} - n/a])
Vascular rupture (n/a -
Recovering/Resolving -
EU-EC- 30/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent [Female |No Menstruation irregular | COMIRNATY Not reported ICSR
10009835138 Healthcare |Economic |available |Years (19d - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved - |COVID-19
) immunisation -
Unknown - [n/a -
1{DF} - n/a])
EU-EC- 30/08/2021 |Spontaneous | Healthcare |European |Not 12-17 |Adolescent [Female |No Menstruation delayed |COMIRNATY Not reported ICSR
10009835139 Professional |Economic |available |Years (n/a - Unknown - ) [TOZINAMERAN] (S -
Area COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 30/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |Male No Headache (n/a - COMIRNATY Not reported ICSR
10009835140 Healthcare |Economic |available |Years Recovering/Resolving - |[TOZINAMERAN] (S -
Professional |Area ) COVID-19
immunisation - Not
Pyrexia (n/a - applicable - [n/a -
Recovering/Resolving - | 1{DF} - n/a])
)
Tremor (3d -
Recovered/Resolved -
EU-EC- 30/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |Male No Eye swelling (n/a - COMIRNATY Not reported ICSR
10009835143 Healthcare |Economic |available |Years Not Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ) COVID-19
immunisation -
Unknown - [n/a -
1{DF} - n/a])
EU-EC- 30/08/2021 |Spontaneous | Healthcare |European |Not 12-17 |Adolescent [Female |No Intermenstrual COMIRNATY COMIRNATY ICSR
10009835147 Professional |Economic |available |Years bleeding (n/a - [TOZINAMERAN] (S - |[TOZINAMERAN] (C - n/a
Area Recovering/Resolving - |COVID-19 - n/a-[n/a-n/a-n/a]),
) immunisation - Not
applicable - [n/a - [ANHYDROUS FUSIDIC
1{DF} - n/a]) ACID, FUSIDIC ACID,
FUSIDIC ACID PH. EUR,,
SODIUM FUSIDATE,
SODIUM FUSIDATE PH.
EUR.J(C-n/a-n/a-
[n/a - n/a - Cutaneous]),
[BUDESONIDE] (C -
Asthma - n/a - [n/a - n/a
- Respiratory
(inhalation)]),
[ETHINYLESTRADIOL,
LEVONORGESTREL] (C -
Contraception - n/a -
[n/a - n/a - Oral]),
[PROMETHAZINE,
PROMETHAZINE
HYDROCHLORIDE] (C -
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Insomnia - n/a - [n/a -
n/a - Oral]),
[SALBUTAMOL,
SALBUTAMOL SULFATE]
(C - Asthma - n/a - [n/a -
n/a - Respiratory
(inhalation)])
EU-EC- 30/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent [Female |No Dyspnoea (n/a - Not | COMIRNATY Not reported ICSR
10009835152 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19
immunisation - Dose
Headache (n/a - Not |not changed - [n/a -
Recovered/Not 1{DF} - n/a])
Resolved - ),
Nausea (n/a -
Recovering/Resolving -
)
Pain in extremity (n/a
- Not Recovered/Not
Resolved - )
EU-EC- 30/08/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |[Female |No Herpes zoster (n/fa - | COMIRNATY Not reported ICSR
10009835373 Healthcare |Economic |available |Years Recovering/Resolving - |[TOZINAMERAN] (S -
Professional |Area Other Medically COVID-19
Important Condition), |immunisation - Drug
withdrawn - [1d -
Vaccination site 1{DF} - n/a])
reaction (n/a -
Recovering/Resolving -
Other Medically
Important Condition)
EU-EC- 30/08/2021 |Spontaneous |Healthcare |European |Not 12-17 |Not Male No Tonic convulsion (0d - |COMIRNATY Not reported ICSR
10009835656 Professional |Economic |available |Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Area Other Medically n/a-n/a-[n/a-n/a
Important Condition) |- n/a])
EU-EC- 30/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |[Female |No Erythema (n/a - COMIRNATY [ETHINYLESTRADIOL, ICSR
10009835693 Healthcare |Economic |available |Years Unknown - ) [TOZINAMERAN] (S - |NORGESTIMATE] (C -
Professional |Area COvID-19 Dysmenorrhoea - n/a -
immunisation - Not  |[n/a - n/a - n/a])
applicable - [1d -
.3mL -
Intramuscular])
EU-EC- 30/08/2021 |Spontaneous | Healthcare |European |Not 12-17 |Adolescent |Male No Chest pain (5d - COMIRNATY Not reported ICSR
10009835755 Professional |Economic |available |Years Recovered/Resolved - |[TOZINAMERAN] (S -
Area Caused/Prolonged COvID-19
Hospitalisation), immunisation - Drug
withdrawn - [1d - n/a
Headache (3d - - Intramuscular])
Recovered/Resolved -
Malaise (7d -
Recovered/Resolved -
Myocarditis (7d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Pyrexia (3d -
Recovered/Resolved -
EU-EC- 30/08/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent [Female |No Chest pain (n/a - Not |COMIRNATY Not reported ICSR
10009835757 Professional |Economic |available |Years Recovered/Not [TOZINAMERAN] (S -
Area Resolved - COVID-19
Caused/Prolonged immunisation - Drug
Hospitalisation), withdrawn - [1d - n/a
- Intramuscular])
Myalgia (n/a - Not
Recovered/Not
Resolved - ),
Myopericarditis (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Pyrexia (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 30/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |Female |No Application site pain | COMIRNATY Not reported ICSR
10009838046 Healthcare |Economic |available |Years (n/a- [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved - |n/a - n/a - [n/a - n/a
) - Intramuscular])
EU-EC- 29/08/2021 | Spontaneous |Non European |Not 12-17 |Not Male No Headache (n/a - Not |COMIRNATY Not reported ICSR
10009823817 Healthcare |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19
immunisation - Not
Pain in extremity (n/a |applicable - [n/a -
- Not Recovered/Not | 1{DF} -
Resolved - ) Intramuscular])
EU-EC- 29/08/2021 | Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Male No Syncope (3min - COMIRNATY Not reported ICSR
10009824619 Professional |Economic |available |Years Recovered/Resolved - |[TOZINAMERAN] (S -
Area Other Medically COVID-19
Important Condition) |immunisation -
Unknown - [n/a -
.3mL -
Intramuscular])
EU-EC- 29/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |Female |No Menstrual disorder COMIRNATY Not reported ICSR
10009824621 Healthcare |Economic |available |Years (n/a- [TOZINAMERAN] (S -
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Professional |Area Recovering/Resolving - | Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 29/08/2021 |Spontaneous |Non European |Not 12-17 |Adolescent (Male No Epistaxis (4d - COMIRNATY Not reported ICSR
10009824630 Healthcare |Economic |available |Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 29/08/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Male No Seizure (0d - COMIRNATY Not reported ICSR
10009824634 Healthcare |Economic |available |Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area Caused/Prolonged Immunisation - n/a -
Hospitalisation) [n/a - n/a - n/a])
EU-EC- 29/08/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |[Female |No Fatigue (n/a - COMIRNATY Not reported ICSR
10009824636 Healthcare |Economic |available |Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area ), Immunisation - n/a -
[n/a - n/a - n/a])
Headache (n/a -
Recovered/Resolved -
)
Malaise (n/a -
Recovered/Resolved -
)
Menstrual disorder
(n/a-
Recovered/Resolved -
)
EU-EC- 29/08/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Heavy menstrual COMIRNATY ANTICONCEPTIEMIDDEL |ICSR
10009824683 Healthcare |Economic |available |Years |Specified bleeding (n/a - Not [TOZINAMERAN] (S - |[NOT AVAILABLE] (C -
Professional |Area Recovered/Not COvID-19 n/a-n/a-[nfa-n/a-
Resolved - ), immunisation - Not  |n/a])
applicable - [n/a -
Intermenstrual 1{DF} - n/a])
bleeding (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 29/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |Male No Depression (57d - COMIRNATY Not reported ICSR
10009824709 Healthcare |Economic |available |Years Recovering/Resolving - |[TOZINAMERAN] (S -
Professional |Area Caused/Prolonged Immunisation - n/a -
Hospitalisation) [n/a - 2{DF} - n/al)
EU-EC- 29/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent [Female |No Chest pain (2d - Not |COMIRNATY Not reported ICSR
10009824710 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), Immunisation - n/a -
[n/a - n/a - n/a])
Chills (3d - Not
Recovered/Not
Resolved - ),
Fatigue (3d - Not
Recovered/Not
Resolved - ),
Headache (3d - Not
Recovered/Not
Resolved - ),
Limb discomfort (1d -
Not Recovered/Not
Resolved - ),
Paraesthesia (1d - Not
Recovered/Not
Resolved - ),
Pyrexia (3d - Not
Recovered/Not
Resolved - )
EU-EC- 29/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent [Female |No Menstrual disorder COMIRNATY Not reported ICSR
10009824711 Healthcare |Economic |available |Years (n/a- [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving - | Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 29/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent [Female |No Vaccination site pain | COMIRNATY Not reported ICSR
10009824712 Healthcare |Economic |available |Years (n/a- [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved - |Immunisation - n/a -
) [n/a - n/a - n/al])
Vaccination site
swelling (n/a -
Recovered/Resolved -
)
EU-EC- 29/08/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |[Female |No Herpes zoster (3d - COMIRNATY Not reported ICSR
10009824716 Healthcare |Economic |available |Years Recovering/Resolving - |[TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 29/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |Female |No Swelling face (n/a - COMIRNATY Not reported ICSR
10009824717 Healthcare |Economic |available |Years Recovering/Resolving - |[TOZINAMERAN] (S -
Professional |Area ) Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 29/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent [Female |No Diarrhoea (0d - COMIRNATY Not reported ICSR
10009824720 Healthcare |Economic |available |Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area , Immunisation - n/a -
[n/a - n/a - n/a])
Fatigue (1d -
Recovered/Resolved -
Headache (0d -
Recovered/Resolved -
Injection site pain (3d
- Recovered/Resolved
=)
Malaise (2d -
Recovered/Resolved -
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Myalgia (2d -
Recovered/Resolved -
EU-EC- 29/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |[Female |No Influenza (n/a - COMIRNATY Not reported ICSR
10009824739 Healthcare |Economic |available |Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area , Immunisation - n/a -
[n/a - n/a - n/a])
Pain (1d -
Recovering/Resolving -
EU-EC- 29/08/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |[Female |No Eye pruritus (n/a - COMIRNATY Not reported ICSR
10009824740 Healthcare |Economic |available |Years Recovering/Resolving - |[TOZINAMERAN] (S -
Professional |Area ) Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 29/08/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Oral herpes (n/a - COMIRNATY Not reported ICSR
10009824741 Healthcare |Economic |available |Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area ) Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 29/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |Female |No Dysmenorrhoea (n/a - | COMIRNATY Not reported ICSR
10009824742 Healthcare |Economic |available |Years Unknown -) [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 29/08/2021 | Spontaneous |Non European |Not 12-17 |Adolescent |[Female |No Fatigue (0d - COMIRNATY Not reported ICSR
10009824768 Healthcare |Economic |available |Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area , Immunisation - n/a -
[n/a - n/a - n/a])
Feeling cold (0d -
Recovered/Resolved -
)
Injection site pain (1d
- Recovered/Resolved
-)
EU-EC- 29/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |Female |No Headache (1d - COMIRNATY Not reported ICSR
10009824818 Healthcare |Economic |available |Years Recovering/Resolving - | [TOZINAMERAN] (S -
Professional |Area ) Immunisation - n/a -
[n/a - n/a - n/a])
Pyrexia (1d -
Recovering/Resolving -
)
Somnolence (1d -
Recovered/Resolved -
)
EU-EC- 29/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |Male No Injection site pain (3d |COMIRNATY Not reported ICSR
10009824821 Healthcare |Economic |available |Years - Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =), Immunisation - n/a -
[n/a - n/a - n/a])
Pruritus (4d -
Recovered/Resolved -
)
Rash (1d -
Recovered/Resolved -
EU-EC- 29/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent [Female |No Menstrual disorder COMIRNATY Not reported ICSR
10009824823 Healthcare |Economic |available |Years (76d - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved - |Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 29/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |Male No Chest pain (n/a - Not |COMIRNATY COMIRNATY ICSR
10009824829 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN] (S - |[TOZINAMERAN] (C -
Professional |Area Resolved - Immunisation - n/a - |Immunisation - n/a -
Caused/Prolonged [n/a - 2{DF} - n/a]) |[n/a - 1{DF} - n/al)
Hospitalisation),
Dyspnoea (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 29/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |Female |No Menstrual disorder COMIRNATY Not reported ICSR
10009824830 Healthcare |Economic |available |Years (n/a - Unknown - ) [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 29/08/2021 | Spontaneous |Non European |Not 12-17 |Adolescent |[Female |No Dizziness (0d - COMIRNATY Not reported ICSR
10009824832 Healthcare |Economic |available |Years Recovering/Resolving - | [TOZINAMERAN] (S -
Professional |Area , Immunisation - n/a -
[n/a - n/a - n/a])
Fatigue (0d -
Recovered/Resolved -
)
Headache (n/a - Not
Recovered/Not
Resolved - ),
Injection site pain (n/a
- Not Recovered/Not
Resolved - )
EU-EC- 29/08/2021 |Spontaneous |Non European |Not 12-17 |Adolescent [Female |No Menstruation irregular | COMIRNATY Not reported ICSR
10009824840 Healthcare |Economic |available |Years (4d - Unknown - ) [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 28/08/2021 | Spontaneous |Non European |Not 12-17 |Adolescent |[Female |No Circulatory collapse COMIRNATY Not reported ICSR
10009820155 Healthcare |Economic |available |Years (od - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved - |n/a - n/a-[n/a-n/a
) - n/a])
Hypotension (0d -
Recovered/Resolved -
)
EU-EC- 28/08/2021 |Spontaneous | Non European |Not 12-17 |Not Female |No Administration site COMIRNATY Not reported ICSR
10009820437 Healthcare |Economic |available |Years |Specified pain (n/a - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved - |COVID-19
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) immunisation - n/a -
[n/a-.3mL -
Fatigue (n/a - Intramuscular])
Recovered/Resolved -
EU-EC- 28/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |Male No Application site pain | COMIRNATY Not reported ICSR
10009820590 Healthcare |Economic |available |Years (n/a - Unknown - ), [TOZINAMERAN] (S -
Professional |Area n/a-n/a-[n/a-
Chest pain (n/a - 2{DF} - n/a])
Unknown - ),
Dysphagia (n/a -
Unknown -),
Headache (n/a -
Unknown - ),
Malaise (n/a -
Unknown - )
EU-EC- 28/08/2021 |Spontaneous |Healthcare |European |Not 12-17 |Not Male No Musculoskeletal pain | COMIRNATY Not reported ICSR
10009821299 Professional |Economic |available |Years |Specified (14d - [TOZINAMERAN] (S -
Area Recovered/Resolved - |COVID-19
Caused/Prolonged immunisation - n/a -
Hospitalisation), [n/a-.3mL -
Intramuscular])
Pericardial effusion
(14d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Pyrexia (14d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Rash (14d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Splenomegaly (14d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Thrombocytopenia
(14d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 28/08/2021 | Spontaneous |Non European |Not 12-17 |Adolescent |Male No Leukopenia (n/a - COMIRNATY Not reported ICSR
10009821550 Healthcare |Economic |available |Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area ) n/a-n/a-[n/a-
1{DF} - n/a])
Thrombocytopenia
(n/a-
Recovered/Resolved -
)
Von Willebrand's
factor activity
increased (n/a -
Recovered/Resolved -
)
EU-EC- 28/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |Male No Pyrexia (n/a - Not COMIRNATY Not reported ICSR
10009821553 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ) n/a-n/a-[n/a-
2{DF} - n/al])
EU-EC- 28/08/2021 | Spontaneous |Non European |Not 12-17 |Adolescent |[Female |No Dyspnoea (n/a - Not ~ |COMIRNATY Not reported ICSR
10009821569 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - n/a-n/a-[n/a-
Caused/Prolonged 1{DF} - n/a])
Hospitalisation),
Exercise tolerance
decreased (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Fibrin D dimer
increased (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 28/08/2021 | Spontaneous |Healthcare |European |Not 12-17 |Not Female |No Syncope (0d - COMIRNATY Not reported ICSR
10009821675 Professional |Economic |available |Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Area Other Medically COVID-19
Important Condition) |immunisation - Not
applicable - [n/a -
.3mL -
Intramuscular])
EU-EC- 28/08/2021 |Spontaneous |Healthcare |European |Not 12-17 |Not Male No Oral pruritus (n/a - COMIRNATY Not reported ICSR
10009821687 Professional |Economic |available |Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S -
Area Other Medically COVID-19
Important Condition), |immunisation - n/a -
[n/a - 1{DF} -
Paraesthesia oral (n/a |Intramuscular])
- Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 28/08/2021 | Spontaneous |Non European |Not 12-17 |Not Male No Fatigue (n/a - Not COMIRNATY Not reported ICSR
10009822349 Healthcare |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19
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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- 28/08/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Eye inflammation (n/a | COMIRNATY Not reported ICSR
10009823654 Healthcare |Economic |available |Years |Specified - Not Recovered/Not |[TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19
immunisation - Not
Malaise (n/a - Not applicable - [n/a -
Recovered/Not 1{DF} - n/a])
Resolved - )
EU-EC- 27/08/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |[Female |No Epilepsy (n/a - COMIRNATY Not reported ICSR
10009805980 Healthcare |Economic |available |Years Unknown - [TOZINAMERAN] (S -
Professional |Area Caused/Prolonged Immunisation - n/a -
Hospitalisation) [n/a - 1{DF} - n/a])
EU-EC- 27/08/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Asthma (1d - COMIRNATY Not reported ICSR
10009806035 Healthcare |Economic |available |Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area Life Threatening, Immunisation - n/a -
Caused/Prolonged [n/a - 1{DF} - n/al)
Hospitalisation)
EU-EC- 27/08/2021 | Spontaneous |Non European |Not 12-17 |Adolescent |[Female |No Acute psychosis (n/a - |COMIRNATY Not reported ICSR
10009806048 Healthcare |Economic |available |Years Not Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - Life Immunisation - n/a -
Threatening, [n/a - 1{DF} - n/al)
Caused/Prolonged
Hospitalisation)
EU-EC- 27/08/2021 |Spontaneous |Healthcare |European |Not 12-17 |Not Female |No Glomerulonephropathy | COMIRNATY [LOSARTAN, LOSARTAN |ICSR
10009806195 Professional |Economic |available |Years |Specified (n/a- [TOZINAMERAN] (S - |POTASSIUM] (C - n/a -
Area Recovering/Resolving - |COVID-19 n/a - [n/a - 25mg -
Other Medically immunisation - Oral]),
Important Condition), |Unknown - [n/a -
1{DF} - [RAMIPRIL] (C - n/a -
Oedema (n/a - Intramuscular]) n/a-[n/a-7.5mg -
Recovering/Resolving - Oral])
Other Medically
Important Condition),
Proteinuria (n/a -
Recovering/Resolving -
Other Medically
Important Condition),
Urine output
decreased (n/a -
Recovering/Resolving -
Other Medically
Important Condition)
EU-EC- 27/08/2021 |Spontaneous |Healthcare |European |Not 12-17 |Not Male No Asthenia (n/a - COMIRNATY Not reported ICSR
10009806205 Professional |Economic |available |Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S -
Area Caused/Prolonged COvID-19
Hospitalisation), prophylaxis - Not
applicable - [n/a -
Chest pain (n/a - 1{DF} -
Recovering/Resolving - | Intramuscular])
Caused/Prolonged
Hospitalisation),
Inflammation (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Myalgia (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Myopericarditis (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation)
EU-EC- 27/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |Male No Parosmia (35d - COMIRNATY Not reported ICSR
10009807176 Healthcare |Economic |available |Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area » Immunisation - n/a -
[n/a - 1{DF} - n/a])
Taste disorder (35d -
Recovered/Resolved -
EU-EC- 27/08/2021 |Spontaneous |Non European |Not 12-17 |Not Male No Urticaria (n/a - COMIRNATY Not reported ICSR
10009807656 Healthcare |Economic |available |Years |Specified Unknown -) [TOZINAMERAN] (S -
Professional |Area n/a - Not applicable -
[n/a - n/a - n/a])
EU-EC- 27/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |Male No Vaccination site joint |COMIRNATY Not reported ICSR
10009808194 Healthcare |Economic |available |Years pain (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not Immunisation - n/a -
Resolved - [n/a - 1{DF} - n/al)
Caused/Prolonged
Hospitalisation)
EU-EC- 27/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |Male No Balance disorder (n/fa |COMIRNATY Not reported ICSR
10009808212 Healthcare |Economic |available |Years - Not Recovered/Not |[TOZINAMERAN] (S -
Professional |Area Resolved - Immunisation - n/a -
Caused/Prolonged [n/a - 1{DF} - n/al)
Hospitalisation),
Encephalitis (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Fatigue (n/a - Not
Recovered/Not
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Resolved -
Caused/Prolonged
Hospitalisation),
Tremor (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 27/08/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Seizure (n/a - COMIRNATY Not reported ICSR
10009808221 Healthcare |Economic |available |Years Unknown - ), [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
Syncope (n/a - [n/a - 1{DF} - n/al)
Unknown - )
EU-EC- 27/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |[Female |No Back pain (0d - COMIRNATY Not reported ICSR
10009808233 Healthcare |Economic |available |Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area » Immunisation - n/a -
[n/a - 2{DF} - n/a])
Movement disorder
(0d -
Recovered/Resolved -
)
Pyrexia (0d -
Recovered/Resolved -
EU-EC- 27/08/2021 |Spontaneous |Non European |Not 12-17 |Not Male No Pain in extremity (n/a |COMIRNATY Not reported ICSR
10009808481 Healthcare |Economic |available |Years |Specified - Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area -) COVID-19
immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 27/08/2021 |Spontaneous | Non European |Not 12-17 |Not Male No Asthenia (n/a - Not COMIRNATY Not reported ICSR
10009808544 Healthcare |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COvID-19
immunisation - n/a -
Injection site [n/a-.3mL -
erythema (n/a - Not  |Intramuscular])
Recovered/Not
Resolved - ),
Injection site pain (n/a
- Not Recovered/Not
Resolved - ),
Injection site swelling
(n/a - Not
Recovered/Not
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 27/08/2021 | Spontaneous |Healthcare |European |Not 12-17 |Adolescent |[Female |No Cold sweat (n/a - COMIRNATY Not reported ICSR
10009809124 Professional |Economic |available |Years Recovered/Resolved - |[TOZINAMERAN] (S -
Area , n/a - Drug withdrawn
-[n/a-n/a-
Hot flush (n/a - Intramuscular])
Recovered/Resolved -
)
Myalgia (n/a -
Recovered/Resolved -
)
EU-EC- 27/08/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Male No Lymphadenopathy COMIRNATY FIASP [INSULIN ASPART] |ICSR
10009809344 Professional |Economic |available |Years (n/a - Not [TOZINAMERAN] (S - |(C - Type 1 diabetes
Area Recovered/Not n/a-n/a-[1d - n/a - |mellitus - n/a - [n/a - n/a
Resolved - ), Intramuscular]) - n/al)
Pyrexia (n/a - Not
Recovered/Not
Resolved - ),
Urticaria (n/a - Not
Recovered/Not
Resolved - ),
Vaccination site
reaction (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 27/08/2021 |Spontaneous |Non European |Not 12-17 | Child Male Yes Initial insomnia (5d - |COMIRNATY Not reported ICSR
10009810038 Healthcare |Economic |available |Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area Other Medically COVID-19
Important Condition), |immunisation - Not
applicable - [n/a -
Insomnia (5d - 1{DF} -
Recovered/Resolved - |Intramuscular])
Other Medically
Important Condition)
EU-EC- 27/08/2021 | Spontaneous |Non European |Not 12-17 |Adolescent |[Female |No Abdominal pain (n/a - |COMIRNATY Not reported ICSR
10009810074 Healthcare |Economic |available |Years Recovering/Resolving - |[TOZINAMERAN] (S -
Professional |Area ) nfa-n/a-[1d-n/a-
n/aj)
Flank pain (n/a -
Recovering/Resolving -
Pyrexia (n/a -
Recovering/Resolving -
Vomiting (n/a -
Recovering/Resolving -
EU-EC- 27/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent [Female |No Dermatitis allergic (n/a| COMIRNATY Not reported ICSR
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10009810087 Healthcare |Economic |available |Years - Not Recovered/Not |[TOZINAMERAN] (S -
Professional |Area Resolved - nfa-n/a-[1d-n/a-
Caused/Prolonged Intramuscular])
Hospitalisation),
Pyrexia (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 27/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |Male No Arthralgia (n/a - Not |COMIRNATY Not reported ICSR
10009810095 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ) n/a-n/a-[n/a-n/a
- n/aj)
EU-EC- 27/08/2021 |Spontaneous | Non Non Not 12-17 |Not Male No Chest pain (n/a - Not | TOZINAMERAN Not reported ICSR
10009810734 Healthcare |European |available |Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Economic Resolved - Life COVID-19
Area Threatening, immunisation - Not
Caused/Prolonged applicable - [1d - n/a
Hospitalisation, - n/a])
Disabling),
Disturbance in
attention (n/a - Not
Recovered/Not
Resolved - Life
Threatening,
Caused/Prolonged
Hospitalisation,
Disabling),
Fatigue (n/a - Not
Recovered/Not
Resolved - Life
Threatening,
Caused/Prolonged
Hospitalisation,
Disabling),
Muscular weakness
(n/a - Not
Recovered/Not
Resolved - Life
Threatening,
Caused/Prolonged
Hospitalisation,
Disabling),
Myocarditis (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Disabling, Other
Medically Important
Condition)
EU-EC- 27/08/2021 | Spontaneous |Non European |Not 12-17 |Adolescent |Male No Bradycardia (1d - COMIRNATY Not reported ICSR
10009810927 Healthcare |Economic |available |Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area Caused/Prolonged Immunisation - n/a -
Hospitalisation), [n/a - n/a - n/a])
Chest pain (1d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Pyrexia (1d -
Recovered/Resolved -
)
EU-EC- 27/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |Male No Syncope (n/a - COMIRNATY Not reported ICSR
10009810938 Healthcare |Economic |available |Years Recovering/Resolving - |[TOZINAMERAN] (S -
Professional |Area Other Medically Immunisation - n/a -
Important Condition) |[n/a - n/a - n/a])
EU-EC- 27/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |Female |No Facial paralysis (n/a - |COMIRNATY Not reported ICSR
10009810945 Healthcare |Economic |available |Years Not Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - Other Immunisation - n/a -
Medically Important  |[n/a - n/a - n/a])
Condition)
EU-EC- 27/08/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Chest pain (n/a - TOZINAMERAN Not reported ICSR
10009811792 Professional |European |available |Years |Specified Unknown - [TOZINAMERAN] (S -
Economic Caused/Prolonged COvID-19
Area Hospitalisation), immunisation - Not
applicable - [n/a -
Myocarditis (n/a - n/a - n/a])
Unknown -
Caused/Prolonged
Hospitalisation),
Pyrexia (n/a -
Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 27/08/2021 |Spontaneous | Healthcare |European |Not 12-17 |Not Female |No Urticaria (n/a - COMIRNATY Not reported ICSR
10009812269 Professional |Economic |available |Years |Specified Unknown -) [TOZINAMERAN] (S -
Area Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 27/08/2021 |Spontaneous | Healthcare |European |Not 12-17 |Adolescent |Male No Seizure (n/a - COMIRNATY Not reported ICSR
10009812287 Professional |Economic |available |Years Unknown - [TOZINAMERAN] (S -
Area Caused/Prolonged Immunisation - n/a -
Hospitalisation) [n/a - n/a - n/a])
EU-EC- 27/08/2021 | Spontaneous |Non European |Not 12-17 |Adolescent |[Female |No Chills (1d - COMIRNATY Not reported ICSR
10009812338 Healthcare |Economic |available |Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area , Immunisation - n/a -
[n/a - n/a - n/a])
Cough (2d -
Recovered/Resolved -
https://dap.ema.europa.eu/analytics/saw.dll?Go 17/51
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Dyspnoea (1d -
Recovered/Resolved -
Fatigue (2d -
Recovered/Resolved -
Feeling hot (3d -
Recovered/Resolved -
)
Headache (1d -
Recovered/Resolved -
Influenza (3d -
Recovered/Resolved -
)
Injection site pain (3d
- Recovered/Resolved
=)
Oropharyngeal pain
(2d -
Recovered/Resolved -
)
EU-EC- 27/08/2021 |Spontaneous | Healthcare |European |Not 12-17 |Adolescent |Male No Myocarditis (n/a - COMIRNATY Not reported ICSR
10009812367 Professional |Economic |available |Years Unknown - [TOZINAMERAN] (S -
Area Caused/Prolonged Immunisation - n/a -
Hospitalisation) [n/a - 1{DF} - n/a])
EU-EC- 27/08/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Blood pressure COMIRNATY Not reported ICSR
10009812413 Professional |European |available |Years |Specified decreased (16min - [TOZINAMERAN] (S -
Economic Recovered/Resolved - |COVID-19
Area Other Medically immunisation - Not
Important Condition), |applicable - [n/a -
n/a - n/a])
Feeling abnormal
(14min -
Recovered/Resolved -
)
Hypoaesthesia (16min
- Recovered/Resolved
=)
Pallor (14min -
Recovered/Resolved -
Presyncope (14min -
Recovered/Resolved -
EU-EC- 27/08/2021 |Spontaneous | Non European |Not 12-17 |Not Female |No Myalgia (n/a - COMIRNATY Not reported ICSR
10009812441 Healthcare |Economic |available |Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S -
Professional |Area Other Medically Immunisation - Not
Important Condition) |applicable - [n/a -
3mL -
Intramuscular])
EU-EC- 27/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |[Female |No Nausea (3h - COMIRNATY Not reported ICSR
10009812545 Healthcare |Economic |available |Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area ) COVID-19
immunisation - Not
Vomiting (3h - applicable - [n/a -
Recovered/Resolved - |1{DF} - n/a])
EU-EC- 27/08/2021 |Spontaneous | Non European |Not 12-17 |Not Male No Epistaxis (n/a - COMIRNATY Not reported ICSR
10009812586 Healthcare |Economic |available |Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S -
Professional |Area » COvID-19
immunisation - Not
Lymphadenopathy applicable - [n/a -
(n/a - Not 1{DF} - n/a])
Recovered/Not
Resolved - )
EU-EC- 27/08/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Cough (n/a - Unknown | TOZINAMERAN Not reported ICSR
10009812673 Professional |European |available |Years |Specified =), [TOZINAMERAN] (S -
Economic COVID-19
Area Dyspnoea (n/a - immunisation - Not
Unknown - Other applicable - [1d - n/a
Medically Important - Intramuscular])
Condition),
Hodgkin's disease (n/a
- Unknown -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),
Pericardial effusion
(n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition)
EU-EC- 27/08/2021 |Spontaneous | Healthcare |European |Not 12-17 |Not Male No Blood pressure COMIRNATY Not reported ICSR
10009813257 Professional |Economic |available |Years |Specified decreased (n/a - [TOZINAMERAN] (S -
Area Recovering/Resolving - |n/a - n/a - [n/a - n/a
Caused/Prolonged - n/aj)
Hospitalisation, Other
Medically Important
Condition),
Body temperature
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increased (1d -
Recovered/Resolved -

r

Chest pain (0d -
Recovered/Resolved -

r

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

Cold sweat (n/a -
Unknown - ),

Headache (1d -
Recovered/Resolved -

r

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

Mycoplasma test
positive (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),

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

Pallor (n/a - Unknown

=)

Vomiting (n/a -
Unknown - )

EU-EC-
10009813353

27/08/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

Not reported

EU-EC-
10009813946

27/08/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

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

Not
available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

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

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

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

Not reported
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Caused/Prolonged
Hospitalisation)
EU-EC- 27/08/2021 |Spontaneous | Healthcare |European |Not 12-17 |Adolescent [Female |No Angioedema (n/a - COMIRNATY IBUPROFEN ICSR
10009814036 Professional |Economic |available |Years Unknown - Other [TOZINAMERAN] (S - |[IBUPROFEN,
Area Medically Important ~ |COVID-19 IBUPROFEN SODIUM] (C
Condition), immunisation - - Headache - n/a - [n/a -
Unknown - [n/a - n/a - Oral])
Urticaria (n/a - .3mL -
Unknown - Other Intramuscular])
Medically Important
Condition)
EU-EC- 27/08/2021 |Spontaneous | Non Non Not 12-17 |Not Male No Abdominal discomfort | TOZINAMERAN Not reported ICSR
10009814513 Healthcare |European |available |Years |Specified (n/a - Unknown - [TOZINAMERAN] (S -
Professional |Economic Other Medically COVID-19
Area Important Condition), |immunisation - Not
applicable - [1d - n/a
Eating disorder (n/a - |- n/a])
Unknown - Other
Medically Important
Condition),
Gastroenteritis (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition),
Weight decreased (n/a
- Unknown - Other
Medically Important
Condition)
EU-EC- 27/08/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Dizziness (n/a - COMIRNATY Not reported ICSR
10009815188 Healthcare |Economic |available |Years Unknown - ), CONCENTRATE FOR
Professional |Area DISPERSION FOR
Dysmenorrhoea (n/a - |INJECTION COVID-
Unknown - ), 19 MRNA VACCINE
(NUCLEOSIDE
Headache (n/a - MODIFIED)
Unknown - ), [TOZINAMERAN] (S -
COVID-19
Heavy menstrual immunisation - Not
bleeding (n/a - applicable - [n/a -
Unknown - ), n/a - n/al)
Polymenorrhoea (n/a -
Unknown - ),
Vomiting (n/a -
Unknown - )
EU-EC- 27/08/2021 |Spontaneous | Healthcare |Non Not 12-17 |Not Male No Loss of consciousness | TOZINAMERAN Not reported ICSR
10009815537 Professional |European |available |Years |Specified (1d - [TOZINAMERAN] (S -
Economic Recovered/Resolved - |COVID-19
Area Other Medically immunisation - Not
Important Condition), |applicable - [1d - n/a
- n/a])
Loss of consciousness
(n/a -
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 27/08/2021 | Spontaneous |Non Non Not 12-17 |Not Female |No Death (n/a - Fatal - | TOZINAMERAN Not reported ICSR
10009815542 Healthcare |European |available |Years |Specified Results in Death, [TOZINAMERAN] (S -
Professional |Economic Other Medically COVID-19
Area Important Condition) |immunisation - Not
applicable - [n/a -
n/a - n/a])
EU-EC- 27/08/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Abdominal pain (n/a - |COMIRNATY Not reported ICSR
10009815713 Professional |European |available |Years |Specified Unknown - Other [TOZINAMERAN] (S -
Economic Medically Important ~ |COVID-19
Area Condition), immunisation - Not
applicable - [n/a -
Chills (n/a - Unknown |n/a - n/a])
- Other Medically
Important Condition),
Feeling abnormal (n/a
- Unknown - Other
Medically Important
Condition),
Vomiting (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 27/08/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |[Female |No Intermenstrual COMIRNATY Not reported ICSR
10009815781 Professional |Economic |available |Years bleeding (24h - [TOZINAMERAN] (S -
Area Recovering/Resolving - |COVID-19
Caused/Prolonged immunisation - n/a -
Hospitalisation) [n/a-n/a-
Intramuscular])
EU-EC- 27/08/2021 | Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Male No Myocarditis (n/a - COMIRNATY Not reported ICSR
10009815822 Professional |Economic |available |Years Recovering/Resolving - |[TOZINAMERAN] (S -
Area Caused/Prolonged COvID-19
Hospitalisation) immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 27/08/2021 |Spontaneous | Healthcare |European |Not 12-17 |Adolescent |Male Yes Generalised tonic- COMIRNATY Not reported ICSR
10009815850 Professional |Economic |available |Years clonic seizure (1d - [TOZINAMERAN] (S -
Area Unknown - Other COVID-19
Medically Important  |immunisation - Drug
Condition) withdrawn - [1d -
1{DF} -
Intramuscular])
EU-EC- 27/08/2021 | Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Male No Myocarditis (n/a - COMIRNATY Not reported ICSR
10009815896 Professional |Economic |available |Years Recovering/Resolving - |[TOZINAMERAN] (S -
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Area Life Threatening, COVID-19
Caused/Prolonged immunisation - Not
Hospitalisation) applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 27/08/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent Male No Myocarditis (10d - COMIRNATY [PARACETAMOL] (C - n/a |ICSR
10009815964 Professional |Economic |available |Years Recovered/Resolved - |[TOZINAMERAN] (S - |- n/a-),
Area Caused/Prolonged COVID-19
Hospitalisation) immunisation - Not  |[TRAMADOL
applicable - [1d - HYDROCHLORIDE] (C -
1{DF} - n/a-nfa-),
Intramuscular])
[VENLAFAXINE,
VENLAFAXINE
HYDROCHLORIDE] (C -
n/a-nfa-)
EU-EC- 27/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent [Female |No Amenorrhoea (n/a - COMIRNATY Not reported ICSR
10009816109 Healthcare |Economic |available |Years Not Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ) COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 27/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |Female |No Dysmenorrhoea (n/a - | COMIRNATY Not reported ICSR
10009816202 Healthcare |Economic |available |Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area ), COVID-19
immunisation - Not
Heavy menstrual applicable - [1d -
bleeding (n/a - 1{DF} -
Recovered/Resolved - |Intramuscular])
)
EU-EC- 27/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |Male No Axillary pain (3d - COMIRNATY Not reported ICSR
10009816215 Healthcare |Economic |available |Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area ) COVID-19
immunisation - n/a -
Pyrexia (3d - [28d - .6mL -
Recovered/Resolved - |Intramuscular])
Vaccination site pain
Recovered/Resolved -
EU-EC- 27/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent [Female |No Abdominal pain (1d - |COMIRNATY Not reported ICSR
10009816216 Healthcare |Economic |available |Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area , COvID-19
immunisation - Not
Amenorrhoea (n/a -  |applicable - [1d -
Not Recovered/Not 1{DF} -
Resolved - ) Intramuscular])
EU-EC- 27/08/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |[Female |No Heavy menstrual COMIRNATY Not reported ICSR
10009816225 Healthcare |Economic |available |Years bleeding (n/a - [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving - | COVID-19
) immunisation - n/a -
[1d - .3mL -
Intramuscular])
EU-EC- 27/08/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |[Female |No Disease recurrence COMIRNATY Not reported ICSR
10009816260 Professional |Economic |available |Years (1d - [TOZINAMERAN] (S -
Area Recovered/Resolved - |COVID-19
W immunisation - Not
applicable - [1d -
Tachycardia (1d - .3mL -
Recovered/Resolved - |Intramuscular])
EU-EC- 27/08/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |[Female |No Menstruation delayed |COMIRNATY Not reported ICSR
10009816279 Professional |Economic |available |Years (n/a - Unknown - ) [TOZINAMERAN] (S -
Area COVID-19
immunisation - Not
applicable - [1d -
.3mL -
Intramuscular])
EU-EC- 27/08/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |[Female |No Immunisation reaction | COMIRNATY Not reported ICSR
10009816331 Professional |Economic |available |Years (n/a- [TOZINAMERAN] (S -
Area Recovered/Resolved - |COVID-19
immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 27/08/2021 |Spontaneous | Healthcare |European |Not 12-17 |Adolescent [Female |No Hypotension (n/a - COMIRNATY Not reported ICSR
10009816435 Professional |Economic |available |Years Recovered/Resolved - |[TOZINAMERAN] (S -
Area ) COVID-19
immunisation - Not
Malaise (n/a - applicable - [n/a -
Recovered/Resolved - |1{DF} -
), Intramuscular])
Nausea (n/a -
Recovered/Resolved -
)
EU-EC- 27/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent [Female |No Menstrual disorder COMIRNATY Not reported ICSR
10009816457 Healthcare |Economic |available |Years (n/a- [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved - |COVID-19
immunisation - n/a -
[n/a - 2{DF} -
Intramuscular])
EU-EC- 27/08/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |[Female |No Injection site reaction |COMIRNATY Not reported ICSR
10009816461 Professional |Economic |available |Years (n/a - Not [TOZINAMERAN] (S -
Area Recovered/Not COvID-19
Resolved - ) immunisation - n/a -
[n/a - 2{DF} -
Intramuscular])
EU-EC- 27/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |[Female |No Menstrual disorder COMIRNATY Not reported ICSR
10009816468 Healthcare |Economic |available |Years (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not COVID-19
Resolved - ) immunisation - n/a -
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[n/a - 1{DF} -
Intramuscular])
EU-EC- 27/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent [Female |No Heavy menstrual COMIRNATY Not reported ICSR
10009816474 Healthcare |Economic |available |Years bleeding (n/a - [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving - |COVID-19
immunisation - n/a -
[n/a - 1{DF} -
Intramuscular])
EU-EC- 27/08/2021 |Spontaneous | Healthcare |European |Not 12-17 |Adolescent |Female |No Hypersensitivity (2h - |COMIRNATY Not reported ICSR
10009816477 Professional |Economic |available |Years Unknown - ) [TOZINAMERAN] (S -
Area COVID-19
immunisation - n/a -
[n/a - 1{DF} -
Intramuscular])
EU-EC- 27/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |Female |No Influenza like illness | COMIRNATY Not reported ICSR
10009816485 Healthcare |Economic |available |Years (n/a- [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving - |COVID-19
) immunisation - n/a -
[n/a - 1{DF} -
Urticaria (n/a - Intramuscular])
Recovering/Resolving -
EU-EC- 27/08/2021 |Spontaneous | Healthcare |European |Not 12-17 |Adolescent |Male No Erythema (6d - COMIRNATY Not reported ICSR
10009816499 Professional |Economic |available |Years Recovered/Resolved - |[TOZINAMERAN] (S -
Area , COVID-19
immunisation - n/a -
Influenza like illness  |[n/a - 1{DF} -
- Intramuscular])
Recovered/Resolved -
EU-EC- 27/08/2021 |Spontaneous | Healthcare |European |Not 12-17 |Adolescent |Male No Urticaria (1d - COMIRNATY Not reported ICSR
10009816500 Professional |Economic |available |Years Unknown - ) [TOZINAMERAN] (S -
Area COVID-19
immunisation - n/a -
[n/a - 1{DF} -
Intramuscular])
EU-EC- 27/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |[Female |No Epistaxis (n/a - COMIRNATY Not reported ICSR
10009816501 Healthcare |Economic |available |Years Recovering/Resolving - |[TOZINAMERAN] (S -
Professional |Area ) COovID-19
immunisation - n/a -
Influenza like illness  |[n/a - 1{DF} -
(n/a- Intramuscular])
Recovering/Resolving -
)
EU-EC- 27/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent (Male No Influenza like iliness | COMIRNATY Not reported ICSR
10009816502 Healthcare |Economic |available |Years (n/a- [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving - |COVID-19
immunisation - n/a -
[n/a - 1{DF} -
Intramuscular])
EU-EC- 27/08/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Male No Urticaria (n/a - COMIRNATY Not reported ICSR
10009816503 Professional |Economic |available |Years Recovering/Resolving - |[TOZINAMERAN] (S -
Area COVID-19
immunisation - n/a -
[n/a - 1{DF} -
Intramuscular])
EU-EC- 27/08/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |[Female |No Rash papular (n/a - COMIRNATY Not reported ICSR
10009816507 Professional |Economic |available |Years Unknown - ) [TOZINAMERAN] (S -
Area COVID-19
immunisation - n/a -
[n/a - 1{DF} -
Intramuscular])
EU-EC- 27/08/2021 |Spontaneous | Healthcare |European |Not 12-17 |Not Male No Nausea (n/a - Not COMIRNATY Not reported ICSR
10009816544 Professional |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN] (S -
Area Resolved - Other Immunisation - n/a -
Medically Important  |[n/a - n/a - n/a])
Condition),
Pyrexia (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Syncope (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Vomiting (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 27/08/2021 | Spontaneous |Non European |Not 12-17 |Not Male No Lymphadenopathy COMIRNATY Not reported ICSR
10009816889 Healthcare |Economic |available |Years |Specified (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not COvID-19
Resolved - ) immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 27/08/2021 |Spontaneous | Healthcare |European |Not 12-17 |Adolescent |Male No Myocarditis (n/a - COMIRNATY Not reported ICSR
10009816974 Professional |Economic |available |Years Recovered/Resolved - |[TOZINAMERAN] (S -
Area Caused/Prolonged COvID-19
Hospitalisation) immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 27/08/2021 |Spontaneous | Healthcare |Non Not 12-17 |Not Female |No Blood pressure COMIRNATY Not reported ICSR
10009817696 Professional |European |available |Years |Specified decreased (n/a - [TOZINAMERAN] (S -
Economic Recovered/Resolved - |COVID-19
Area Other Medically immunisation - Not
Important Condition), |applicable - [n/a -
n/a - n/a])
Malaise (n/a -
Recovered/Resolved -
)
https://dap.ema.europa.eu/analytics/saw.dlI?Go 22/51



30.11.2022 12.40

Run Line Listing Report

Pallor (n/a -
Recovered/Resolved -
Presyncope (0d -
Recovered/Resolved -
EU-EC- 27/08/2021 |Spontaneous | Healthcare |European |Not 12-17 |Adolescent |Male No Pulmonary embolism | COMIRNATY Not reported ICSR
10009817992 Professional |Economic |available |Years (n/a - Fatal - Results |[TOZINAMERAN] (S -
Area in Death), Immunisation - n/a -
[n/a - n/a - n/a])
Thrombosis (n/a -
Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 27/08/2021 |Spontaneous | Non European |Not 12-17 |Not Female |No Menstruation delayed |COMIRNATY Not reported ICSR
10009818126 Healthcare |Economic |available |Years |Specified (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not COVID-19
Resolved - ), immunisation - Not
applicable - [n/a -
Nasopharyngitis (3d - |1{DF} - n/a])
Recovered/Resolved -
)
Oropharyngeal pain
(3d -
Recovered/Resolved -
)
EU-EC- 27/08/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Male No Chest pain (n/a - COMIRNATY [MELATONIN] (C - ICSR
10009818947 Professional |Economic |available |Years Unknown - [TOZINAMERAN] (S - |Insomnia - n/a - [n/a -
Area Caused/Prolonged COVID-19 n/a - n/al),
Hospitalisation), immunisation - Not
applicable - [n/a - [METHYLPHENIDATE
Headache (n/a - 1{DF} - HYDROCHLORIDE] (C -
Unknown - Intramuscular]) Attention deficit
Caused/Prolonged hyperactivity disorder -
Hospitalisation), n/a - [n/a - 25mg - n/a])
Myocarditis (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Pyrexia (n/a -
Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 27/08/2021 |Spontaneous | Healthcare |European |Not 12-17 |Adolescent Male No Headache (2d - COMIRNATY AERIUS 0.5 MG/ML ORAL |ICSR
10009819131 Professional |Economic |available |Years Recovered/Resolved - |[TOZINAMERAN] (S - |SOLUTION
Area COVID-19 [DESLORATADINE] (C -
immunisation - Not | Adenoidal hypertrophy -
applicable - [n/a - Not applicable - [n/a -
n/a - Intramuscular]) |n/a - Oral]),
[MOMETASONE
FUROATE] (C - Adenoidal
hypertrophy - Not
applicable - [n/a - n/a -
Nasal])
EU-EC- 27/08/2021 | Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Male No Pyrexia (1d - COMIRNATY Not reported ICSR
10009819132 Professional |Economic |available |Years Recovered/Resolved - |[TOZINAMERAN] (S -
Area COVID-19
immunisation - Not
applicable - [n/a -
n/a - Intramuscular])
EU-EC- 27/08/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent [Female |No Fatigue (2d - COMIRNATY Not reported ICSR
10009819133 Professional |Economic |available |Years Recovered/Resolved - |[TOZINAMERAN] (S -
Area ) COVID-19
immunisation - Not
applicable - [n/a -
n/a - Intramuscular])
EU-EC- 27/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |Female |No Headache (n/a - COMIRNATY Not reported ICSR
10009819496 Healthcare |Economic |available |Years Unknown -), [TOZINAMERAN] (S -
Professional |Area COVID-19
Pyrexia (n/a - immunisation - Drug
Unknown - ) withdrawn - [1d - n/a
- Intramuscular])
EU-EC- 27/08/2021 |Spontaneous | Healthcare |European |Not 12-17 |Adolescent |Male No Dizziness (1d - COMIRNATY Not reported ICSR
10009819503 Professional |Economic |available |Years Recovered/Resolved - |[TOZINAMERAN] (S -
Area COVID-19
immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 27/08/2021 | Spontaneous |Healthcare |European |Not 12-17 |Adolescent |[Female |No Dizziness (1d - COMIRNATY Not reported ICSR
10009819504 Professional |Economic |available |Years Recovered/Resolved - |[TOZINAMERAN] (S -
Area , COVID-19
immunisation - Not
Headache (1d - applicable - [n/a -
Recovered/Resolved - |1{DF} -
Intramuscular])
EU-EC- 27/08/2021 | Spontaneous |Healthcare |European |Not 12-17 |Adolescent |[Female |No Facial paralysis (n/a - |COMIRNATY Not reported ICSR
10009819540 Professional |Economic |available |Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important ~ |COVID-19
Condition) immunisation - Drug
withdrawn - [1d -
.3mL -
Intramuscular])
EU-EC- 27/08/2021 | Spontaneous |Healthcare |European |Not 12-17 |Adolescent |[Female |No Urticaria (n/a - COMIRNATY AERIUS 5 MG FILM- ICSR
10009819555 Professional |Economic |available |Years Recovered/Resolved - |[TOZINAMERAN] (S - | COATED TABLET
Area COvID-19 [DESLORATADINE] (C -
immunisation - Not | Dermatitis - Not
applicable - [n/a - applicable - [n/a - n/a -
n/a - Intramuscular]) |Oral]),
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[METHYLPREDNISOLONE
ACEPONATE] (C -
Urticaria - Not applicable
- [n/a - n/a - Topical])
EU-EC- 27/08/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Headache (n/a - COMIRNATY RELVAR ELLIPTA 92 ICSR
10009819562 Professional |Economic |available |Years Recovering/Resolving - |[TOZINAMERAN] (S - | MICROGRAMS/22
Area ) COVID-19 MICROGRAMS
immunisation - Not  |INHALATION POWDER,
Pyrexia (n/a - applicable - [n/a - PRE-DISPENSED
Recovering/Resolving - |n/a - Intramuscular]) |[FLUTICASONE
), FUROATE, VILANTEROL]
(C - Childhood asthma -
Vomiting (n/a - Dose not changed - [n/a
Recovering/Resolving - - n/a - Other]),
[ERYTHROMYCIN] (C -
Acne - Dose not changed
- [n/a - n/a - Topical]),
[LORMETAZEPAM] (C -
Sleep disorder - Dose not
changed - [n/a - n/a -
Oral])
EU-EC- 27/08/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Myalgia (n/a - COMIRNATY Not reported ICSR
10009819563 Professional |Economic |available |Years Recovering/Resolving - |[TOZINAMERAN] (S -
Area ) COvID-19
immunisation - Not
Pyrexia (n/a - applicable - [n/a -
Recovering/Resolving - |n/a - Intramuscular])
)
EU-EC- 27/08/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Immune COMIRNATY [LEVETIRACETAM] (C- |ICSR
10009819862 Professional |European |available |Years |Specified thrombocytopenia [TOZINAMERAN] (S - |n/a - n/a - [n/a -
Economic (n/a- COVID-19 1500mg - n/a])
Area Recovering/Resolving - [immunisation - Not
Caused/Prolonged applicable - [1d - n/a
Hospitalisation, Other |- Intramuscular])
Medically Important
Condition)
EU-EC- 26/08/2021 |Spontaneous |Healthcare |European |Not 12-17 |Not Female |No Headache (n/a - COMIRNATY Not reported ICSR
10009793953 Professional |Economic |available |Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S -
Area COVID-19
immunisation - n/a -
[n/a-n/a-
Intramuscular])
EU-EC- 26/08/2021 |Spontaneous | Non European |Not 12-17 |Not Male No Fatigue (n/a - COMIRNATY Not reported ICSR
10009794202 Healthcare |Economic |available |Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area , COvID-19
immunisation - Not
Headache (n/a - applicable - [n/a -
Recovered/Resolved - |n/a - Intramuscular])
Pyrexia (n/a -
Recovered/Resolved -
EU-EC- 26/08/2021 |Spontaneous |Healthcare |European |Not 12-17 |Not Male No Lymphadenopathy COMIRNATY Not reported ICSR
10009794449 Professional |Economic |available |Years |Specified (n/a- [TOZINAMERAN] (S -
Area Recovered/Resolved - |COVID-19
) immunisation - n/a -
[n/a-n/a-
Swelling (n/a - Intramuscular])
Recovered/Resolved -
)
EU-EC- 26/08/2021 |Spontaneous | Non European |Not 12-17 |Not Male No Lymphadenopathy COMIRNATY Not reported ICSR
10009794472 Healthcare |Economic |available |Years |Specified (n/a - Unknown - ) [TOZINAMERAN] (S -
Professional |Area COVID-19
immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 26/08/2021 |Spontaneous | Non European |Not 12-17 |Not Male No Axillary pain (n/a - COMIRNATY Not reported ICSR
10009794863 Healthcare |Economic |available |Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S -
Professional |Area ) COVID-19
immunisation - Not
Lymphoedema (n/a - |applicable - [n/a -
Recovering/Resolving - | 1{DF} -
) Intramuscular])
Vaccination site
reaction (n/a -
Recovering/Resolving -
EU-EC- 26/08/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |[Female |No Application site pain | COMIRNATY Not reported ICSR
10009795724 Healthcare |Economic |available |Years (n/a - Unknown - ), [TOZINAMERAN] (S -
Professional |Area n/a - Drug withdrawn
Lymphadenopathy -[n/a-n/a-
(n/a - Unknown - ) Intramuscular])
EU-EC- 26/08/2021 |Spontaneous | Healthcare |Non Not 12-17 |Not Male No Blood pressure COMIRNATY Not reported ICSR
10009795801 Professional |European |available |Years |Specified decreased (0d - [TOZINAMERAN] (S -
Economic Recovered/Resolved - |COVID-19
Area ) immunisation - Not
applicable - [1d - n/a
Depressed level of - n/al)
consciousness (n/a -
Recovering/Resolving -
Other Medically
Important Condition),
Heart rate decreased
(0d -
Recovered/Resolved -
)
Hypoacusis (n/a -
Recovering/Resolving -
)
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Oxygen saturation
decreased (n/a -
Recovering/Resolving -
Palpitations (n/a -
Recovering/Resolving -
EU-EC- 26/08/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Male No Angina pectoris (n/a - |COMIRNATY Not reported ICSR
10009796231 Professional |Economic |available |Years Not Recovered/Not [TOZINAMERAN] (S -
Area Resolved - n/a - Not applicable -
Caused/Prolonged [n/a - 1{DF} - n/al)
Hospitalisation),
Electrocardiogram ST
segment elevation
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Myocarditis (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Troponin T increased
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 26/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent [Female |No Fatigue (12d - COMIRNATY COVID- |Not reported ICSR
10009796595 Healthcare |Economic |available |Years Recovered/Resolved - |19 MRNA VACCINE
Professional |Area ) (NUCLEOSIDE
MODIFIED)
Herpes zoster (12d - |CONCENTRATE FOR
Recovered/Resolved - |DISPERSION FOR
) INJECTION
[TOZINAMERAN] (S -
Hyperaesthesia (12d - | Immunisation - Not
Recovered/Resolved - |applicable - [n/a -
) .3mL -
Intramuscular])
Mood altered (12d -
Recovered/Resolved -
Pruritus (12d -
Recovered/Resolved -
Rash vesicular (12d -
Recovered/Resolved -
EU-EC- 26/08/2021 |Spontaneous | Non European |Not 12-17 |Not Female |No Syncope (3d - COMIRNATY Not reported ICSR
10009796743 Healthcare |Economic |available |Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area ) COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 26/08/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Male No Limb discomfort (n/a - | COMIRNATY Not reported ICSR
10009797003 Healthcare |Economic |available |Years Not Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ) Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 26/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |Female |No Heavy menstrual COMIRNATY Not reported ICSR
10009797060 Healthcare |Economic |available |Years bleeding (20d - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved - |Immunisation - n/a -
) [n/a - n/a - nfa])
Mood swings (n/a -
Recovering/Resolving -
EU-EC- 26/08/2021 |Spontaneous |Healthcare |European |Not 12-17 |Not Male No Anaphylactic reaction |COMIRNATY Not reported ICSR
10009797191 Professional |Economic |available |Years |Specified (n/a- [TOZINAMERAN] (S -
Area Recovering/Resolving - | COVID-19
Disabling), immunisation - Not
applicable - [n/a -
Pruritus (n/a - n/a - n/a])
Recovering/Resolving -
Disabling),
Rash (n/a -
Recovering/Resolving -
Disabling),
Rash erythematous
(n/a-
Recovering/Resolving -
Disabling),
Respiratory disorder
(n/a-
Recovering/Resolving -
Disabling),
Respiratory distress
(n/a-
Recovering/Resolving -
Disabling),
Skin disorder (n/a -
Recovering/Resolving -
Disabling),
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Suffocation feeling
(n/a -
Recovering/Resolving -
Disabling),

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

EU-EC-
10009797300

26/08/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No

Chills (n/a -
Recovering/Resolving -

r

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

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

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

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

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

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

Tremor (0d -
Recovered/Resolved -

»

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

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

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

[MOMETASONE
FUROATE] (C - n/a - n/a
- [n/a-n/a-n/a)])

=
(%]
P

EU-EC-
10009797343

26/08/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No

Chills (n/a -
Recovering/Resolving -

r

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

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

Headache (n/a -
Recovering/Resolving -

r

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

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

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

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

Malaise (n/a -
Recovering/Resolving -

r

Muscle twitching (n/a
- Not Recovered/Not
Resolved - ),

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

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

Not reported

EU-EC-
10009797349

26/08/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

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

Headache (0d -
Recovered/Resolved -
)

Myalgia (n/a -
Recovering/Resolving -

)
Pyrexia (0d -
Recovered/Resolved -

)

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

[NOT AVAILABLE] (S
- Anaemia - Dose not
changed - [n/a - n/a

- n/al),

[NOT AVAILABLE] (S
- Heavy menstrual
bleeding - Dose not
changed - [n/a - n/a

- n/a])

Not reported

EU-EC- 26/08/2021

Spontaneous

Healthcare

Non

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

Not

12-17

Male

No

Chest pain (n/a -

TOZINAMERAN

[AMOXICILLIN,

ICSR
26/51
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10009797882 Professional |European |available |Years |Specified Unknown - [TOZINAMERAN] (S - | AMOXICILLIN
Economic Caused/Prolonged COvID-19 TRIHYDRATE] (C - n/a -
Area Hospitalisation), immunisation - Not |n/a - [n/a - n/a - n/a)]),
applicable - [1d - n/a
Dizziness (n/a - - n/aj) [NAPROXEN, NAPROXEN
Unknown - SODIUM] (C - n/a-n/a-
Caused/Prolonged [n/a - n/a - n/a]),
Hospitalisation),
[OMEPRAZOLE,
Dyspnoea (n/a - OMEPRAZOLE
Unknown - MAGNESIUM,
Caused/Prolonged OMEPRAZOLE SODIUM]
Hospitalisation), (C-n/a-n/a-[n/a-n/a
- n/al)
Myocarditis (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Pyrexia (n/a -
Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 26/08/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |[Female |No Pyrexia (n/a - COMIRNATY Not reported ICSR
10009798691 Healthcare |Economic |available |Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area ) n/a-n/a-[n/a-n/a
- Intramuscular])
EU-EC- 26/08/2021 |Spontaneous | Healthcare |Non Not 12-17 |Not Male No Anaphylactic reaction | TOZINAMERAN DUPIXENT [DUPILUMAB] |ICSR
10009798771 Professional |European |available |Years |Specified (n/a - [TOZINAMERAN] (S - |(C-n/a-n/a-[n/a-n/a
Economic Recovered/Resolved - |COVID-19 - Subcutaneous]),
Area Life Threatening) immunisation - Not
applicable - [n/a - OLOPATADINE
n/a - Intramuscular]) |[OLOPATADINE] (C - n/a
- n/a-[n/a-n/a-n/a]),
[ANASTROZOLE] (C -
Puberty - n/a - [n/a - n/a
- Oral]),
[DICLOFENAC SODIUM,
HEPARIN SODIUM] (C -
n/fa-n/a-[nfa-n/a-
n/al),
[LEVOCETIRIZINE
DIHYDROCHLORIDE,
LEVOCETIRIZINE
HYDROCHLORIDE] (C -
Hypersensitivity - n/a -
[n/a - n/a - Oral]),
[MONTELUKAST,
MONTELUKAST SODIUM]
(C - Hypersensitivity -
n/a - [n/a - n/a - Oral]),
[SOMATROPIN] (C - n/a -
n/a-[n/a-n/a-
Subdermal])
EU-EC- 26/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |Male No Cough (0d - Not COMIRNATY Not reported ICSR
10009798887 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), Immunisation - n/a -
[n/a-n/a-
Pain in extremity (1d - |Subcutaneous])
Recovered/Resolved -
)
Pyrexia (0d - Not
Recovered/Not
Resolved - )
EU-EC- 26/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent Male No Febrile convulsion (0d |COMIRNATY Not reported ICSR
10009798904 Healthcare |Economic |available |Years - Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area - Other Medically Immunisation - n/a -
Important Condition), |[n/a - n/a - n/a])
Pyrexia (0d -
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 26/08/2021 |Spontaneous | Healthcare |European |Not 12-17 |Adolescent |[Female |No Facial paresis (n/a - COMIRNATY Not reported ICSR
10009798925 Professional |Economic |available |Years Unknown - [TOZINAMERAN] (S -
Area Caused/Prolonged Immunisation - n/a -
Hospitalisation) [n/a - 1{DF} - n/al)
EU-EC- 26/08/2021 |Spontaneous | Healthcare |European |Not 12-17 |Adolescent |Male No Petechiae (n/a - Not | COMIRNATY Not reported ICSR
10009798940 Professional |Economic |available |Years Recovered/Not [TOZINAMERAN] (S -
Area Resolved - Immunisation - n/a -
Caused/Prolonged [n/a - 2{DF} - n/al)
Hospitalisation),
Thrombocytopenia
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 26/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |Male No Seizure (0d - COMIRNATY [DEXAMFETAMINE ICSR
10009799026 Healthcare |Economic |available |Years Recovered/Resolved - |[TOZINAMERAN] (S - |SULFATE] (C - Product
Professional |Area ) COVID-19 used for unknown
immunisation - Not  |indication - Dose not
applicable - [n/a - changed - [n/a - n/a -
1{DF} - n/a]) n/a])
EU-EC- 26/08/2021 | Spontaneous |Non European |Not 12-17 |Adolescent |[Female |No Oropharyngeal pain | COMIRNATY Not reported ICSR
10009799040 Healthcare |Economic |available |Years (n/a- [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving - |COVID-19
immunisation - Not
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applicable - [n/a -
1{DF} - n/a])
EU-EC- 26/08/2021 |Spontaneous |Non European |Not 12-17 |Adolescent (Male No Angina pectoris (2d - |COMIRNATY Not reported ICSR
10009799057 Healthcare |Economic |available |Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area , COvID-19
immunisation - Not
Dyspnoea (2d - applicable - [n/a -
Recovered/Resolved - |1{DF} - n/a])
)
Pyrexia (2d -
Recovered/Resolved -
EU-EC- 26/08/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |[Female |No Circulatory collapse COMIRNATY Not reported ICSR
10009799145 Healthcare |Economic |available |Years (n/a- [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved - |n/a - n/a-[n/a-n/a
) - Intramuscular])
EU-EC- 26/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |Female |No Menstruation delayed |COMIRNATY Not reported ICSR
10009799452 Healthcare |Economic |available |Years (n/a - Unknown - ) [TOZINAMERAN] (S -
Professional |Area n/a - Drug withdrawn
-[n/a-n/a-
Intramuscular])
EU-EC- 26/08/2021 |Spontaneous | Non European |Not 12-17 |Not Male No Dizziness (n/a - COMIRNATY Not reported ICSR
10009799841 Healthcare |Economic |available |Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S -
Professional |Area , COVID-19
immunisation - Not
Headache (n/a - applicable - [n/a -
Recovering/Resolving - | 1{DF} - n/a])
)
Syncope (n/a -
Recovered/Resolved -
EU-EC- 26/08/2021 |Spontaneous | Healthcare |European |Not 12-17 |Adolescent |Male No Lymphadenopathy COMIRNATY Not reported ICSR
10009799915 Professional |Economic |available |Years (n/a- [TOZINAMERAN] (S -
Area Recovering/Resolving - |n/a - n/a - [1d - n/a -
, Intramuscular])
Urticaria (n/a -
Recovering/Resolving -
Vaccination site mass
(n/a-
Recovering/Resolving -
EU-EC- 26/08/2021 | Spontaneous |Non European |Not 12-17 |Adolescent |[Female |No Malaise (n/a - COMIRNATY Not reported ICSR
10009799948 Healthcare |Economic |available |Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area ) n/a-n/a-[ld-n/a-
n/aJ)
Peripheral swelling
(n/a-
Recovered/Resolved -
)
EU-EC- 26/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |[Female |No Abdominal discomfort |COMIRNATY Not reported ICSR
10009800015 Healthcare |Economic |available |Years (n/a- [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving - |n/a - n/a - [n/a - n/a
) - Intramuscular])
Diarrhoea (n/a -
Recovering/Resolving -
)
Head discomfort (n/a -
Recovering/Resolving -
)
Headache (n/a -
Recovering/Resolving -
)
Hypoaesthesia oral
(n/a-
Recovering/Resolving -
EU-EC- 26/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent [Female |No Amenorrhoea (n/a-  |COMIRNATY Not reported ICSR
10009800144 Healthcare |Economic |available |Years Unknown - ) CONCENTRATE FOR
Professional |Area DISPERSION FOR
INJECTION COVID-
19 MRNA VACCINE
(NUCLEOSIDE
MODIFIED)
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [n/a -
n/a - n/al)
EU-EC- 26/08/2021 | Spontaneous | Healthcare |European |Not 12-17 |Adolescent |[Female |No Abdominal pain (n/a - |COMIRNATY Not reported ICSR
10009800285 Professional |Economic |available |Years Recovered/Resolved - |[TOZINAMERAN] (S -
Area Other Medically nfa-n/a-[1d-n/a-
Important Condition), |Intramuscular])
Anaphylactic reaction
(n/a-
Recovered/Resolved -
Other Medically
Important Condition),
Dyspnoea (n/a -
Recovered/Resolved -
Other Medically
Important Condition),
Face oedema (n/a -
Recovered/Resolved -
Other Medically
Important Condition),
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Headache (n/a -
Recovered/Resolved -
Other Medically
Important Condition),
Heart rate increased
(n/a-
Recovered/Resolved -
Other Medically
Important Condition),
Hyperventilation (n/a -
Recovered/Resolved -
Other Medically
Important Condition),
Lip swelling (n/a -
Recovered/Resolved -
Other Medically
Important Condition),
Malaise (n/a -
Recovered/Resolved -
Other Medically
Important Condition),
Paraesthesia (n/a -
Recovered/Resolved -
Other Medically
Important Condition),
Pharyngeal swelling
(n/a -
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 26/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |Male No Taste disorder (23d - |COMIRNATY Not reported ICSR
10009800389 Healthcare |Economic |available |Years Not Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ) Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 26/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent [Female |No Pain (n/a - Not COMIRNATY Not reported ICSR
10009800444 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), n/a-n/a-[n/a-n/a
- n/a])
Pain in extremity (n/a
- Not Recovered/Not
Resolved - )
EU-EC- 26/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |[Female |No Menstrual disorder COMIRNATY Not reported ICSR
10009800452 Healthcare |Economic |available |Years (26d - Unknown - ) [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 26/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent [Female |No Ageusia (3d - Not COMIRNATY Not reported ICSR
10009800454 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ) Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 26/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |[Female |No Menstrual disorder COMIRNATY Not reported ICSR
10009800455 Healthcare |Economic |available |Years (n/a- [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved - |Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 26/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |Female |No Eye swelling (n/a - COMIRNATY Not reported ICSR
10009800459 Healthcare |Economic |available |Years Unknown -) [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 26/08/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |[Female |No Menstrual disorder COMIRNATY Not reported ICSR
10009800464 Healthcare |Economic |available |Years (34d - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved - |Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 26/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |[Female |No Diarrhoea (2d - COMIRNATY Not reported ICSR
10009800466 Healthcare |Economic |available |Years Recovering/Resolving - | [TOZINAMERAN] (S -
Professional |Area W Immunisation - n/a -
[n/a - n/a - n/a])
Dizziness (2d - Not
Recovered/Not
Resolved - ),
Headache (4d - Not
Recovered/Not
Resolved - ),
Injection site
erythema (1d -
Recovered/Resolved -
EU-EC- 26/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent [Female |No Menstrual disorder (5d | COMIRNATY Not reported ICSR
10009800467 Healthcare |Economic |available |Years - Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area -) Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 26/08/2021 | Spontaneous |Non European |Not 12-17 |Adolescent |[Female |No Cough (n/a - Unknown | COMIRNATY Not reported ICSR
10009800469 Healthcare |Economic |available |Years -), [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
Dysphonia (3d - [n/a - n/a - n/a])
Recovered/Resolved -
)
EU-EC- 26/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent [Female |No Herpes ophthalmic COMIRNATY Not reported ICSR
10009800470 Healthcare |Economic |available |Years (n/a- [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving - | Immunisation - n/a -
Other Medically [n/a - n/a - n/a])
Important Condition)
EU-EC- 26/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent [Female |No Menstrual disorder COMIRNATY Not reported ICSR
10009800669 Healthcare |Economic |available |Years (n/a- [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved - | Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 26/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |Female |No Haematuria (n/a - COMIRNATY Not reported ICSR
10009800679 Healthcare |Economic |available |Years Unknown - ), [TOZINAMERAN] (S -
Professional |Area
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Injection site pain (n/a |Immunisation - n/a -
- Unknown - ), [n/a - n/a - n/a])
Myalgia (n/a -
Unknown -)
EU-EC- 26/08/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Genital herpes (n/a - |COMIRNATY Not reported ICSR
10009800697 Healthcare |Economic |available |Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 26/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |Male No Urticaria (n/a - COMIRNATY Not reported ICSR
10009800766 Healthcare |Economic |available |Years Recovering/Resolving - |[TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 26/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |Female |No Contusion (n/a - COMIRNATY Not reported ICSR
10009800767 Healthcare |Economic |available |Years Recovering/Resolving - |[TOZINAMERAN] (S -
Professional |Area ) Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 26/08/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Male No Chest discomfort (0d - | COMIRNATY Not reported ICSR
10009800774 Healthcare |Economic |available |Years Unknown -) [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 26/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent [Female |No Chills (3d - COMIRNATY Not reported ICSR
10009800778 Healthcare |Economic |available |Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area , Immunisation - n/a -
[n/a - n/a - n/a])
Disturbance in
attention (n/a - Not
Recovered/Not
Resolved - ),
Dizziness (n/a - Not
Recovered/Not
Resolved - ),
Fatigue (n/a - Not
Recovered/Not
Resolved - ),
Feeling hot (n/a - Not
Recovered/Not
Resolved - ),
Headache (3d -
Recovered/Resolved -
Injection site pain (4d
- Recovered/Resolved
=)
Limb discomfort (n/a -
Not Recovered/Not
Resolved - ),
Myalgia (n/a - Not
Recovered/Not
Resolved - ),
Tremor (n/a -
Recovering/Resolving -
EU-EC- 26/08/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |[Female |No Abdominal discomfort |COMIRNATY Not reported ICSR
10009800782 Healthcare |Economic |available |Years (4d - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved - | Immunisation - n/a -
) [n/a - n/a - n/a])
Chills (1d -
Recovered/Resolved -
)
Headache (3d -
Recovered/Resolved -
)
Influenza (3d -
Recovered/Resolved -
)
Injection site pain (3d
- Recovered/Resolved
=)
Menstrual disorder (4d
- Recovered/Resolved
=)
Nausea (3d -
Recovered/Resolved -
EU-EC- 26/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |Female |No Menstrual disorder COMIRNATY Not reported ICSR
10009800785 Healthcare |Economic |available |Years (64d - [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving - | Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 26/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent [Female |No Menstrual disorder COMIRNATY Not reported ICSR
10009800787 Healthcare |Economic |available |Years (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not Immunisation - n/a -
Resolved - ) [n/a - n/a - n/a])
EU-EC- 26/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent [Female |No Menstrual disorder COMIRNATY Not reported ICSR
10009800792 Healthcare |Economic |available |Years (n/a- [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved - |Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 26/08/2021 |Spontaneous | Non European |Not 12-17 |Not Female |No Hypotension (n/a - COMIRNATY Not reported ICSR
10009801103 Healthcare |Economic |available |Years |Specified Unknown - ), [TOZINAMERAN] (S -
Professional |Area COVID-19
Syncope (n/a - immunisation - Not
Unknown - Other
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Medically Important  |applicable - [1d - n/a
Condition) - n/a])
EU-EC- 26/08/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Chest pain (n/a - Not |COMIRNATY Not reported ICSR
10009801461 Healthcare |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COvID-19
immunisation - Not
Fatigue (n/a - Not applicable - [n/a -
Recovered/Not 1{DF} - n/a])
Resolved - )
EU-EC- 26/08/2021 |Spontaneous |Non European |Not 12-17 |Not Male No Oropharyngeal pain COMIRNATY Not reported ICSR
10009801463 Healthcare |Economic |available |Years |Specified (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not COVID-19
Resolved - ), immunisation - Not
applicable - [n/a -
Sneezing (n/a - Not 1{DF} - n/a])
Recovered/Not
Resolved - )
EU-EC- 26/08/2021 |Spontaneous | Non European |Not 12-17 |Adult Male No Rash pruritic (n/a - COMIRNATY Not reported ICSR
10009801481 Healthcare |Economic |available |Years Not Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ) COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 26/08/2021 |Spontaneous | Healthcare |European |Not 12-17 |Adolescent |Male No Nephrotic syndrome | COMIRNATY Not reported ICSR
10009801990 Professional |Economic |available |Years (n/a- [TOZINAMERAN] (S -
Area Recovering/Resolving - |COVID-19
Caused/Prolonged immunisation - Not
Hospitalisation) applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 26/08/2021 |Spontaneous | Healthcare |European |Not 12-17 |Adolescent |Male No Pericarditis (n/a - Not |COMIRNATY Not reported ICSR
10009802041 Professional |Economic |available |Years Recovered/Not [TOZINAMERAN] (S -
Area Resolved - COVID-19
Caused/Prolonged immunisation - n/a -
Hospitalisation) [n/a - 1{DF} -
Intramuscular])
EU-EC- 26/08/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent (Male No Chest pain (n/a - COMIRNATY Not reported ICSR
10009802105 Professional |Economic |available |Years Recovered/Resolved - |[TOZINAMERAN] (S -
Area Caused/Prolonged COvID-19
Hospitalisation, Other |immunisation - n/a -
Medically Important [n/a - 2{DF} -
Condition) Intramuscular])
EU-EC- 26/08/2021 |Spontaneous | Healthcare |European |Not 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10009802146 Professional |Economic |available |Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important n/a-n/a-[n/a-n/a
Condition), - n/al)
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 26/08/2021 |Spontaneous | Healthcare |European |Not 12-17 |Adolescent |Male No Headache (n/a - COMIRNATY Not reported ICSR
10009802211 Professional |Economic |available |Years Recovered/Resolved - |[TOZINAMERAN] (S -
Area COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 26/08/2021 |Spontaneous | Healthcare |European |Not 12-17 |Adolescent |Male No Rash maculo-papular | COMIRNATY Not reported ICSR
10009802238 Professional |Economic |available |Years (n/a - Not [TOZINAMERAN] (S -
Area Recovered/Not COVID-19
Resolved - ) immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 26/08/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |[Female |No Chest pain (n/a - COMIRNATY Not reported ICSR
10009802271 Professional |Economic |available |Years Recovering/Resolving - | [TOZINAMERAN] (S -
Area ) COVID-19
immunisation - Not
Gastrointestinal applicable - [1d -
disorder (n/a - 1{DF} -
Recovering/Resolving - | Intramuscular])
)
Hypotension (n/a -
Recovering/Resolving -
)
EU-EC- 26/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent [Female |No Intermenstrual COMIRNATY Not reported ICSR
10009802298 Healthcare |Economic |available |Years bleeding (n/a - [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving - |COVID-19
immunisation - Not
applicable - [1d -
3mL -
Intramuscular])
EU-EC- 26/08/2021 | Spontaneous |Non European |Not 12-17 |Adolescent |Male No Abdominal pain (n/a - |COMIRNATY Not reported ICSR
10009802303 Healthcare |Economic |available |Years Not Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COvID-19
immunisation - Not
Decreased appetite applicable - [1d -
(n/a - Not 1{DF} -
Recovered/Not Intramuscular])
Resolved - ),
Urinary tract disorder
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 26/08/2021 | Spontaneous |Non European |Not 12-17 |Adolescent |Male No Decreased appetite COMIRNATY Not reported ICSR
10009802305 Healthcare |Economic |available |Years (n/a- [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving - | COVID-19
) immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 26/08/2021 | Spontaneous |Healthcare |European |Not 12-17 |Adolescent |[Female |No Paraesthesia (n/a - COMIRNATY [BUDESONIDE, ICSR
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10009802394 Professional |Economic |available |Years Unknown - ) [TOZINAMERAN] (S - |FORMOTEROL,
Area COVID-19 BUDESONIDE,
immunisation - Not |FORMOTEROL
applicable - [n/a - FUMARATE DIHYDRATE]
1{DF} - (C-n/fa-nfa-)
Intramuscular])
EU-EC- 26/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |Male No Injection site swelling |COMIRNATY Not reported ICSR
10009802404 Healthcare |Economic |available |Years (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not COVID-19
Resolved - ) immunisation - n/a -
[n/a-n/a-
Intramuscular])
EU-EC- 26/08/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Lymphadenopathy COMIRNATY Not reported ICSR
10009802446 Professional |Economic |available |Years (n/a - Unknown - ), [TOZINAMERAN] (S -
Area COVID-19
Pyrexia (n/a - Not immunisation - Not
Recovered/Not applicable - [n/a -
Resolved - ) 1{DF} -
Intramuscular])
EU-EC- 26/08/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Arthralgia (n/a - Not |COMIRNATY Not reported ICSR
10009802995 Healthcare |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19
immunisation - Not
Chills (n/a - Not applicable - [n/a -
Recovered/Not 1{DF} - n/a])
Resolved - ),
Fatigue (n/a - Not
Recovered/Not
Resolved - ),
Headache (n/a -
Recovering/Resolving -
)
Malaise (n/a - Not
Recovered/Not
Resolved - ),
Myalgia (n/a - Not
Recovered/Not
Resolved - ),
Nausea (n/a - Not
Recovered/Not
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - ),
Vomiting (0d -
Recovered/Resolved -
)
EU-EC- 26/08/2021 |Spontaneous | Non European |Not 12-17 |Not Female |No Lymphadenopathy COMIRNATY Not reported ICSR
10009803510 Healthcare |Economic |available |Years |Specified (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not COvID-19
Resolved - Other immunisation - Not
Medically Important  |applicable - [n/a -
Condition) .3mL - n/a])
EU-EC- 26/08/2021 |Spontaneous | Non European |Not 12-17 |Not Male No Rash (n/a - Unknown - | COMIRNATY Not reported ICSR
10009804362 Healthcare |Economic |available |Years |Specified [TOZINAMERAN] (S -
Professional |Area COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 26/08/2021 |Spontaneous | Healthcare |European |Not 12-17 |Adolescent |Male No Pericarditis (n/a - COMIRNATY Not reported ICSR
10009805092 Professional |Economic |available |Years Unknown - [TOZINAMERAN] (S -
Area Caused/Prolonged COvID-19
Hospitalisation) immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 26/08/2021 |Spontaneous | Healthcare |European |Not 12-17 |Adolescent |Male No Myocarditis (n/a - COMIRNATY Not reported ICSR
10009805154 Professional |Economic |available |Years Recovering/Resolving - |[TOZINAMERAN] (S -
Area Caused/Prolonged COvID-19
Hospitalisation) immunisation - Drug
withdrawn - [n/a -
n/a - Intramuscular])
EU-EC- 26/08/2021 |Spontaneous | Healthcare |European |Not 12-17 |Adolescent |Female |No Pruritus (n/a - COMIRNATY Not reported ICSR
10009805168 Professional |Economic |available |Years Unknown - ), [TOZINAMERAN] (S -
Area COVID-19
Urticaria (n/a - immunisation - Not
Unknown -) applicable - [n/a -
1{DF} - Unknown])
EU-EC- 26/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |Female |No Dizziness postural (1d |COMIRNATY Not reported ICSR
10009805170 Healthcare |Economic |available |Years - Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area - Caused/Prolonged COvID-19
Hospitalisation), immunisation - Drug
withdrawn - [1d -
Dysmenorrhoea (1d - |1{DF} - n/a])
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Seizure (1d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 26/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent [Female |No Decreased appetite COMIRNATY Not reported ICSR
10009805266 Healthcare |Economic |available |Years (n/a- [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving - |COVID-19
) immunisation - Not
applicable - [1d -
Headache (n/a - .3mL - Intramuscular
Recovering/Resolving - |- More in ICSR])
)
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Nausea (n/a -
Recovering/Resolving -
)
Pyrexia (n/a -
Recovering/Resolving -
Vaccination site pain
(n/a-
Recovering/Resolving -
)
Vomiting (n/a -
Recovering/Resolving -
)
EU-EC- 26/08/2021 |Spontaneous |Non Non Not 12-17 |Not Male No Autoimmune disorder | TOZINAMERAN Not reported ICSR
10009806440 Healthcare |European |available |Years |Specified (n/a - Unknown - [TOZINAMERAN] (S -
Professional |Economic Caused/Prolonged COVID-19
Area Hospitalisation, Other |immunisation - Not
Medically Important  |applicable - [1d - n/a
Condition) - n/a])
EU-EC- 26/08/2021 |Spontaneous |Non European |Not 12-17 |Not Male No Abdominal pain upper |COMIRNATY [MEPIVACAINE ICSR
10009806896 Healthcare |Economic |available |Years |Specified (n/a - Not [TOZINAMERAN] (S - |HYDROCHLORIDE] (C -
Professional |Area Recovered/Not COvVID-19 n/a-n/a-[nfa-n/a-
Resolved - ), immunisation - Not  |n/a])
applicable - [n/a -
Dyspnoea (n/a - Not |n/a - n/a])
Recovered/Not
Resolved - ),
Fatigue (n/a - Not
Recovered/Not
Resolved - ),
Headache (n/a - Not
Recovered/Not
Resolved - ),
Polymyositis (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 26/08/2021 |Spontaneous | Healthcare |Non Not 12-17 |Not Male No Chest pain (n/a - COMIRNATY Not reported ICSR
10009806917 Professional |European |available |Years |Specified Unknown - Other [TOZINAMERAN] (S -
Economic Medically Important  |COVID-19
Area Condition), immunisation - Not
applicable - [n/a -
Myocarditis (n/a - n/a - Unknown])
Unknown - Other
Medically Important
Condition),
Pericarditis (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 26/08/2021 | Spontaneous |Healthcare |Non Not 12-17 |Not Male No Chest pain (n/a - COMIRNATY Not reported ICSR
10009806939 Professional |European |available |Years |Specified Unknown - Other [TOZINAMERAN] (S -
Economic Medically Important  |COVID-19
Area Condition), immunisation - Not
applicable - [n/a -
Myocarditis (n/a - n/a - Unknown])
Unknown - Other
Medically Important
Condition),
Pericarditis (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 26/08/2021 | Spontaneous |Non European |Not 12-17 |Not Female |No Nasopharyngitis (3d - |COMIRNATY Not reported ICSR
10009807048 Healthcare |Economic |available |Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area ), COVID-19
immunisation - Not
Oropharyngeal pain applicable - [n/a -
(3d - 1{DF} - n/a])
Recovered/Resolved -
EU-EC- 26/08/2021 |Spontaneous | Healthcare |European |Not 12-17 |Adolescent |Female |No Dizziness (1d - COMIRNATY Not reported ICSR
10009807858 Professional |Economic |available |Years Recovered/Resolved - |[TOZINAMERAN] (S -
Area ) COVID-19
immunisation - Not
applicable - [1d -
1{DF} - Unknown])
EU-EC- 26/08/2021 | Spontaneous | Healthcare |European |Not 12-17 |Adolescent |[Female |No Dizziness (1d - COMIRNATY Not reported ICSR
10009807862 Professional |Economic |available |Years Recovered/Resolved - |[TOZINAMERAN] (S -
Area ) COVID-19
immunisation - Not
applicable - [1d -
1{DF} - Unknown])
EU-EC- 26/08/2021 |Spontaneous | Healthcare |European |Not 12-17 |Adolescent |Male No Dizziness (1d - COMIRNATY Not reported ICSR
10009807863 Professional |Economic |available |Years Recovered/Resolved - |[TOZINAMERAN] (S -
Area COVID-19
immunisation - Not
applicable - [1d -
1{DF} - Unknown])
EU-EC- 25/08/2021 | Spontaneous |Non European |Not 12-17 |Adolescent |Male No Abdominal pain (2d - |COMIRNATY Not reported ICSR
10009778200 Healthcare |Economic |available |Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area , Immunisation - n/a -
[n/a - n/a - n/a])
Dizziness (2d -
Recovered/Resolved -
https://dap.ema.europa.eu/analytics/saw.dll?Go 33/51
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Headache (2d -
Recovered/Resolved -
)
EU-EC- 25/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |[Female |No Menstrual disorder COMIRNATY Not reported ICSR
10009778201 Healthcare |Economic |available |Years (n/a- [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved - |Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 25/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |Male No Fatigue (1d - COMIRNATY Not reported ICSR
10009778204 Healthcare |Economic |available |Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area ) Immunisation - n/a -
[n/a - n/a - n/a])
Myalgia (2d -
Recovering/Resolving -
)
EU-EC- 25/08/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Male No Epistaxis (n/a - COMIRNATY Not reported ICSR
10009778205 Healthcare |Economic |available |Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area ) Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 25/08/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |[Female |No Menstrual disorder COMIRNATY Not reported ICSR
10009778206 Healthcare |Economic |available |Years (n/a- [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving - | Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 25/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent [Female |No Menstrual disorder (9d | COMIRNATY Not reported ICSR
10009778207 Healthcare |Economic |available |Years - Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area -) Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 25/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |Male No Insomnia (1d - COMIRNATY Not reported ICSR
10009778209 Healthcare |Economic |available |Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area ) Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 25/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |Male No Syncope (0d - COMIRNATY Not reported ICSR
10009778211 Healthcare |Economic |available |Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area Other Medically Immunisation - n/a -
Important Condition) |[n/a - n/a - n/a])
EU-EC- 25/08/2021 |Spontaneous |Healthcare |European |Not 12-17 |Not Female |No Pruritus (n/a - Not COMIRNATY Not reported ICSR
10009778376 Professional |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN] (S -
Area Resolved - ), COvID-19
immunisation - Not
Rash macular (n/a- |applicable - [n/a -
Not Recovered/Not 1{DF} -
Resolved - ) Intramuscular])
EU-EC- 25/08/2021 |Spontaneous | Non European |Not 12-17 |Not Male No Injection site pain (n/a |COMIRNATY Not reported ICSR
10009778381 Healthcare |Economic |available |Years |Specified - Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area -), COVID-19 - Not
applicable - [n/a -
Migraine (n/a - n/a - Intramuscular])
Recovered/Resolved -
)
EU-EC- 25/08/2021 |Spontaneous |Healthcare |European |Not 12-17 |Not Male No Epilepsy (0d - COMIRNATY Not reported ICSR
10009778387 Professional |Economic |available |Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Area ), COVID-19
immunisation - Not
Loss of consciousness |applicable - [n/a -
(0d - 1{DF} -
Recovered/Resolved - |Intramuscular])
)
Muscle tightness (0d -
Recovered/Resolved -
)
Trismus (0d -
Recovered/Resolved -
)
EU-EC- 25/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent [Female |No Influenza like illness | COMIRNATY Not reported ICSR
10009778552 Healthcare |Economic |available |Years - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved - |Immunisation - n/a -
[n/a-n/a-
Intramuscular])
EU-EC- 25/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent [Female |No Chest pain (2d - COMIRNATY Not reported ICSR
10009778553 Healthcare |Economic |available |Years Recovering/Resolving - |[TOZINAMERAN] (S -
Professional |Area , Immunisation - n/a -
[n/a - n/a - n/a])
Tachycardia (2d -
Recovering/Resolving -
EU-EC- 25/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent [Female |No Axillary pain (7d - COMIRNATY Not reported ICSR
10009778555 Healthcare |Economic |available |Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area ) Immunisation - n/a -
[n/a - n/a - n/a])
Lymphadenopathy (2d
- Recovered/Resolved
-)
EU-EC- 25/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |[Female |No Menstrual disorder COMIRNATY Not reported ICSR
10009778557 Healthcare |Economic |available |Years (n/a- [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved - |Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 25/08/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Hypoaesthesia (n/a - |COMIRNATY Not reported ICSR
10009778561 Healthcare |Economic |available |Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 25/08/2021 | Spontaneous |Non European |Not 12-17 |Adolescent |Male No Eye inflammation (5d - | COMIRNATY Not reported ICSR
10009778562 Healthcare |Economic |available |Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area ) Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 25/08/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Male No Abdominal pain lower |COMIRNATY Not reported ICSR
10009778565 Healthcare |Economic |available |Years (n/a- [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving - | Immunisation - n/a -
[n/a-n/a-
Intramuscular])
EU-EC- 25/08/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |[Female |No Ear discomfort (6d -  |COMIRNATY Not reported ICSR
10009778566 Healthcare |Economic |available |Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
[n/a - n/a - n/a])
https://dap.ema.europa.eu/analytics/saw.dlI?Go 34/51
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EU-EC- 25/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent [Female |No Haematoma (n/a - COMIRNATY Not reported ICSR
10009778568 Healthcare |Economic |available |Years Unknown - ) [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 25/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |Male No Arrhythmia (4d - COMIRNATY Not reported ICSR
10009780547 Healthcare |Economic |available |Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area Other Medically Immunisation - n/a -
Important Condition) |[n/a - n/a - n/a])
EU-EC- 25/08/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Transaminases COMIRNATY Not reported ICSR
10009780550 Healthcare |Economic |available |Years increased (n/a - [TOZINAMERAN] (S -
Professional |Area Unknown - ) Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 25/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent [Female |No Menstrual disorder COMIRNATY Not reported ICSR
10009780554 Healthcare |Economic |available |Years (n/a- [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved - |Immunisation - n/a -
) [n/a - n/a - n/a])
EU-EC- 25/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |[Female |No Dizziness (1d - COMIRNATY Not reported ICSR
10009780555 Healthcare |Economic |available |Years Recovering/Resolving - |[TOZINAMERAN] (S -
Professional |Area ) Immunisation - n/a -
[n/a - n/a - n/a])
Pain in extremity (n/a
- Not Recovered/Not
Resolved - )
EU-EC- 25/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |Male No Haematuria (6d - COMIRNATY Not reported ICSR
10009780562 Healthcare |Economic |available |Years Recovering/Resolving - |[TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 25/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |Male No VIth nerve paresis (7d |COMIRNATY Not reported ICSR
10009780563 Healthcare |Economic |available |Years - Unknown - ) [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 25/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent (Male No Influenza like illness | COMIRNATY Not reported ICSR
10009780564 Healthcare |Economic |available |Years - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved - |Immunisation - n/a -
, [n/a - n/a - nfal)
Lymphadenopathy (4d
- Recovered/Resolved
=)
Vaccination site pain
(4d -
Recovered/Resolved -
EU-EC- 25/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |Female |No Peripheral swelling COMIRNATY Not reported ICSR
10009780565 Healthcare |Economic |available |Years (n/a- [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving - | Immunisation - n/a -
, [n/a - n/a - n/a])
Skin discolouration
(n/a-
Recovered/Resolved -
EU-EC- 25/08/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Male No Sudden hearing loss | COMIRNATY Not reported ICSR
10009780566 Healthcare |Economic |available |Years (4d - [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving - | Immunisation - n/a -
Other Medically [n/a - n/a - n/a])
Important Condition),
Tinnitus (4d -
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 25/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent [Female |No Lymphadenopathy COMIRNATY Not reported ICSR
10009780567 Healthcare |Economic |available |Years (n/a- [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving - | Immunisation - n/a -
) [n/a - 2{DF} - n/a])
Oropharyngeal pain
(n/a-
Recovered/Resolved -
)
EU-EC- 25/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent [Female |No Abdominal pain (n/a - |COMIRNATY Not reported ICSR
10009780571 Healthcare |Economic |available |Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area , Immunisation - n/a -
[n/a - n/a - n/a])
Diarrhoea (n/a -
Recovered/Resolved -
EU-EC- 25/08/2021 | Spontaneous |Non European |Not 12-17 |Adolescent |[Female |No Skin discolouration (4d | COMIRNATY Not reported ICSR
10009780573 Healthcare |Economic |available |Years - Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area -) Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 25/08/2021 | Spontaneous |Non European |Not 12-17 |Adolescent |[Female |No Dizziness (2d - COMIRNATY Not reported ICSR
10009780575 Healthcare |Economic |available |Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area ) Immunisation - n/a -
[n/a - n/a - n/a])
Eye swelling (2d -
Recovered/Resolved -
)
Headache (2d -
Recovered/Resolved -
)
Nausea (2d -
Recovered/Resolved -
)
Renal pain (2d -
Recovering/Resolving -
)
EU-EC- 25/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |Female |No Alopecia (n/a - COMIRNATY Not reported ICSR
10009780577 Healthcare |Economic |available |Years Unknown - ) [TOZINAMERAN] (S -
Professional |Area
https://dap.ema.europa.eu/analytics/saw.dlI?Go 35/51
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Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 25/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent (Male No Ageusia (0d - COMIRNATY Not reported ICSR
10009780580 Healthcare |Economic |available |Years Recovering/Resolving - |[TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 25/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent [Female |No Menstrual disorder COMIRNATY Not reported ICSR
10009780582 Healthcare |Economic |available |Years (n/a- [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved - |Immunisation - n/a -
) [n/a - n/a - n/a])
EU-EC- 25/08/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |[Female |No Syncope (0d - COMIRNATY Not reported ICSR
10009780584 Healthcare |Economic |available |Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area Other Medically Immunisation - n/a -
Important Condition) |[n/a - n/a - n/a])
EU-EC- 25/08/2021 |Spontaneous | Healthcare |European |Not 12-17 |Not Female |No Abnormal behaviour ~ |COMIRNATY Not reported ICSR
10009780585 Professional |Economic |available |Years |Specified (4wk - Not [TOZINAMERAN] (S -
Area Recovered/Not Immunisation - n/a -
Resolved - ), [n/a-n/a-
Intramuscular])
Decreased appetite
(4wk -
Recovered/Resolved -
)
Fatigue (4wk -
Recovered/Resolved -
Restlessness (4wk -
Recovered/Resolved -
EU-EC- 25/08/2021 |Spontaneous | Non European |Not 12-17 |Adult Female |No Heavy menstrual COMIRNATY Not reported ICSR
10009780591 Healthcare |Economic |available |Years bleeding (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not COvID-19
Resolved - ), immunisation - Not
applicable - [n/a -
Intermenstrual 1{DF} - n/a])
bleeding (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 25/08/2021 | Spontaneous |Healthcare |European |Not 12-17 |Not Female |No Urticaria (3d - COMIRNATY Not reported ICSR
10009781104 Professional |Economic |available |Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Area ) COVID-19
immunisation - Not
applicable - [n/a -
3mL -
Intramuscular])
EU-EC- 25/08/2021 |Spontaneous | Non European |Not 12-17 |Not Male No Injection site pruritus | COMIRNATY Not reported ICSR
10009781152 Healthcare |Economic |available |Years |Specified (n/a- [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving - | COVID-19
) immunisation - Not
applicable - [n/a -
Pruritus (n/a - .5mL -
Recovering/Resolving - | Intramuscular])
Skin reaction (n/a -
Recovering/Resolving -
EU-EC- 25/08/2021 | Spontaneous | Non Non Not 12-17 |Not Male No Blister (n/a - TOZINAMERAN Not reported ICSR
10009781998 Healthcare |European |available |Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S -
Professional |Economic Other Medically COVID-19
Area Important Condition), |immunisation - Not
applicable - [1d - n/a
Herpes zoster (nfa - |- n/a])
Not Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 25/08/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Chills (n/a - Unknown |COMIRNATY Not reported ICSR
10009782110 Professional |European |available |Years |Specified - Caused/Prolonged [TOZINAMERAN] (S -
Economic Hospitalisation), COVID-19
Area immunisation - Not
Movement disorder applicable - [n/a -
(n/a - Unknown - n/a - n/a])
Caused/Prolonged
Hospitalisation),
Muscle tightness (n/a
- Unknown -
Caused/Prolonged
Hospitalisation),
Paralysis (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),
Respiratory disorder
(n/a-
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Tension (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),
Tremor (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)
https://dap.ema.europa.eu/analytics/saw.dll?Go 36/51
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EU-EC- 25/08/2021 |Spontaneous |Non Non Not 12-17 |Not Male No Myocarditis (n/a - TOZINAMERAN Not reported ICSR
10009782153 Healthcare |European |available |Years |Specified Unknown - [TOZINAMERAN] (S -
Professional |Economic Caused/Prolonged COVID-19
Area Hospitalisation), immunisation - Not
applicable - [n/a -
Pericarditis (n/a - n/a - n/a])
Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 25/08/2021 |Spontaneous |Non European |Not 12-17 |Not Male No Abdominal pain upper |COMIRNATY COVID- |Not reported ICSR
10009782848 Healthcare |Economic |available |Years |Specified (6d - 19 MRNA VACCINE
Professional |Area Recovered/Resolved - |(NUCLEOSIDE
), MODIFIED)
[TOZINAMERAN] (S -
Diarrhoea (6d - n/a-n/a-[n/a-n/a
Recovered/Resolved - |- n/a])
EU-EC- 25/08/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Arthralgia (n/a - Not  |COMIRNATY Not reported ICSR
10009783681 Healthcare |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19
immunisation - Not
Chills (n/a - applicable - [n/a -
Recovering/Resolving - | 1{DF} - n/a])
,
Fatigue (n/a -
Recovering/Resolving -
)
Headache (n/a - Not
Recovered/Not
Resolved - ),
Myalgia (n/a - Not
Recovered/Not
Resolved - ),
Pyrexia (n/a -
Recovering/Resolving -
Syncope (n/a -
Recovering/Resolving -
EU-EC- 25/08/2021 |Spontaneous | Non Non Not 12-17 |Not Male No Depressed mood (n/a | TOZINAMERAN Not reported ICSR
10009783876 Healthcare |European |available |Years |Specified - Unknown - ), [TOZINAMERAN] (S -
Professional |Economic COVID-19
Area Headache (n/a - immunisation - Not
Unknown - ), applicable - [1d - n/a
- n/a])
Pyrexia (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 25/08/2021 |Spontaneous | Non Non Not 12-17 |Not Female |No Dizziness (n/a - Not | TOZINAMERAN Not reported ICSR
10009783900 Healthcare |European |available |Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Economic Resolved - Other COVID-19
Area Medically Important  |immunisation - Not
Condition), applicable - [1d - n/a
- nfa])
Feeling abnormal (n/a
- Unknown - Other
Medically Important
Condition),
Feeling cold (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Headache (n/a -
Unknown - Other
Medically Important
Condition),
Migraine (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Paraesthesia (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition),
Rash (n/a - Unknown -
Other Medically
Important Condition),
Vomiting (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 25/08/2021 |Spontaneous | Non European |Not 12-17 |Not Male No Dizziness (1d - COMIRNATY Not reported ICSR
10009784086 Healthcare |Economic |available |Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area ) COVID-19
immunisation - Not
Headache (1d - applicable - [n/a -
Recovered/Resolved - |1{DF} - n/a])
Malaise (1d -
Recovered/Resolved -
)
https://dap.ema.europa.eu/analytics/saw.dlI?Go 37/51
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Nausea (1d -
Recovered/Resolved -
)
EU-EC- 25/08/2021 |Spontaneous | Non Non Not 12-17 |Not Male No Blindness (n/a - TOZINAMERAN Not reported ICSR
10009784189 Healthcare |European |available |Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Economic Other Medically COVID-19
Area Important Condition), |immunisation - Not
applicable - [n/a -
Deafness (n/a - n/a - Intramuscular])
Recovered/Resolved -
Other Medically
Important Condition),
Dizziness (n/a -
Recovered/Resolved -
Heart rate increased
(n/a-
Recovered/Resolved -
Other Medically
Important Condition),
Hypertension (n/a -
Recovered/Resolved -
Other Medically
Important Condition),
Inappropriate
schedule of product
administration (n/a -
Unknown - ),
Tinnitus (n/a -
Recovered/Resolved -
EU-EC- 25/08/2021 | Spontaneous |Non European |Not 12-17 |Adolescent |[Female |No Asthenia (n/a - COMIRNATY Not reported ICSR
10009784669 Healthcare |Economic |available |Years Recovering/Resolving - |[TOZINAMERAN] (S -
Professional |Area ), COvID-19
immunisation - n/a -
Loss of consciousness |[1d - .3mL -
(n/a- Intramuscular])
Recovered/Resolved -
Other Medically
Important Condition),
Presyncope (n/a -
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 25/08/2021 | Spontaneous |Non European |Not 12-17 |Adolescent |Male No Tachycardia (n/a - Not | COMIRNATY [MELATONIN] (C - n/a - |ICSR
10009784741 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN] (S - |n/a - ),
Professional |Area Resolved - Other COVID-19
Medically Important immunisation - Not  |[METHYLPHENIDATE
Condition) applicable - [n/a - HYDROCHLORIDE] (C -
1{DF} - n/a - Dose not changed -
Intramuscular]) [n/a - n/a - n/a])
EU-EC- 25/08/2021 | Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Male No Malaise (1d - COMIRNATY Not reported ICSR
10009784819 Professional |Economic |available |Years Recovered/Resolved - |[TOZINAMERAN] (S -
Area COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 25/08/2021 |Spontaneous | Non European |Not 12-17 |Not Male No Herpes zoster (n/fa - | COMIRNATY Not reported ICSR
10009785402 Healthcare |Economic |available |Years |Specified Not Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ) COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 25/08/2021 | Spontaneous |Non European |Not 12-17 |Not Male No Rash papular (n/a-  |COMIRNATY Not reported ICSR
10009785443 Healthcare |Economic |available |Years |Specified Not Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ) COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 25/08/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Chest pain (n/a - TOZINAMERAN Not reported ICSR
10009785761 Professional |European |available |Years |Specified Unknown - [TOZINAMERAN] (S -
Economic Caused/Prolonged COvID-19
Area Hospitalisation), immunisation - Not
applicable - [1d - n/a
Headache (n/a - - n/al)
Unknown -
Caused/Prolonged
Hospitalisation),
Hemiparesis (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),
Pyrexia (n/a -
Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 25/08/2021 |Spontaneous | Healthcare |European |Not 12-17 |Not Female |No Asthenia (0d - COMIRNATY Not reported ICSR
10009785776 Professional |Economic |available |Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S -
Area Other Medically COVID-19
Important Condition), |immunisation - Not
applicable - [n/a -
Chills (0d - n/a - n/a])
Recovering/Resolving -
Eye movement
disorder (0d -
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Recovering/Resolving -
Other Medically
Important Condition),
Fatigue (0d -
Recovering/Resolving -
Malaise (0d -
Recovering/Resolving -
)
Nausea (0d -
Recovering/Resolving -
Seizure (0d -
Recovering/Resolving -
EU-EC- 25/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |Female |No Vulvovaginal swelling |COMIRNATY Not reported ICSR
10009785805 Healthcare |Economic |available |Years (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not n/a-n/a-[n/a-n/a
Resolved - ) - Intramuscular])
EU-EC- 25/08/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10009786046 Professional |Economic |available |Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important n/a-n/a-[n/a-n/a
Condition), - n/al)
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 25/08/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |[Female |No Urticaria (n/a - Not COMIRNATY Not reported ICSR
10009786342 Professional |Economic |available |Years Recovered/Not [TOZINAMERAN] (S -
Area Resolved - Other COVID-19
Medically Important ~ |immunisation - Not
Condition) applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 25/08/2021 |Spontaneous | Healthcare |European |Not 12-17 |Adolescent |Male No Myopericarditis (n/a - |COMIRNATY Not reported ICSR
10009786358 Professional |Economic |available |Years Recovering/Resolving - |[TOZINAMERAN] (S -
Area Caused/Prolonged COvID-19
Hospitalisation) immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 25/08/2021 | Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Male No Myocarditis (n/a - COMIRNATY Not reported ICSR
10009786474 Professional |Economic |available |Years Recovering/Resolving - |[TOZINAMERAN] (S -
Area Caused/Prolonged COvID-19
Hospitalisation) immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 25/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent [Female |No Migraine (2d - COMIRNATY Not reported ICSR
10009786498 Healthcare |Economic |available |Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area Caused/Prolonged COvID-19
Hospitalisation) immunisation - Not
applicable - [22d -
1{DF} -
Intramuscular])
EU-EC- 25/08/2021 |Spontaneous | Healthcare |European |Not 12-17 |Adolescent |Female |No Malaise (1d - COMIRNATY Not reported ICSR
10009786552 Professional |Economic |available |Years Recovered/Resolved - |[TOZINAMERAN] (S -
Area COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 25/08/2021 | Spontaneous |Healthcare |European |Not 12-17 |Adolescent |[Female |No Malaise (1d - COMIRNATY Not reported ICSR
10009786560 Professional |Economic |available |Years Recovered/Resolved - |[TOZINAMERAN] (S -
Area COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 25/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |Female |No Throat irritation (n/a - |COMIRNATY Not reported ICSR
10009786652 Healthcare |Economic |available |Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area , COvID-19
immunisation - Drug
Urticaria (n/a - withdrawn - [n/a -
Recovering/Resolving - | 1{DF} -
) Intramuscular])
Vomiting (n/a -
Recovered/Resolved -
EU-EC- 25/08/2021 |Spontaneous | Healthcare |European |Not 12-17 |Adolescent |Male No Arthralgia (15d - COMIRNATY Not reported ICSR
10009786712 Professional |Economic |available |Years Recovered/Resolved - |[TOZINAMERAN] (S -
Area ) COVID-19
immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 25/08/2021 | Spontaneous |Non European |Not 12-17 |Not Male No Syncope (n/a - COMIRNATY Not reported ICSR
10009786897 Healthcare |Economic |available |Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area ) COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 25/08/2021 | Spontaneous |Non European |Not 12-17 |Not Female |No Lip swelling (1d - COMIRNATY Not reported ICSR
10009787189 Healthcare |Economic |available |Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area ) COVID-19
immunisation - Not
Swelling of eyelid (1d |applicable - [n/a -
- Recovered/Resolved |1{DF} - n/a])
=)
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Urticaria (1d -
Recovered/Resolved -
)
EU-EC- 25/08/2021 |Spontaneous | Non European |Not 12-17 |Not Male No Epistaxis (0d - COMIRNATY Not reported ICSR
10009787200 Healthcare |Economic |available |Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 25/08/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10009787993 Professional |Economic |available |Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important n/a-n/a-[n/a-n/a
Condition), - n/a))
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 25/08/2021 |Spontaneous | Non European |Not 12-17 |Not Male No Arthralgia (n/a - COMIRNATY Not reported ICSR
10009788447 Healthcare |Economic |available |Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S -
Professional |Area Disabling), COVID-19
immunisation - Not
Lymphadenopathy applicable - [n/a -
(n/a- n/a - n/al)
Recovering/Resolving -
Disabling),
Musculoskeletal
stiffness (n/a -
Recovering/Resolving -
Disabling),
Myalgia (n/a -
Recovering/Resolving -
Disabling)
EU-EC- 25/08/2021 | Spontaneous |Non Non Not 12-17 |Not Female |No Arthralgia (n/a - TOZINAMERAN Not reported ICSR
10009788514 Healthcare |European |available |Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Economic , COvID-19
Area immunisation - Not
Blister (n/a - applicable - [n/a -
Recovered/Resolved - |n/a - Intramuscular])
Disabling, Other
Medically Important
Condition),
Erythema (n/a - Not
Recovered/Not
Resolved - ),
Rash (n/a -
Recovered/Resolved -
Disabling, Other
Medically Important
Condition),
Scar (n/a - Unknown -
Tinnitus (n/a -
Recovered/Resolved -
Urticaria (41h -
Recovered/Resolved -
EU-EC- 25/08/2021 |Spontaneous | Non Non Not 12-17 |Not Male No Feeling hot (n/a - TOZINAMERAN [ASCORBIC ACID] (C-  |ICSR
10009788804 Healthcare |European |available |Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S - |n/a-n/a-[n/a-n/a-
Professional |Economic Other Medically COvID-19 n/al),
Area Important Condition), |immunisation - Not
applicable - [n/a - [VITAMIN D] (C - n/a -
Rash (n/a - n/a - n/a]) n/a - [n/a - n/a - n/a])
Recovered/Resolved -
Other Medically
Important Condition),
Rash erythematous
(n/a-
Recovered/Resolved -
Other Medically
Important Condition),
Rash pruritic (n/a -
Recovered/Resolved -
Other Medically
Important Condition),
Swelling (n/a -
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 25/08/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |[Female |No Ischaemic stroke (n/a |COMIRNATY Not reported ICSR
10009788824 Professional |Economic |available |Years - Recovering/Resolving |[TOZINAMERAN] (S -
Area - Life Threatening) COvID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 25/08/2021 |Spontaneous | Healthcare |European |Not 12-17 |Adolescent |Male No Myocarditis (n/a - COMIRNATY Not reported ICSR
10009788920 Professional |Economic |available |Years Recovering/Resolving - |[TOZINAMERAN] (S -
Area Caused/Prolonged COvID-19
Hospitalisation) immunisation - n/a -
[1d - 1{DF} -
Intramuscular])
EU-EC- 25/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent [Female |No Menstrual disorder COMIRNATY Not reported ICSR
10009788966 Healthcare |Economic |available |Years (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not COvID-19
Resolved - ) immunisation - Not
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applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 25/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |[Female |No Menstruation delayed |COMIRNATY Not reported ICSR
10009788994 Healthcare |Economic |available |Years (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not COvID-19
Resolved - ) immunisation - n/a -
[id - .3mL -
Intramuscular])
EU-EC- 25/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |[Female |No Menstruation delayed |COMIRNATY [HYDROXYZINE ICSR
10009788996 Healthcare |Economic |available |Years (n/a - Not [TOZINAMERAN] (S - |HYDROCHLORIDE] (C -
Professional |Area Recovered/Not COVID-19 n/a-nfa-[nfa-n/a-
Resolved - ) immunisation - nfa - |n/al)
[1d - .3mL -
Intramuscular])
EU-EC- 25/08/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |[Female |No Influenza like illness | COMIRNATY Not reported ICSR
10009789016 Healthcare |Economic |available |Years (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not COVID-19
Resolved - ) immunisation - Not
applicable - [1d -
.3mL -
Intramuscular])
EU-EC- 25/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |Male No Chest pain (1d - COMIRNATY Not reported ICSR
10009789021 Healthcare |Economic |available |Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area , COVID-19
immunisation - Not
Headache (n/a - applicable - [1d -
Recovered/Resolved - |.3mL -
Intramuscular])
EU-EC- 25/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent [Female |No Menstruation delayed |COMIRNATY Not reported ICSR
10009789031 Healthcare |Economic |available |Years (21d - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved - |COVID-19
immunisation - Not
applicable - [1d -
.3mL -
Intramuscular])
EU-EC- 25/08/2021 |Spontaneous | Non European |Not 12-17 |Not Female |No Body temperature COMIRNATY Not reported ICSR
10009789329 Healthcare |Economic |available |Years |Specified increased (1d - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved - |COVID-19
) immunisation - Not
applicable - [n/a -
Fatigue (n/a - Not 1{DF} - n/a])
Recovered/Not
Resolved - ),
Headache (n/a -
Recovering/Resolving -
)
Injection site warmth
(1d -
Recovered/Resolved -
)
Malaise (n/a -
Recovering/Resolving -
)
Myalgia (n/a -
Recovering/Resolving -
)
Nasopharyngitis (n/a -
Not Recovered/Not
Resolved - ),
Nausea (1d -
Recovered/Resolved -
)
EU-EC- 25/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |Female |No Subclavian vein COMIRNATY Not reported ICSR
10009789533 Healthcare |Economic |available |Years thrombosis (n/a - Not |[TOZINAMERAN] (S -
Professional |Area Recovered/Not Immunisation - n/a -
Resolved - [n/a - 1{DF} - n/a])
Caused/Prolonged
Hospitalisation)
EU-EC- 25/08/2021 |Spontaneous | Healthcare |European |Not 12-17 |Not Male No Seizure (n/a - COMIRNATY Not reported ICSR
10009789733 Professional |Economic |available |Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Area Caused/Prolonged COvID-19
Hospitalisation, Other |immunisation - Not
Medically Important  |applicable - [1d - n/a
Condition) - n/a))
EU-EC- 25/08/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Dyspnoea (1h - COMIRNATY [BILASTINE] (C - ICSR
10009789749 Professional |European |available |Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S - |Dermatitis atopic - n/a -
Economic Other Medically COVID-19 [109d - n/a - Oral])
Area Important Condition), |immunisation - Not
applicable - [n/a -
Visual impairment (1h |.3mL -
- Recovered/Resolved |Intramuscular])
- Other Medically
Important Condition)
EU-EC- 25/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent [Female |No Headache (n/a - COMIRNATY Not reported ICSR
10009790335 Healthcare |Economic |available |Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area ) n/a-n/a-[n/a-n/a
- Intramuscular])
EU-EC- 25/08/2021 |Spontaneous | Healthcare |European |Not 12-17 |Not Male No Anaphylactic reaction |COMIRNATY Not reported ICSR
10009790393 Professional |Economic |available |Years |Specified (0d - [TOZINAMERAN] (S -
Area Recovered/Resolved - |n/a - n/a - [n/a - n/a
Caused/Prolonged - n/al)
Hospitalisation)
EU-EC- 25/08/2021 | Spontaneous |Non Non Not 12-17 |Not Female |No Parosmia (n/a - Not | TOZINAMERAN Not reported ICSR
10009790646 Healthcare |European |available |Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Economic Resolved - Disabling), |COVID-19
Area immunisation - Not
Taste disorder (n/a - |applicable - [n/a -
Not Recovered/Not n/a - n/a])
Resolved - Disabling)
https://dap.ema.europa.eu/analytics/saw.dlI?Go 41/51



30.11.2022 12.40

Run Line Listing Report

EU-EC- 25/08/2021 |Spontaneous | Non European |Not 12-17 |Not Male No Arthralgia (2d - COMIRNATY Not reported ICSR
10009790647 Healthcare |Economic |available |Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area Disabling), COVID-19
immunisation - Not
Chills (2d - applicable - [n/a -
Recovered/Resolved - |n/a - n/a])
Disabling),
Fatigue (2d -
Recovered/Resolved -
Disabling),
Headache (2d -
Recovered/Resolved -
Disabling),
Injection site pain (2d
- Recovered/Resolved
- Disabling),
Injection site reaction
(2d -
Recovered/Resolved -
Disabling),
Malaise (2d -
Recovered/Resolved -
Disabling),
Myalgia (2d -
Recovered/Resolved -
Disabling),
Nausea (2d -
Recovered/Resolved -
Disabling),
Pyrexia (2d -
Recovered/Resolved -
Disabling)
EU-EC- 25/08/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Male No Herpes zoster (n/fa - | COMIRNATY Not reported ICSR
10009790656 Professional |Economic |available |Years Recovering/Resolving - |[TOZINAMERAN] (S -
Area COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 25/08/2021 | Spontaneous |Healthcare |European |Not 12-17 |Adolescent |[Female |No Influenza like illness | COMIRNATY Not reported ICSR
10009790690 Professional |Economic |available |Years (n/a - Not [TOZINAMERAN] (S -
Area Recovered/Not COvID-19
Resolved - ) immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 25/08/2021 | Spontaneous | Non European |Not 12-17 |Adolescent |[Female |No Malaise (1d - COMIRNATY Not reported ICSR
10009790692 Healthcare |Economic |available |Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area ) COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 25/08/2021 | Spontaneous |Non European |Not 12-17 |Adolescent |[Female |No Abdominal pain (n/a - |COMIRNATY Not reported ICSR
10009790717 Healthcare |Economic |available |Years Recovering/Resolving - |[TOZINAMERAN] (S -
Professional |Area ) COVID-19
immunisation - Drug
Chest pain (n/a - withdrawn - [1d -
Recovering/Resolving - | 1{DF} -
, Intramuscular])
Diarrhoea (n/a -
Recovering/Resolving -
Influenza like iliness
(n/a-
Recovering/Resolving -
)
Vomiting (n/a -
Recovering/Resolving -
)
EU-EC- 25/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent [Female |No Amenorrhoea (n/a- |COMIRNATY Not reported ICSR
10009790761 Healthcare |Economic |available |Years Not Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ) COVID-19
immunisation - n/a -
[n/a - 1{DF} -
Intramuscular])
EU-EC- 25/08/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Male No Vaccination site pain | COMIRNATY Not reported ICSR
10009791377 Professional |Economic |available |Years (n/a- [TOZINAMERAN] (S -
Area Recovering/Resolving - |COVID-19
) immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 25/08/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Male No Abdominal pain upper |COMIRNATY Not reported ICSR
10009791476 Professional |Economic |available |Years (1d - [TOZINAMERAN] (S -
Area Recovered/Resolved - |COVID-19
Caused/Prolonged immunisation - Dose
Hospitalisation), not changed - [n/a -
1{DF} -
Nausea (1d - Intramuscular])
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 25/08/2021 |Spontaneous | Healthcare |European |Not 12-17 |Adolescent |Male No Seizure (1.5min - COMIRNATY Not reported ICSR
10009791534 Professional |Economic |available |Years Recovered/Resolved - |[TOZINAMERAN] (S -
Area Caused/Prolonged COvID-19
Hospitalisation) immunisation - Not
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applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 25/08/2021 |Spontaneous | Non European |Not 12-17 |Not Female |No Enuresis (n/a - COMIRNATY Not reported ICSR
10009792034 Healthcare |Economic |available |Years |Specified Unknown - ) [TOZINAMERAN] (S -
Professional |Area n/a-n/a-[n/a-n/a
- n/al)
EU-EC- 25/08/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Lymphadenopathy (5d | COMIRNATY Not reported ICSR
10009792397 Healthcare |Economic |available |Years |Specified - Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area -) Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 25/08/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |[Female |No Chest pain (0d - COMIRNATY Not reported ICSR
10009792407 Healthcare |Economic |available |Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area ) Immunisation - n/a -
[n/a - n/a - n/a])
Injection site pain (2d
- Recovered/Resolved
=)
Malaise (0d -
Recovered/Resolved -
)
Vomiting (0d -
Recovered/Resolved -
)
EU-EC- 25/08/2021 |Spontaneous |Non European |Not 12-17 |Adolescent [Female |No Rheumatoid arthritis | COMIRNATY Not reported ICSR
10009792414 Healthcare |Economic |available |Years (3d - [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving - | Immunisation - n/a -
Other Medically [n/a - n/a - n/a])
Important Condition)
EU-EC- 25/08/2021 |Spontaneous | Healthcare |European |Not 12-17 |Adolescent |Male No Lymphadenopathy COMIRNATY Not reported ICSR
10009792454 Professional |Economic |available |Years (n/a- [TOZINAMERAN] (S -
Area Recovering/Resolving - |COVID-19
immunisation - Not
applicable - [1d -
1{DF} - Unknown])
EU-EC- 25/08/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |[Female |No Vaccination site COMIRNATY [IBUPROFEN] (C - ICSR
10009792482 Professional |Economic |available |Years lymphadenopathy (n/a |[TOZINAMERAN] (S - |Pyrexia - Not applicable -
Area - Recovering/Resolving | COVID-19 [n/a - n/a - Oral]),
-) immunisation - Not
applicable - [n/a - [KETOTIFEN HYDROGEN
n/a - Intramuscular]) |FUMARATE] (C -
Conjunctivitis allergic -
Not applicable - [n/a -
n/a - Ophthalmic]),
[PARACETAMOL] (C -
Product used for
unknown indication - Not
applicable - [n/a - n/a -
Oral])
EU-EC- 25/08/2021 |Spontaneous | Healthcare |European |Not 12-17 |Adolescent |Male No Myopericarditis (4d - | COMIRNATY Not reported ICSR
10009792559 Professional |Economic |available |Years Recovered/Resolved - |[TOZINAMERAN] (S -
Area Caused/Prolonged COvID-19
Hospitalisation) immunisation - Drug
withdrawn - [1d - n/a
- Intramuscular])
EU-EC- 25/08/2021 |Spontaneous |Healthcare |European |Not 12-17 |Not Male No Urticaria (1d - COMIRNATY Not reported ICSR
10009792638 Professional |Economic |available |Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Area Immunisation - n/a -
[n/a-n/a-
Intramuscular])
EU-EC- 25/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |Male No Asthenia (n/a - COMIRNATY Not reported ICSR
10009792645 Healthcare |Economic |available |Years Recovering/Resolving - |[TOZINAMERAN] (S -
Professional |Area ) Immunisation - n/a -
[n/a - n/a - n/a])
Dizziness (n/a -
Recovering/Resolving -
)
Headache (n/a -
Recovering/Resolving -
)
Vaccination site
swelling (n/a -
Recovering/Resolving -
)
EU-EC- 25/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent [Female |No Epistaxis (n/a - COMIRNATY Not reported ICSR
10009792647 Healthcare |Economic |available |Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area ) Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 25/08/2021 | Spontaneous |Non European |Not 12-17 |Adolescent |[Female |No Chest pain (0d - COMIRNATY Not reported ICSR
10009792649 Healthcare |Economic |available |Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 25/08/2021 | Spontaneous |Non European |Not 12-17 |Adolescent |[Female |No Influenza like iliness | COMIRNATY Not reported ICSR
10009792653 Healthcare |Economic |available |Years (n/a- [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving - | Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 25/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent [Female |No Dysphagia (31d - COMIRNATY Not reported ICSR
10009792657 Healthcare |Economic |available |Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area ) Immunisation - n/a -
[n/a - n/a - n/a])
Fatigue (31d -
Recovered/Resolved -
)
Paraesthesia (27d -
Recovered/Resolved -
)
EU-EC- 25/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |Female |No Lip swelling (n/a - COMIRNATY Not reported ICSR
10009792659 Healthcare |Economic |available |Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area »
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n/a-n/a-[n/a-n/a
Swelling face (n/a - - n/a])
Recovered/Resolved -
)
EU-EC- 25/08/2021 |Spontaneous | Non European |Not 12-17 |Not Female |No Rash (n/a - COMIRNATY Not reported ICSR
10009792661 Healthcare |Economic |available |Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 25/08/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Back pain (n/a - COMIRNATY Not reported ICSR
10009792662 Healthcare |Economic |available |Years Unknown - ), [TOZINAMERAN] (S -
Professional |Area n/a-n/a-[n/a-n/a
Headache (n/a - - n/al)
Unknown - ),
Limb discomfort (n/a -
Unknown - ),
Myalgia (n/a -
Unknown - )
EU-EC- 25/08/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Male No Syncope (0d - COMIRNATY Not reported ICSR
10009792667 Healthcare |Economic |available |Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area Other Medically Immunisation - n/a -
Important Condition) |[n/a - n/a - n/a])
EU-EC- 25/08/2021 | Spontaneous |Non European |Not 12-17 |Adolescent |Male No Nasopharyngitis (1d - |COMIRNATY Not reported ICSR
10009792671 Healthcare |Economic |available |Years Recovering/Resolving - |[TOZINAMERAN] (S -
Professional |Area , Immunisation - n/a -
[n/a - n/a - n/a])
Pyrexia (0d -
Recovering/Resolving -
EU-EC- 25/08/2021 | Spontaneous |Non European |Not 12-17 |Adolescent |[Female |No Eye swelling (0d - COMIRNATY Not reported ICSR
10009792681 Healthcare |Economic |available |Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 25/08/2021 | Spontaneous |Non European |Not 12-17 |Adolescent |Male No Headache (0d - COMIRNATY Not reported ICSR
10009792685 Healthcare |Economic |available |Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area ) n/a-n/a-[n/a-n/a
- n/a])
Headache (n/a - Not
Recovered/Not
Resolved - ),
Pyrexia (0d - Not
Recovered/Not
Resolved - ),
Renal pain (0d - Not
Recovered/Not
Resolved - )
EU-EC- 25/08/2021 | Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Facial paresis (4d - COMIRNATY Not reported ICSR
10009792688 Healthcare |Economic |available |Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 25/08/2021 |Spontaneous |Non European |Not 12-17 |Adolescent Male No Sleep disorder (16d - |COMIRNATY Not reported ICSR
10009792699 Healthcare |Economic |available |Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area » Immunisation - n/a -
[n/a - n/a - n/a])
Taste disorder (16d -
Recovered/Resolved -
EU-EC- 25/08/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Male No Madarosis (58d - COMIRNATY Not reported ICSR
10009792700 Healthcare |Economic |available |Years Recovering/Resolving - |[TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 25/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |[Female |No Diarrhoea (0d - COMIRNATY Not reported ICSR
10009792703 Healthcare |Economic |available |Years Recovering/Resolving - | [TOZINAMERAN] (S -
Professional |Area ) Immunisation - n/a -
[n/a - n/a - n/a])
Nausea (0d -
Recovering/Resolving -
)
Vomiting (0d -
Recovered/Resolved -
)
EU-EC- 25/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |Male No Dysuria (2d - COMIRNATY Not reported ICSR
10009792704 Healthcare |Economic |available |Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 25/08/2021 | Spontaneous |Healthcare |European |Not 12-17 |Not Female |No Dizziness (n/a - COMIRNATY Not reported ICSR
10009792705 Professional |Economic |available |Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Area Immunisation - n/a -
[n/a-n/a-
Intramuscular])
EU-EC- 25/08/2021 | Spontaneous |Non European |Not 12-17 |Adolescent |[Female |No Dizziness (1d - COMIRNATY Not reported ICSR
10009792708 Healthcare |Economic |available |Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area ) Immunisation - n/a -
[n/a-n/a-
Injection site pain (1d |Intramuscular])
- Recovered/Resolved
=)
Pain (1d -
Recovered/Resolved -
)
EU-EC- 25/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent [Female |No Swelling face (0d - COMIRNATY Not reported ICSR
10009792709 Healthcare |Economic |available |Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 25/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |Male No Eye pruritus (1d - COMIRNATY Not reported ICSR
10009792713 Healthcare |Economic |available |Years Recovering/Resolving - |[TOZINAMERAN] (S -
Professional |Area , Immunisation - n/a -
[n/a - n/a - n/a])
Sneezing (1d -
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30.11.2022 12.40

Run Line Listing Report

Recovering/Resolving -

EU-EC-
10009792715

25/08/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

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

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

Not reported

,_.
(%}
Pl

EU-EC-
10009792716

25/08/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

Epistaxis (0d -
Recovered/Resolved -

)

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

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

Not reported

—
(9%}
P

EU-EC-
10009792717

25/08/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

Swelling face (4d -
Recovered/Resolved -

)

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

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

Not reported

,_.
%]
Pl

EU-EC-
10009792718

25/08/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

Dizziness (5d - Not
Recovered/Not
Resolved - ),

Feeling hot (3d - Not
Recovered/Not
Resolved - ),

Headache (5d - Not
Recovered/Not
Resolved - ),

Injection site
erythema (3d - Not
Recovered/Not
Resolved - ),

Injection site pain (5d
- Not Recovered/Not
Resolved - ),

Injection site swelling
(5d - Not
Recovered/Not
Resolved - ),

Malaise (5d - Not
Recovered/Not
Resolved - ),

Vaccination site
reaction (3d - Not
Recovered/Not
Resolved - )

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

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

Not reported

>—<
(9}
Pl

EU-EC-
10009792719

25/08/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

Influenza like iliness
(od -
Recovered/Resolved -

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

Not reported

EU-EC-
10009792721

25/08/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

Dizziness (1d -
Recovered/Resolved -

»

Fatigue (1d -
Recovered/Resolved -

»

Headache (1d -
Recovered/Resolved -
)

Injection site pain (2d
- Recovered/Resolved

-

Injection site pruritus
(1d -
Recovered/Resolved -

)

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

Not reported

EU-EC-
10009792723

25/08/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

Asthenia (2d -
Recovered/Resolved -

)

Chills (3d -
Recovered/Resolved -

)

Dizziness (12d -
Recovered/Resolved -

)

Fatigue (13d -
Recovered/Resolved -

»

Headache (13d -
Recovered/Resolved -

)

Injection site pain (3d
- Recovered/Resolved

-

Lymphadenopathy (6d
- Recovering/Resolving

)

Malaise (12d -
Recovered/Resolved -

)

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

Not reported

EU-EC-
10009792725

25/08/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

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

Not
available

12-17
Years

Adolescent

Female

Vaccination site pain

Recovering/Resolving -

»

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

Not reported

45/51



30.11.2022 12.40

Run Line Listing Report

Vaccination site
swelling (7d -
Recovering/Resolving -
EU-EC- 25/08/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Male No Chest pain (3d - COMIRNATY Not reported ICSR
10009792726 Healthcare |Economic |available |Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area ) Immunisation - n/a -
[n/a - n/a - n/a])
Influenza like illness
Recovered/Resolved -
EU-EC- 25/08/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Male No Decreased appetite COMIRNATY Not reported ICSR
10009792728 Healthcare |Economic |available |Years (1d - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not Immunisation - n/a -
Resolved - ), [n/a - n/a - n/a])
Fatigue (0d -
Recovered/Resolved -
)
Headache (1d - Not
Recovered/Not
Resolved - ),
Injection site pain (0d
- Recovering/Resolving
=)
Lymphadenopathy (1d
- Not Recovered/Not
Resolved - ),
Pyrexia (0d -
Recovering/Resolving -
EU-EC- 25/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent [Female |No Abdominal pain upper |COMIRNATY Not reported ICSR
10009792729 Healthcare |Economic |available |Years (13d - [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving - | Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 25/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent [Female |No Confusional state (3d - |COMIRNATY Not reported ICSR
10009792730 Healthcare |Economic |available |Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area ) Immunisation - n/a -
[n/a - n/a - n/a])
Fatigue (7d -
Recovered/Resolved -
EU-EC- 25/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |[Female |No Head discomfort (n/a - | COMIRNATY Not reported ICSR
10009792732 Healthcare |Economic |available |Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 25/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |[Female |No Headache (2d - COMIRNATY Not reported ICSR
10009792734 Healthcare |Economic |available |Years Recovering/Resolving - |[TOZINAMERAN] (S -
Professional |Area ) Immunisation - n/a -
[n/a - n/a - n/a])
Peripheral vascular
disorder (0d -
Recovered/Resolved -
)
Pyrexia (1d -
Recovered/Resolved -
EU-EC- 25/08/2021 |Spontaneous | Non European |Not 12-17 |Not Male No Syncope (n/a - COMIRNATY Not reported ICSR
10009794959 Healthcare |Economic |available |Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S -
Professional |Area ) COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 24/08/2021 |Spontaneous |Healthcare |European |Not 12-17 |Not Female |No Erythema (4d - COMIRNATY Not reported ICSR
10009765484 Professional |Economic |available |Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Area ) COVID-19
immunisation - Not
Pyrexia (4d - applicable - [n/a -
Recovered/Resolved - |.3mL -
Intramuscular])
EU-EC- 24/08/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Cystitis (n/a - Not COMIRNATY Not reported ICSR
10009767390 Healthcare |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ) COVID-19
prophylaxis - n/a -
[n/a-.3mL-
Intramuscular])
EU-EC- 24/08/2021 |Spontaneous | Healthcare |European |Not 12-17 |Not Male No Axillary pain (n/a - Not | COMIRNATY Not reported ICSR
10009767530 Professional |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN] (S -
Area Resolved - ), COvID-19
immunisation - n/a -
Lymphadenopathy [n/a - 1{DF} -
(n/a - Not Intramuscular])
Recovered/Not
Resolved - )
EU-EC- 24/08/2021 |Spontaneous | Non Non Not 12-17 |Not Male No Heart rate irregular TOZINAMERAN Not reported ICSR
10009768173 Healthcare |European |available |Years |Specified (n/a - Unknown - ), [TOZINAMERAN] (S -
Professional |Economic COVID-19
Area Inflammation (n/a - immunisation - Not
Unknown - ), applicable - [n/a -
n/a - n/a])
Myocarditis (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 24/08/2021 | Spontaneous |Healthcare |European |Not 12-17 |Not Male No Anaemia (n/a - COMIRNATY BUDESONIDE ICSR
10009768521 Professional |Economic |available |Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S - |[BUDESONIDE] (C - n/a -
Area Caused/Prolonged Immunisation - n/a- |nfa-)
Hospitalisation),
https://dap.ema.europa.eu/analytics/saw.dlI?Go 46/51



30.11.2022 12.40

Run Line Listing Report

[n/a-n/a-
General physical Intramuscular])
health deterioration
(n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Lung infiltration (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Oxygen saturation
decreased (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Pyrexia (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Thrombocytopenia
(n/a-
Recovering/Resolving -
Caused/Prolonged
Hospitalisation)
EU-EC- 24/08/2021 |Spontaneous | Non European |Not 12-17 |Not Female |No Chills (n/a - Unknown |COMIRNATY Not reported ICSR
10009768624 Healthcare |Economic |available |Years |Specified =) [TOZINAMERAN] (S -
Professional |Area COVID-19
Pyrexia (n/a - immunisation - Not
Unknown -) applicable - [n/a -
n/a - n/al)
EU-EC- 24/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |Male No Rash erythematous COMIRNATY Not reported ICSR
10009768695 Healthcare |Economic |available |Years (n/a- [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving - |n/a - n/a - [1d - n/a -
n/a])
EU-EC- 24/08/2021 | Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Male No Gait disturbance (n/a - | COMIRNATY FIASP [INSULIN ASPART] |ICSR
10009768836 Professional |Economic |available |Years Not Recovered/Not [TOZINAMERAN] (S - |(C-n/a-n/a-[n/a-n/a
Area Resolved - ), n/a-n/a-[1d - n/a - |- Subcutaneous])
n/aJ)
Hypoaesthesia (n/a -
Not Recovered/Not
Resolved - ),
Pain in extremity (n/a
- Not Recovered/Not
Resolved - ),
Tremor (n/a - Not
Recovered/Not
Resolved - ),
Vision blurred (n/a -
Not Recovered/Not
Resolved - )
EU-EC- 24/08/2021 | Spontaneous |Non European |Not 12-17 |Not Male No Abdominal pain (n/a - |COMIRNATY Not reported ICSR
10009769036 Healthcare |Economic |available |Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area , Immunisation - Not
applicable - [n/a -
Body temperature .3mL -
increased (n/a - Intramuscular])
Recovered/Resolved -
Dizziness (n/a -
Recovered/Resolved -
Fatigue (n/a -
Recovered/Resolved -
)
Headache (n/a -
Recovered/Resolved -
Nausea (n/a -
Recovered/Resolved -
)
EU-EC- 24/08/2021 |Spontaneous | Healthcare |European |Not 12-17 |Not Male No Myocarditis (8d - COMIRNATY Not reported ICSR
10009769048 Professional |Economic |available |Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S -
Area Caused/Prolonged COVID-19
Hospitalisation) immunisation - Not
applicable - [n/a -
.3mL -
Intramuscular])
EU-EC- 24/08/2021 | Spontaneous |Non European |Not 12-17 |Adolescent |[Female |No Dry eye (n/a - COMIRNATY Not reported ICSR
10009769132 Healthcare |Economic |available |Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area ), nfa-n/a-[1d-n/a-
n/aj)
Vision blurred (n/a -
Recovered/Resolved -
EU-EC- 24/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |Male No Depressed mood (n/a |COMIRNATY Not reported ICSR
10009769146 Healthcare |Economic |available |Years - Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area =), nfa-n/a-[1d-n/a-
Intramuscular])
Irritability (n/a -
Recovering/Resolving -
)
Myalgia (n/a -
Recovering/Resolving -
)
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Pyrexia (n/a -
Recovering/Resolving -
)
Vaccination site pain
(n/a-
Recovering/Resolving -
EU-EC- 24/08/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Heavy menstrual COMIRNATY Not reported ICSR
10009769160 Healthcare |Economic |available |Years bleeding (n/a - [TOZINAMERAN] (S -
Professional |Area Unknown - ) n/a-n/a-[n/a-n/a
- n/a])
EU-EC- 24/08/2021 |Spontaneous | Non Non Not 12-17 |Not Female |No Eye pain (n/a - Not TOZINAMERAN Not reported ICSR
10009769209 Healthcare |European |available |Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Economic Resolved - Other COVID-19
Area Medically Important ~ |immunisation - Not
Condition), applicable - [1d - n/a
- n/al)
Fatigue (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Migraine (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Pain in extremity (n/a
- Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 24/08/2021 |Spontaneous | Healthcare |European |Not 12-17 |Adolescent [Female |No Thrombocytopenia COMIRNATY Not reported ICSR
10009769325 Professional |Economic |available |Years (n/a- [TOZINAMERAN] (S -
Area Recovering/Resolving - |n/a - n/a - [1d - n/a -
Other Medically Intramuscular])
Important Condition)
EU-EC- 24/08/2021 |Spontaneous | Non European |Not 12-17 |Not Female |No Pruritus (1d - COMIRNATY Not reported ICSR
10009769356 Healthcare |Economic |available |Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 24/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |[Female |No Thrombophlebitis (n/a |COMIRNATY Not reported ICSR
10009769799 Healthcare |Economic |available |Years - Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area - Immunisation - n/a -
[n/a - 1{DF} - n/a])
EU-EC- 24/08/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Eye oedema (n/a - COMIRNATY Not reported ICSR
10009769922 Healthcare |Economic |available |Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S -
Professional |Area ) COvID-19
immunisation - Not
Fatigue (n/a - applicable - [n/a -
Unknown - ) 1{DF} - n/a])
EU-EC- 24/08/2021 |Spontaneous |Healthcare |European |Not 12-17 |Not Male No Chest pain (7d - COMIRNATY Not reported ICSR
10009770155 Professional |Economic |available |Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Area Other Medically Immunisation - Not
Important Condition), |applicable - [n/a -
.3mL -
Myocarditis (n/a - Intramuscular])
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Pyrexia (1d -
Recovered/Resolved -
)
EU-EC- 24/08/2021 |Spontaneous | Non European |Not 12-17 |Not Female |No Asthenia (n/a - Not COMIRNATY Not reported ICSR
10009770361 Healthcare |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19 - n/a -
[n/a - .3mL - n/al)
Body temperature
increased (n/a - Not
Recovered/Not
Resolved - ),
Headache (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 24/08/2021 |Spontaneous |Non Non Not 12-17 |Not Female |No Deep vein thrombosis | TOZINAMERAN Not reported ICSR
10009770684 Healthcare |European |available |Years |Specified (n/a- [TOZINAMERAN] (S -
Professional |Economic Recovering/Resolving - |COVID-19
Area Life Threatening, immunisation - Not
Caused/Prolonged applicable - [n/a -
Hospitalisation) n/a - n/al)
EU-EC- 24/08/2021 |Spontaneous | Non European |Not 12-17 |Not Male No Hypoaesthesia (n/a - |COMIRNATY Not reported ICSR
10009770892 Healthcare |Economic |available |Years |Specified Unknown - ), [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
Injection site pain (n/a |[n/a - n/a - n/a])
- Unknown - ),
Limb discomfort (n/a -
Unknown - ),
Myalgia (n/a -
Unknown - ),
Paraesthesia (n/a -
Unknown - )
EU-EC- 24/08/2021 | Spontaneous |Non European |Not 12-17 |Adolescent |Male No Thalamic infarction COMIRNATY Not reported ICSR
10009771046 Healthcare |Economic |available |Years (1d - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved - |Immunisation - n/a -
Caused/Prolonged [n/a - n/a - n/a])
Hospitalisation),
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Visual impairment (1d
- Recovered/Resolved
- Caused/Prolonged
Hospitalisation)
EU-EC- 24/08/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Dyspnoea (n/a - COMIRNATY NOT AVAILABLE (C - n/a |ICSR
10009771330 Healthcare |Economic |available |Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S - |- n/a - [n/a - n/a - n/a])
Professional |Area ) COVID-19
immunisation - Not
Urticaria (n/a - applicable - [n/a -
Recovering/Resolving - | 1{DF} - n/a])
EU-EC- 24/08/2021 |Spontaneous |Non European |Not 12-17 |Not Male No Hypoaesthesia (8h - | COMIRNATY Not reported ICSR
10009772001 Healthcare |Economic |available |Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area » COVID-19
immunisation - Not
Injection site pain (7h |applicable - [n/a -
- Recovered/Resolved |1{DF} - n/a])
-)
EU-EC- 24/08/2021 |Spontaneous |Non European |Not 12-17 |Not Male No Lymphadenopathy COMIRNATY Not reported ICSR
10009772053 Healthcare |Economic |available |Years |Specified (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not COvVID-19
Resolved - ) immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 24/08/2021 |Spontaneous |Non European |Not 12-17 |Not Male No Disorientation (n/a - |COMIRNATY COVID- |Not reported ICSR
10009772563 Healthcare |Economic |available |Years |Specified Not Recovered/Not 19 MRNA VACCINE
Professional |Area Resolved - ), (NUCLEOSIDE
MODIFIED)
Fatigue (n/a - Not [TOZINAMERAN] (S -
Recovered/Not n/a-n/a-[n/a-n/a
Resolved - ), - n/al)
Somnolence (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 24/08/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Injection site pain (2d |COMIRNATY [ETHINYLESTRADIOL, ICSR
10009772828 Healthcare |Economic |available |Years |Specified - Recovered/Resolved |[TOZINAMERAN] (S - |[ETHINYLESTRADIOL,
Professional |Area -), COvID-19 LEVONORGESTREL] (C -
immunisation - Not  |n/a - Dose not changed -
Intermenstrual applicable - [n/a - [n/a - n/a - n/a])
bleeding (n/a - Not 1{DF} - n/a])
Recovered/Not
Resolved - )
EU-EC- 24/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent [Female |No Syncope (0d - COMIRNATY Not reported ICSR
10009772994 Healthcare |Economic |available |Years Unknown - ) [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
[n/a - 1{DF} - n/a])
EU-EC- 24/08/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |[Female |No Dizziness (n/a - COMIRNATY Not reported ICSR
10009772998 Professional |Economic |available |Years Recovered/Resolved - |[TOZINAMERAN] (S -
Area Caused/Prolonged Immunisation - n/a -
Hospitalisation), [n/a-n/a-
Intramuscular])
Flushing (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Hypersensitivity (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Malaise (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Pyrexia (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 24/08/2021 |Spontaneous |Non European |Not 12-17 |Not Male No Deafness (n/a - COMIRNATY RELVAR ELLIPTA ICSR
10009773037 Healthcare |Economic |available |Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S - |[FLUTICASONE
Professional |Area Other Medically COVID-19 FUROATE, VILANTEROL]
Important Condition), |immunisation - Not |(C-n/a-n/a-[n/a-n/a
applicable - [n/a - - n/al),
Fatigue (n/a - n/a - n/a])
Recovered/Resolved - [CETIRIZINE
), DIHYDROCHLORIDE] (C
-n/a-nfa-[nfa-n/a-
Pain in extremity (n/a n/al)
- Recovered/Resolved
=)
Syncope (n/a -
Recovered/Resolved -
Other Medically
Important Condition),
Vision blurred (n/a -
Recovered/Resolved -
EU-EC- 24/08/2021 |Spontaneous | Non European |Not 12-17 |Not Female |No Body temperature COMIRNATY Not reported ICSR
10009773980 Healthcare |Economic |available |Years |Specified increased (n/a - Not  |[TOZINAMERAN] (S -
Professional |Area Recovered/Not COvID-19
Resolved - ), immunisation - Not
applicable - [n/a -
Chills (n/a - Not 1{DF} - n/a])
Recovered/Not
Resolved - ),
Headache (n/a -
Recovering/Resolving -
Malaise (n/a - Not
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Recovered/Not
Resolved - ),
Nasopharyngitis (n/a -
Not Recovered/Not
Resolved - )
EU-EC- 24/08/2021 |Spontaneous | Non European |Not 12-17 |Not Female |No Peripheral swelling COMIRNATY Not reported ICSR
10009773986 Healthcare |Economic |available |Years |Specified (n/a- [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving - |COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 24/08/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Male No Herpes zoster COMIRNATY Not reported ICSR
10009774127 Professional |Economic |available |Years cutaneous [TOZINAMERAN] (S -
Area disseminated (n/a - COVID-19
Unknown - Other immunisation - Not
Medically Important applicable - [n/a -
Condition) 1{DF} -
Intramuscular])
EU-EC- 24/08/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Axillary pain (n/a - COMIRNATY Not reported ICSR
10009774187 Healthcare |Economic |available |Years Unknown - ), [TOZINAMERAN] (S -
Professional |Area nfa-nfa-[1d-n/a-
Headache (n/a - n/a))
Unknown - ),
Nausea (n/a -
Unknown - ),
Sensation of foreign
body (n/a - Unknown -
)
EU-EC- 24/08/2021 |Spontaneous | Non European |Not 12-17 |Not Female |No Chills (n/a - Not COMIRNATY Not reported ICSR
10009774349 Healthcare |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19
immunisation - Not
Fatigue (n/a - Not applicable - [n/a -
Recovered/Not n/a - n/al),
Resolved - ),
[DROSPIRENONE,
Headache (n/a - Not |ETHINYLESTRADIOL]
Recovered/Not (I - n/a - Unknown -
Resolved - ), [n/a - n/a - n/a])
Injection site reaction
(n/a - Not
Recovered/Not
Resolved - ),
Nausea (n/a - Not
Recovered/Not
Resolved - ),
Oropharyngeal pain
(n/a - Not
Recovered/Not
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 24/08/2021 | Spontaneous |Non European |Not 12-17 |Not Female |No Intermenstrual COMIRNATY Not reported ICSR
10009774478 Healthcare |Economic |available |Years |Specified bleeding (n/a - [TOZINAMERAN] (S -
Professional |Area Unknown -) COVID-19
immunisation - Not
applicable - [n/a -
n/a - n/a])
EU-EC- 24/08/2021 |Spontaneous | Non European |Not 12-17 |Adolescent Male No Localised oedema (n/a | COMIRNATY Not reported ICSR
10009774484 Healthcare |Economic |available |Years - Recovering/Resolving | [TOZINAMERAN] (S -
Professional |Area =) nfa-n/a-[nfa-n/a
- Intramuscular])
Pain in extremity (n/a
- Recovering/Resolving
-)
EU-EC- 24/08/2021 | Spontaneous | Non European |Not 12-17 |Adolescent |Female |No Epistaxis (8d - COMIRNATY Not reported ICSR
10009774795 Healthcare |Economic |available |Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area ) Immunisation - n/a -
[n/a - 1{DF} - n/al)
Haematoma (n/a -
Recovering/Resolving -
)
EU-EC- 24/08/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |[Female |No Cerebrovascular COMIRNATY Not reported ICSR
10009774864 Healthcare |Economic |available |Years accident (n/a - [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving - | Immunisation - n/a -
Caused/Prolonged [n/a - n/a - n/a])
Hospitalisation)
EU-EC- 24/08/2021 | Spontaneous |Non European |Not 12-17 |Adolescent |[Female |No Pancreatitis acute COMIRNATY Not reported ICSR
10009774996 Healthcare |Economic |available |Years (10d - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved - |COVID-19
Other Medically immunisation - Drug
Important Condition) |withdrawn - [1d -
1{DF} -
Intramuscular])
EU-EC- 24/08/2021 | Spontaneous |Healthcare |European |Not 12-17 |Adolescent |[Female |No Pyrexia (n/a - COMIRNATY Not reported ICSR
10009774999 Professional |Economic |available |Years Recovering/Resolving - |[TOZINAMERAN] (S -
Area Caused/Prolonged COvID-19
Hospitalisation), immunisation - Not
applicable - [n/a -
Urticaria (n/a - .3mL -
Recovering/Resolving - | Intramuscular])
Caused/Prolonged
Hospitalisation)
EU-EC- 24/08/2021 | Spontaneous |Healthcare |European |Not 12-17 |Adolescent |[Female |No Melaena (n/a - COMIRNATY Not reported ICSR
10009775038 Professional |Economic |available |Years Recovered/Resolved - |[TOZINAMERAN] (S -
Area Caused/Prolonged COVID-19
Hospitalisation) immunisation - Not
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applicable - [n/a -
n/a - Intramuscular])
EU-EC- 24/08/2021 |Spontaneous | Healthcare |European |Not 12-17 |Adolescent (Male No Immunisation reaction | COMIRNATY Not reported ICSR
10009775072 Professional |Economic |available |Years (1d - [TOZINAMERAN] (S -
Area Recovered/Resolved - |COVID-19
Caused/Prolonged immunisation - Drug
Hospitalisation) withdrawn - [n/a -
1{DF} -
Intramuscular])
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