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EV
Gateway
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Date
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Number

Report Type

Primary
Source
Qualification

Primary
Source
Country
for
Regulatory
Purposes

Literature
Reference

Patient
Age
Group

Patient
Age Group
(as per
reporter)

Patient
Sex

Parent
Child
Report

Reaction List PT
(Duration — Outcome
- Seriousness
Criteria)

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

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

ICSR
Form

EU-EC-
10010471972

28/10/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No

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

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

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

Not reported

EU-EC-
10010471990

28/10/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

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

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

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

Not reported

._.
192
Pl

EU-EC-
10010472773

28/10/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

Abdominal pain (n/a

Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

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

Blood pressure
decreased (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

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

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

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

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

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

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

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

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

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

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

Not reported

EU-EC-
10010472782

28/10/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

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

Not
available

12-17
Years

Not
Specified

Female

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

Dizziness (n/a -
Recovering/Resolving

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

Not reported
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- Caused/Prolonged
Hospitalisation),
Headache (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Vomiting (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 28/10/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |[Female |No Headache (n/a - COMIRNATY Not reported ICSR
10010473175 Healthcare |Economic |available |Years Unknown - ), [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
Lymphadenopathy [n/a - 1{DF} - n/a])
(n/a - Not
Recovered/Not
Resolved - ),
Paraesthesia (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Periorbital oedema
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 28/10/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Male No Fatigue (n/a - COMIRNATY Not reported ICSR
10010473606 Healthcare |Economic |available |Years Unknown - ), [TOZINAMERAN] (S -
Professional |Area n/a-n/a-[n/a-n/a
Nausea (n/a - - n/al)
Unknown - ),
Vomiting (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 28/10/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Menstrual disorder | COMIRNATY Not reported ICSR
10010473803 Healthcare |Economic |available |Years |Specified (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not COVID-19
Resolved - ), immunisation - Not
applicable - [n/a -
Menstruation delayed | 1{DF} - n/a])
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 28/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Not Female |No Menstrual disorder | COMIRNATY Not reported ICSR
10010473829 Professional |Economic |available |Years |Specified (n/a - Not [TOZINAMERAN] (S -
Area Recovered/Not COVID-19
Resolved - ), immunisation - Not
applicable - [n/a -
Menstruation 1{DF} - n/a])
irregular (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 28/10/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Amenorrhoea (n/a - |COMIRNATY Not reported ICSR
10010473830 Healthcare |Economic |available |Years |Specified Not Recovered/Not  |[TOZINAMERAN] (S -
Professional |Area Resolved - ), COvID-19
immunisation - Not
Injection site warmth |applicable - [n/a -
(n/a - Not 1{DF} - n/a])
Recovered/Not
Resolved - )
EU-EC- 28/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Application site COMIRNATY Not reported ICSR
10010474498 Professional |Economic |available |Years swelling (n/a - [TOZINAMERAN] (S -
Area Recovered/Resolved [n/a - n/a - [n/a-n/a
-) - Intramuscular])
Arthralgia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 28/10/2021 | Spontaneous |Non Non Not 12-17 |Not Female |No Abdominal pain (n/fa |TOZINAMERAN Not reported ICSR
10010474629 Healthcare |European |available |Years |Specified - Not Recovered/Not |[TOZINAMERAN] (S -
Professional |Economic Resolved - Other COVID-19
Area Medically Important |immunisation - Not
Condition), applicable - [1d - n/a
- n/a))
Vomiting (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 28/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Dermatitis allergic COMIRNATY Not reported ICSR
10010474662 Professional |European |available |Years |Specified (n/a- [TOZINAMERAN] (S -
Economic Recovering/Resolving | COVID-19
Area - Other Medically immunisation - Not
Important applicable - [1d - n/a
Condition), - Intramuscular])
Pruritus (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Rash (n/a -
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 28/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Feeling hot (n/a - COMIRNATY Not reported ICSR
10010474747 Professional |European |available |Years |Specified Unknown - [TOZINAMERAN] (S -
https://dap.ema.europa.eu/analytics/saw.dll?Go 2/68
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Economic Caused/Prolonged COVID-19
Area Hospitalisation), immunisation - Not
applicable - [n/a -
Hyperventilation (n/a [n/a - n/a])
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Palpitations (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),
Pruritus (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),
Rash (n/a - Unknown
- Caused/Prolonged
Hospitalisation)
EU-EC- 28/10/2021 | Spontaneous |Non Non Not 12-17 |Not Male No Vomiting (n/a - TOZINAMERAN FIASP [INSULIN ICSR
10010474759 Healthcare |European |available |Years |Specified Recovering/Resolving [[TOZINAMERAN] (S - |ASPART] (C - Type 1
Professional |Economic - Other Medically COvID-19 diabetes mellitus - n/a
Area Important Condition) |immunisation - Not |- [n/a - n/a - n/a])
applicable - [1d - n/a
- n/a])
EU-EC- 28/10/2021 |Spontaneous |Non Non Not 12-17 |Not Female |No Erythema (n/a - TOZINAMERAN Not reported ICSR
10010474767 Healthcare |European |available |Years |Specified Unknown - Other [TOZINAMERAN] (S -
Professional |Economic Medically Important |COVID-19
Area Condition), immunisation - Not
applicable - [1d - n/a
Feeling of body - n/a])
temperature change
(n/a - Unknown -
Other Medically
Important
Condition),
Iliness (n/a -
Unknown - Other
Medically Important
Condition),
Mass (n/a - Unknown
- Other Medically
Important
Condition),
Peripheral swelling
(3d-
Recovered/Resolved
- Other Medically
Important
Condition),
Somnolence (n/a -
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 28/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Bell's palsy (n/a - TOZINAMERAN Not reported ICSR
10010474769 Professional |European |available |Years |Specified Unknown - Other [TOZINAMERAN] (S -
Economic Medically Important |COVID-19
Area Condition) immunisation - Not
applicable - [1d - n/a
- n/a])
EU-EC- 28/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |[Female |No COVID-19 (9d - COMIRNATY COVID- |Not reported ICSR
10010474974 Professional |Economic |available |Years Recovering/Resolving | 19 MRNA VACCINE
Area ), (NUCLEOSIDE
MODIFIED)
Vaccination failure | CONCENTRATE FOR
(9d - DISPERSION FOR
Recovering/Resolving | INJECTION
- Other Medically [TOZINAMERAN] (S -
Important Condition) | Immunisation - Not
applicable - [n/a -
3mL -
Intramuscular])
EU-EC- 28/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10010475338 Professional |[Economic |available |Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a - n/a - [n/a-n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 28/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adult Female |No Fatigue (n/a - COMIRNATY Not reported ICSR
10010475620 Professional |Economic |available |Years Recovering/Resolving [[TOZINAMERAN] (S -
Area =) COvID-19
immunisation - Not
Headache (n/a - applicable - [n/a -
Recovering/Resolving | 1{DF} - n/a])
-
Intermenstrual
bleeding (n/a - Not
Recovered/Not
Resolved - ),
Nausea (2h -
Recovered/Resolved
-)
EU-EC- 28/10/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |[Female |No Syncope (n/a - COMIRNATY Not reported ICSR
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10010475630 Healthcare |Economic |available |Years Recovering/Resolving [[TOZINAMERAN] (S -
Professional |Area - COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 28/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Not Female |No Amenorrhoea (n/a - |COMIRNATY Not reported ICSR
10010475644 Professional |Economic |available |Years |Specified Not Recovered/Not  |[TOZINAMERAN] (S -
Area Resolved - ) COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 28/10/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Menstruation COMIRNATY Not reported ICSR
10010475686 Healthcare |Economic |available |Years irregular (n/a - Not  |[TOZINAMERAN] (S -
Professional |Area Recovered/Not COVID-19
Resolved - ) immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 28/10/2021 | Spontaneous |Non European |Not 12-17 |Not Male No Type 1 diabetes COMIRNATY Not reported ICSR
10010476200 Healthcare |Economic |available |Years |Specified mellitus (n/a - [TOZINAMERAN] (S -
Professional |Area Unknown - COVID-19
Caused/Prolonged immunisation - Not
Hospitalisation, applicable - [n/a -
Other Medically n/a - n/a))
Important
Condition),
Weight decreased
(n/a - Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 28/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Blood pressure COMIRNATY Not reported ICSR
10010476203 Professional |European |available |Years |Specified increased (n/a - [TOZINAMERAN] (S -
Economic Recovering/Resolving | COVID-19
Area =) immunisation - Not
applicable - [1d - n/a
Discomfort (n/a - - Intramuscular])
Recovering/Resolving
=)
Dizziness (n/a -
Recovering/Resolving
=)
Heart rate decreased
(n/a -
Recovering/Resolving
Nausea (n/a -
Recovering/Resolving
=)
Syncope (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Vomiting (n/a -
Recovering/Resolving
-)
EU-EC- 28/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Male No Chest pain (n/a - COMIRNATY Not reported ICSR
10010476484 Professional |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S -
Area - Caused/Prolonged |COVID-19
Hospitalisation) immunisation - n/a -
[n/a - 1{DF} -
Intramuscular])
EU-EC- 28/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Myocarditis (n/a - COMIRNATY Not reported ICSR
10010476493 Professional |Economic |available |Years Not Recovered/Not  [[TOZINAMERAN] (S -
Area Resolved - COVID-19
Caused/Prolonged immunisation - n/a -
Hospitalisation) [n/a - 1{DF} -
Intramuscular])
EU-EC- 28/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Child Female |No Amnesia (n/a - COMIRNATY Not reported ICSR
10010476508 Professional |Economic |available |Years Recovered/Resolved |[[TOZINAMERAN] (S -
Area - Other Medically COVID-19
Important immunisation - n/a -
Condition), [n/a - 1{DF} -
Intramuscular])
Generalised tonic-
clonic seizure (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),
Loss of
consciousness (n/a -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 28/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Male No Febrile convulsion COMIRNATY AERIUS 2.5 MG ICSR
10010476551 Professional |Economic |available |Years (n/a - [TOZINAMERAN] (S - |ORODISPERSIBLE
Area Recovered/Resolved |COVID-19 TABLETS
- Other Medically immunisation - Not  [[DESLORATADINE] (C
Important applicable - [1d - -n/a-nfa-),
Condition), 1{DF} -
Intramuscular]) [BUDESONIDE] (C -
Influenza like illness nfa-nfa-),
(n/a -
Recovered/Resolved [ESOMEPRAZOLE] (C -
- nfa-nfa-),
[FLUTICASONE
PROPIONATE,
https://dap.ema.europa.eu/analytics/saw.dlI?Go 4/68
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SALMETEROL] (C - n/a
-nfa-)
EU-EC- 28/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Dyspnoea exertional |COMIRNATY Not reported ICSR
10010476687 Professional |Economic |available |Years (5d - Not [TOZINAMERAN] (S -
Area Recovered/Not COvID-19
Resolved - ), immunisation - Not
applicable - [n/a -
Immunisation 1{DF} -
reaction (5d - Not Intramuscular])
Recovered/Not
Resolved - )
EU-EC- 28/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Abdominal pain (n/fa |COMIRNATY Not reported ICSR
10010476696 Professional |Economic |available |Years - Not Recovered/Not |[TOZINAMERAN] (S -
Area Resolved - ), COVID-19
immunisation - Not
Menstruation delayed |applicable - [1d -
(n/a - Not 1{DF} -
Recovered/Not Intramuscular])
Resolved - )
EU-EC- 28/10/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |[Female |No Amenorrhoea (n/a - |COMIRNATY Not reported ICSR
10010476707 Healthcare |Economic |available |Years Not Recovered/Not  |[TOZINAMERAN] (S -
Professional |Area Resolved - ) COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 28/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |[Female |No Anxiety (1d - COMIRNATY Not reported ICSR
10010476715 Professional |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S -
Area =) COVID-19
immunisation - Not
Tachycardia (1d - applicable - [1d -
Recovered/Resolved |1{DF} -
-) Intramuscular])
EU-EC- 28/10/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Dysmenorrhoea (0d - | COMIRNATY Not reported ICSR
10010476733 Healthcare |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) COVID-19
immunisation - Not
Heavy menstrual applicable - [n/a -
bleeding (0d - 1{DF} - n/al)
Recovered/Resolved
=)
Polymenorrhoea (0d
Recovered/Resolved
-)
EU-EC- 28/10/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Male No Epistaxis (n/a - COMIRNATY Not reported ICSR
10010476820 Healthcare |Economic |available |Years Recovering/Resolving | [TOZINAMERAN] (S -
Professional |Area - COVID-19
immunisation - Drug
withdrawn - [1d -
1{DF} -
Intramuscular])
EU-EC- 28/10/2021 | Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Auditory disorder COMIRNATY Not reported ICSR
10010476844 Healthcare |Economic |available |Years (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not COVvID-19
Resolved - ), immunisation - Drug
withdrawn - [1d -
Headache (n/a - Not |1{DF} -
Recovered/Not Intramuscular])
Resolved - ),
Pyrexia (n/a -
Recovered/Resolved
-)
EU-EC- 28/10/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Male No Herpes simplex (n/a |COMIRNATY Not reported ICSR
10010476935 Healthcare |Economic |available |Years - [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving | COVID-19
=) immunisation - Not
applicable - [1d -
Impetigo (n/a - 1{DF} -
Recovering/Resolving | Intramuscular])
-)
EU-EC- 28/10/2021 | Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Menstrual disorder | COMIRNATY Not reported ICSR
10010476978 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- 28/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |[Female |No Dyspnoea (6h - COMIRNATY Not reported ICSR
10010476985 Professional |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S -
Area -) COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 28/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Urticaria (1d - COMIRNATY Not reported ICSR
10010477013 Professional |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S -
Area -) COvID-19
immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 28/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Immunisation COMIRNATY Not reported ICSR
10010477072 Professional |Economic |available |Years reaction (3d - [TOZINAMERAN] (S -
Area Recovered/Resolved |COVID-19
-) immunisation - n/a -
[n/a - 1{DF} -
Intramuscular - More
in ICSR])
EU-EC- 28/10/2021 |Spontaneous |Non European |Not 12-17 |Adolescent Male No Immunisation COMIRNATY Not reported ICSR
10010477110 Healthcare |Economic |available |Years reaction (n/a - Not  |[TOZINAMERAN] (S -
Professional |Area Recovered/Not COVID-19
Resolved - ) immunisation - n/a -
https://dap.ema.europa.eu/analytics/saw.dlI?Go 5/68
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[n/a - 2{DF} -
Intramuscular])
EU-EC- 28/10/2021 | Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Menstruation delayed | COMIRNATY Not reported ICSR
10010477175 Healthcare |Economic |available |Years (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not COVID-19
Resolved - ) immunisation - Not
applicable - [1d -
2{DF} -
Intramuscular])
EU-EC- 28/10/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Amenorrhoea (n/a - |COMIRNATY Not reported ICSR
10010478130 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- 28/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Chest pain (n/a - TOZINAMERAN [COLCHICINE] (C - ICSR
10010478208 Professional |European |available |Years |Specified Recovering/Resolving | [TOZINAMERAN] (S - |Myocarditis - n/a -
Economic - Caused/Prolonged |COVID-19 [274d - n/a - n/a])
Area Hospitalisation, immunisation - Not
Other Medically applicable - [1d - n/a
Important - n/a])
Condition),
Influenza like iliness
(n/a - Unknown -
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),
Myocarditis (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),
Palpitations (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),
Testicular torsion
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 28/10/2021 |Spontaneous |Non Non Not 12-17 |Not Female |No Abdominal pain TOZINAMERAN Not reported ICSR
10010478246 Healthcare |European |available |Years |Specified upper (2d - [TOZINAMERAN] (S -
Professional |Economic Recovered/Resolved |COVID-19
Area - Other Medically immunisation - Not
Important applicable - [1d - n/a
Condition), - n/al)
Amenorrhoea (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Dizziness (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Heavy menstrual
bleeding (n/a -
Unknown - Other
Medically Important
Condition),
Menstruation
irregular (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Syncope (n/a -
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 28/10/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Cough (26d - Not COMIRNATY COVID- |[MONTELUKAST, ICSR
10010478417 Healthcare |Economic |available |Years Recovered/Not 19 MRNA VACCINE MONTELUKAST
Professional |Area Resolved - ), (NUCLEOSIDE SODIUM] (C - n/a -
MODIFIED) Not applicable - )
Headache (26d - Not | CONCENTRATE FOR
Recovered/Not DISPERSION FOR
Resolved - ), INJECTION
[TOZINAMERAN] (S -
Myalgia (26d - Immunisation - Not
Recovered/Resolved |applicable - [n/a -
-) 3mL -
Intramuscular])
Pyrexia (26d -
Recovered/Resolved
=)
Rhinitis (26d -
https://dap.ema.europa.eu/analytics/saw.dlI?Go 6/68
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Recovered/Resolved
EU-EC- 28/10/2021 | Spontaneous |Non European |Not 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY COMIRNATY ICSR
10010478700 Healthcare |Economic |available |Years Unknown - Other [TOZINAMERAN] (S - |[TOZINAMERAN] (C -
Professional |Area Medically Important |Immunisation - n/a - |Immunisation - n/a -
Condition), [n/a - 2{DF} - n/a]) |[n/a - 1{DF} - n/al)
Vaccination failure
(n/a - Unknown - )
EU-EC- 28/10/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Premenstrual pain COMIRNATY Not reported ICSR
10010478778 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- 28/10/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Discomfort (n/a - COMIRNATY [BECLOMETASONE ICSR
10010478851 Healthcare |Economic |available |Years |Specified Recovering/Resolving | [TOZINAMERAN] (S - |DIPROPIONATE] (C -
Professional |Area - Other Medically COVID-19 nfa-nfa-),
Important immunisation - Not
Condition), applicable - [n/a - [SALBUTAMOL,
n/a - n/al) SALBUTAMOL
Rash (n/a - MICRONIZED,
Recovering/Resolving SALBUTAMOL
- Other Medically SULFATE] (C - Asthma
Important -nfa-)
Condition),
Rash pruritic (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Skin warm (n/a -
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 28/10/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Amenorrhoea (n/a - |COMIRNATY Not reported ICSR
10010479159 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- 28/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10010479214 Professional |Economic |available |Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a - n/a-[n/a-n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 28/10/2021 | Spontaneous |Non European |Not 12-17 |Not Female |No Amenorrhoea (n/a - |COMIRNATY Not reported ICSR
10010479766 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- 28/10/2021 | Spontaneous |Healthcare |Non Not 12-17 |Not Male No Altered state of COMIRNATY Not reported ICSR
10010479968 Professional |European |available |Years |Specified consciousness (n/a - |[TOZINAMERAN] (S -
Economic Unknown - Other COVID-19
Area Medically Important |immunisation - Not
Condition), applicable - [n/a -
n/a - n/al)
Tachycardia (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 28/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10010480287 Professional |[Economic |available |Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 28/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |[Female |No Adverse reaction COMIRNATY Not reported ICSR
10010480432 Professional |Economic |available |Years (n/a - Unknown - ) |[TOZINAMERAN] (S -
Area COVID-19
immunisation - Not
applicable - [1d -
1{DF} - Unknown])
EU-EC- 28/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |[Female |No Angioedema (3d - COMIRNATY Not reported ICSR
10010480547 Professional |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S -
Area - Other Medically COVID-19
Important immunisation - Drug
Condition), withdrawn - [1d -
3mL -
Pruritus (3d - Intramuscular])
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 28/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Seizure (1d - COMIRNATY Not reported ICSR
10010480570 Professional |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S -
Area - Caused/Prolonged |COVID-19
Hospitalisation), immunisation - Drug
withdrawn - [1d -
Syncope (1d - 3mL -
Recovered/Resolved |Intramuscular])
- Caused/Prolonged
Hospitalisation)
EU-EC- 28/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10010480623 Professional |[Economic |available |Years Unknown - Other [TOZINAMERAN] (S -
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Area Medically Important [n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 28/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10010480637 Professional |Economic |available |Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a - n/a-[n/a-n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 28/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Chest pain (4d - COMIRNATY Not reported ICSR
10010480644 Professional |European |available |Years |Specified Recovered/Resolved |[[TOZINAMERAN] (S -
Economic -) COVID-19
Area immunisation - Not
Myocarditis (4d - applicable - [1d - n/a
Recovered/Resolved |- n/a])
- Other Medically
Important Condition)
EU-EC- 28/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Not Female |No Anaphylactic reaction |[TOZINAMERAN] (S - |Not reported ICSR
10010480982 Professional |Economic |available |Years |Specified (1d - n/a - Unknown - [n/a
Area Recovered/Resolved |- n/a - n/a])
- Other Medically
Important Condition)
EU-EC- 27/10/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Rash (n/a - Not COMIRNATY Not reported ICSR
10010454686 Healthcare |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ) COVID-19
immunisation - n/a -
[n/a - 1{DF} -
Intramuscular])
EU-EC- 27/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Not Male No Pruritus (2d - COMIRNATY Not reported ICSR
10010454695 Professional |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Area =) COVID-19
immunisation - n/a -
Urticaria (2d - [n/a - 1{DF} -
Recovered/Resolved |Intramuscular])
-)
EU-EC- 27/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Not Male No Headache (n/a - Not |COMIRNATY Not reported ICSR
10010454796 Professional |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN] (S -
Area Resolved - ), COvVID-19
immunisation - Not
Pallor (n/a - Not applicable - [n/a -
Recovered/Not 3mL -
Resolved - ), Intramuscular])
Pyrexia (n/a - Not
Recovered/Not
Resolved - ),
Vomiting (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 27/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Not Male No Asthenia (2d - COMIRNATY Not reported ICSR
10010454889 Professional |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Area -) COVID-19
immunisation - n/a -
Headache (2d - [n/a - n/a - n/a])
Recovered/Resolved
=)
Myalgia (2d -
Recovered/Resolved
=)
Nausea (2d -
Recovered/Resolved
=)
Pyrexia (2d -
Recovered/Resolved
-)
EU-EC- 27/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Not Male No Chest pain (3d - COMIRNATY Not reported ICSR
10010454895 Professional |Economic |available |Years |Specified Recovered/Resolved |[[TOZINAMERAN] (S -
Area -) COvID-19
immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 27/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Not Female |No Pain in extremity COMIRNATY Not reported ICSR
10010454907 Professional |Economic |available |Years |Specified (n/a - [TOZINAMERAN] (S -
Area Recovered/Resolved |COVID-19
-) immunisation - n/a -
[n/a-n/a-
Intramuscular])
EU-EC- 27/10/2021 |Spontaneous |Non European |Not 12-17 |Not Male No Headache (n/a - COMIRNATY Not reported ICSR
10010454972 Healthcare |Economic |available |Years |Specified Recovered/Resolved |[[TOZINAMERAN] (S -
Professional |Area =) COVID-19
immunisation - Not
Injection site pain applicable - [n/a -
(n/a- 1{DF} -
Recovered/Resolved | Intramuscular])
=)
Syncope (n/a -
Recovered/Resolved
-)
EU-EC- 27/10/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Injection site pain COMIRNATY Not reported ICSR
10010454974 Healthcare |Economic |available |Years |Specified (nfa- [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |COVID-19
-) immunisation - Not
applicable - [n/a -
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1{DF} -
Intramuscular])
EU-EC- 27/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Not Female |No Tremor (n/a - Not COMIRNATY Not reported ICSR
10010455132 Professional |[Economic |available |Years |Specified Recovered/Not [TOZINAMERAN] (S -
Area Resolved - ) COVID-19
immunisation - n/a -
[n/a - 1{DF} -
Intramuscular])
EU-EC- 27/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10010455232 Professional |Economic |available |Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important [n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 27/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Discomfort (n/a - COMIRNATY Not reported ICSR
10010455331 Professional |European |available |Years |Specified Unknown - [TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d -
Dizziness (n/a - 3mL -
Unknown - Intramuscular])
Caused/Prolonged
Hospitalisation),
Dyspnoea (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),
Hypoaesthesia (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),
Muscular weakness
(n/a - Unknown -
Caused/Prolonged
Hospitalisation),
Palpitations (n/a -
Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 27/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Abdominal pain (n/a |COMIRNATY Not reported ICSR
10010455343 Professional |European |available |Years |Specified - Unknown - [TOZINAMERAN] (S -
Economic Caused/Prolonged  |COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d - n/a
Asthenia (n/a - - n/a])
Unknown -
Caused/Prolonged
Hospitalisation),
Chest pain (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),
Chills (n/a -
Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 27/10/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Acarodermatitis (n/a |COMIRNATY Not reported ICSR
10010456370 Healthcare |Economic |available |Years - Not Recovered/Not |[TOZINAMERAN] (S -
Professional |Area Resolved - ) n/a-nfa-[1d-n/a-
n/al)
EU-EC- 27/10/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Dysmenorrhoea (n/a |COMIRNATY Not reported ICSR
10010456654 Healthcare |Economic |available |Years |Specified - Not Recovered/Not |[TOZINAMERAN] (S -
Professional |Area Resolved - ) Immunisation - n/a -
[n/a-n/a-
Intramuscular])
EU-EC- 27/10/2021 |Spontaneous |Non European |Not 12-17 |Not Male No Petechiae (n/a - COMIRNATY Not reported ICSR
10010456678 Healthcare |Economic |available |Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a -
[n/a-n/a-
Skin haemorrhage Intramuscular])
(n/a -
Recovering/Resolving
-)
EU-EC- 27/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Chest discomfort COMIRNATY Not reported ICSR
10010456744 Professional |European |available |Years |Specified (n/a - [TOZINAMERAN] (S -
Economic Recovering/Resolving | COVID-19
Area - Other Medically immunisation - Not
Important applicable - [1d - n/a
Condition), - Unknown])
Chest pain (n/a -
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 27/10/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Male No Facial paralysis (12d |COMIRNATY Not reported ICSR
10010457185 Healthcare |Economic |available |Years - [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving | Immunisation - n/a -
- Caused/Prolonged |[n/a - 1{DF} - n/a])
Hospitalisation)
EU-EC- 27/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Male No Myocarditis (n/a - COMIRNATY Not reported ICSR
10010457205 Professional |Economic |available |Years Not Recovered/Not  [[TOZINAMERAN] (S -
Area Resolved - Immunisation - n/a -
Caused/Prolonged [n/a - n/a - n/a])
Hospitalisation),
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Troponin increased
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 27/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Not Male No Abdominal pain (n/a |COMIRNATY Not reported ICSR
10010457461 Professional |Economic |available |Years |Specified - Unknown - Other  |[TOZINAMERAN] (S -
Area Medically Important |n/a - n/a - [n/a - n/a
Condition) - n/a])
EU-EC- 27/10/2021 | Spontaneous |Non European |Not 12-17 |Not Male No Ageusia (n/a - COMIRNATY Not reported ICSR
10010457495 Healthcare |Economic |available |Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area - Disabling), n/a-n/a-[n/fa-n/a
- n/aj)
Malaise (7d -
Recovered/Resolved
- Disabling),
Pyrexia (7d -
Recovered/Resolved
- Disabling)
EU-EC- 27/10/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Chest pain (n/a - COMIRNATY Not reported ICSR
10010457757 Healthcare |Economic |available |Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a -
[n/a-n/a-
Dyspnoea (n/a - Intramuscular])
Unknown - )
EU-EC- 27/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Not Male No Disturbance in COMIRNATY Not reported ICSR
10010457842 Professional |Economic |available |Years |Specified attention (3d - [TOZINAMERAN] (S -
Area Recovering/Resolving | COVID-19
=) immunisation - Not
applicable - [n/a -
Fatigue (3d - n/a - n/al)
Recovering/Resolving
Headache (3d -
Recovering/Resolving
-)
EU-EC- 27/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Syncope (n/a - COMIRNATY Not reported ICSR
10010458083 Professional |European |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Economic - Other Medically COVID-19
Area Important Condition) |immunisation - Not
applicable - [n/a -
n/a - n/a))
EU-EC- 27/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Pruritus (n/a - COMIRNATY Not reported ICSR
10010458089 Professional |European |available |Years |Specified Recovering/Resolving | [TOZINAMERAN] (S -
Economic - Other Medically COVID-19
Area Important immunisation - Not
Condition), applicable - [1d -
.3mL -
Rash (n/a - Intramuscular])
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 27/10/2021 | Spontaneous |Healthcare |Non Not 12-17 |Not Male No Dizziness (n/a - COMIRNATY Not reported ICSR
10010458098 Professional |European |available |Years |Specified Unknown - [TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d - n/a
Headache (n/a - - Intramuscular])
Unknown -
Caused/Prolonged
Hospitalisation),
Nausea (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),
Respiration abnormal
(n/a - Unknown -
Caused/Prolonged
Hospitalisation),
Vomiting (n/a -
Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 27/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Fear of injection (n/a | COMIRNATY Not reported ICSR
10010458109 Professional |European |available |Years |Specified - Unknown - [TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d -
Hypoaesthesia (n/a - |.3mL -
Unknown - Intramuscular])
Caused/Prolonged
Hospitalisation),
Muscular weakness
(n/a - Unknown -
Caused/Prolonged
Hospitalisation),
Peripheral coldness
(n/a - Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 27/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Chest discomfort COMIRNATY Not reported ICSR
10010458145 Professional |European |available |Years |Specified (n/a - Unknown - [TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d - n/a
Chest pain (n/a - - Intramuscular])
Unknown -
https://dap.ema.europa.eu/analytics/saw.dlI?Go 10/68



30.11.2022 11.42

Run Line Listing Report

Caused/Prolonged
Hospitalisation),
Decreased activity
(n/a - Unknown - ),
Decreased appetite
(n/a - Unknown -
Caused/Prolonged
Hospitalisation),
Dehydration (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),
Hypophagia (n/a -
Unknown - ),
Insomnia (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),
Pharyngitis (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),
Pyrexia (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),
Sleep disorder (n/a -
Unknown - ),
Urine output
decreased (n/a -
Unknown - )
EU-EC- 27/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Back pain (n/a - COMIRNATY Not reported ICSR
10010458153 Professional |European |available |Years |Specified Unknown - [TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d - n/a
Chest pain (n/a - - n/a])
Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 27/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Asthenia (n/a - COMIRNATY Not reported ICSR
10010458163 Professional |European |available |Years |Specified Unknown - Other [TOZINAMERAN] (S -
Economic Medically Important |COVID-19
Area Condition), immunisation - Not
applicable - [n/a -
Decreased appetite  |n/a - Unknown])
(n/a - Unknown - )
EU-EC- 27/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Facial paralysis (n/a - | COMIRNATY Not reported ICSR
10010458175 Professional |European |available |Years |Specified Unknown - [TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation) immunisation - Not
applicable - [1d - n/a
- Unknown])
EU-EC- 27/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Contusion (n/a - COMIRNATY Not reported ICSR
10010458178 Professional |European |available |Years |Specified Recovered/Resolved |[[TOZINAMERAN] (S -
Economic - Other Medically COVID-19
Area Important immunisation - Not
Condition), applicable - [n/a -
n/a - n/a])
Fall (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),
Loss of
consciousness (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),
Presyncope (n/a -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 27/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Dizziness (n/a - COMIRNATY Not reported ICSR
10010458206 Professional |European |available |Years |Specified Unknown - ), [TOZINAMERAN] (S -
Economic COVID-19
Area Headache (n/a - immunisation - Not
Unknown - ), applicable - [1d - n/a
- Unknown])
Syncope (n/a -
Unknown - Other
Medically Important
Condition),
Vision blurred (n/a -
Unknown - )
EU-EC- 27/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Dizziness (n/a - COMIRNATY Not reported ICSR
10010458229 Professional |European |available |Years |Specified Recovering/Resolving [[TOZINAMERAN] (S -
Economic - Caused/Prolonged |COVID-19
Area Hospitalisation) immunisation - Not
applicable - [1d -
.3mL - Unknown])
EU-EC- 27/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Chest discomfort TOZINAMERAN Not reported ICSR
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10010458252 Professional |European |available |Years |Specified (n/a - [TOZINAMERAN] (S -
Economic Recovered/Resolved |COVID-19
Area - Other Medically immunisation - Not
Important Condition) |applicable - [n/a -
n/a - Intramuscular])
EU-EC- 27/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Chest discomfort COMIRNATY Not reported ICSR
10010458255 Professional |European |available |Years |Specified (n/a - Unknown - [TOZINAMERAN] (S -
Economic Other Medically COVID-19
Area Important immunisation - Not
Condition), applicable - [1d -
.3mL -
Dizziness (n/a - Intramuscular])
Unknown - Other
Medically Important
Condition),
Headache (n/a -
Unknown - Other
Medically Important
Condition),
Nausea (n/a -
Unknown - Other
Medically Important
Condition),
Respiration abnormal
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 27/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Female |[No Chest discomfort COMIRNATY Not reported ICSR
10010458278 Professional |European |available |Years |Specified (n/a - Unknown - ), |[TOZINAMERAN] (S -
Economic COVID-19
Area Chest pain (n/a - immunisation - Not
Unknown - ), applicable - [1d -
3mL -
Dizziness (n/a - Intramuscular])
Unknown - ),
Dyspnoea (n/a -
Unknown - ),
Syncope (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 27/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Hyperventilation (n/a [ COMIRNATY Not reported ICSR
10010458311 Professional |European |available |Years |Specified - [TOZINAMERAN] (S -
Economic Recovering/Resolving | COVID-19
Area - Caused/Prolonged |immunisation - Not
Hospitalisation), applicable - [1d - n/a
- n/aj)
Hypoaesthesia (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Stress (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 27/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Heart rate increased | TOZINAMERAN [ASCORBIC ACID] (C - |ICSR
10010458371 Professional |European |available |Years |Specified (n/a - [TOZINAMERAN] (S - |n/a-n/a-[n/a-n/a-
Economic Recovering/Resolving |COVID-19 n/al),
Area - Other Medically immunisation - Not
Important applicable - [1d - n/a |[ROSEHIP SEED OIL]
Condition), - n/a]) (C-n/a-nfa-[n/a-
n/a - n/al),
Inappropriate
schedule of product [TAZAROTENE] (C -
administration (n/a - Acne - n/a - [n/a-n/a
Unknown - ), - n/al)
Rash papular (n/a -
Recovering/Resolving
-)
EU-EC- 27/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Dizziness (n/a - COMIRNATY Not reported ICSR
10010458391 Professional |European |available |Years |Specified Unknown - ), [TOZINAMERAN] (S -
Economic COVvID-19
Area Nausea (n/a - immunisation - Not
Unknown - ), applicable - [1d - n/a
- Unknown])
Syncope (n/a -
Unknown - Other
Medically Important
Condition),
Vomiting (n/a -
Unknown - )
EU-EC- 27/10/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Angina pectoris (n/a |COMIRNATY Not reported ICSR
10010458393 Healthcare |Economic |available |Years |Specified - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |COVID-19
- Other Medically immunisation - Not
Important applicable - [1d - n/a
Condition), - n/al)
Nausea (n/a -
Recovered/Resolved
=)
Pyrexia (n/a -
Recovered/Resolved
-)
EU-EC- 27/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Chest discomfort COMIRNATY Not reported ICSR
10010458448 Professional |European |available |Years |Specified (n/a - Unknown - [TOZINAMERAN] (S -
https://dap.ema.europa.eu/analytics/saw.dlI?Go 12/68
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Economic Caused/Prolonged COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d - n/a
Dyspnoea (n/a - - Intramuscular])
Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 27/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Not Male No Pleural effusion (n/a |COMIRNATY Not reported ICSR
10010458697 Professional |Economic |available |Years |Specified - Not Recovered/Not |[TOZINAMERAN] (S -
Area Resolved - Other n/a-nf/a-[n/a-n/a
Medically Important |- n/a])
Condition)
EU-EC- 27/10/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Amenorrhoea (n/a - |COMIRNATY Not reported ICSR
10010458970 Healthcare |Economic |available |Years |Specified Not 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 - ),
Headache (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 27/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Not Female |No Facial paralysis (n/a - | COMIRNATY Not reported ICSR
10010458984 Professional |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Area - Caused/Prolonged |COVID-19
Hospitalisation), immunisation - Not
applicable - [n/a -
Headache (n/a - n/a - n/al)
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Nausea (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Paraesthesia (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)
EU-EC- 27/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Not Male No C-reactive protein COMIRNATY REMICADE ICSR
10010459058 Professional |Economic |available |Years |Specified increased (n/a - [TOZINAMERAN] (S - |[INFLIXIMAB] (C - n/a
Area Unknown - Life COVID-19 -nf/a-[n/a-n/a-
Threatening, Other |immunisation - n/a - |Intravenous (not
Medically Important |[n/a - 1{DF} - n/a]) |otherwise specified)])
Condition)
EU-EC- 27/10/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |[Female |No Heavy menstrual COMIRNATY Not reported ICSR
10010459097 Healthcare |Economic |available |Years bleeding (n/a - Not |[TOZINAMERAN] (S -
Professional |Area Recovered/Not n/a-n/a-[n/a-n/a
Resolved - ) - n/al)
EU-EC- 27/10/2021 | Spontaneous |Non European |Not 12-17 |Adolescent Male No Abdominal operation |COMIRNATY Not reported ICSR
10010459236 Healthcare |Economic |available |Years (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not Immunisation - n/a -
Resolved - [n/a - 1{DF} - n/a])
Caused/Prolonged
Hospitalisation),
Appendicitis (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Disabling)
EU-EC- 27/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Pericarditis (n/a - COMIRNATY Not reported ICSR
10010459389 Professional |European |available |Years |Specified Recovering/Resolving [[TOZINAMERAN] (S -
Economic - Other Medically COVID-19
Area Important Condition) |immunisation - Not
applicable - [n/a -
n/a - n/al)
EU-EC- 27/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Rash (n/a - Unknown | COMIRNATY Not reported ICSR
10010459392 Professional |European |available |Years |Specified - Other Medically [TOZINAMERAN] (S -
Economic Important COVID-19
Area Condition), immunisation - Not
applicable - [n/a -
Skin plaque (n/a - n/a - Intramuscular])
Unknown - )
EU-EC- 27/10/2021 | Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Pericarditis (n/a - COMIRNATY Not reported ICSR
10010459406 Professional |European |available |Years |Specified Not Recovered/Not  [[TOZINAMERAN] (S -
Economic Resolved - Other COVID-19
Area Medically Important |immunisation - Not
Condition) applicable - [n/a -
n/a - n/al)
EU-EC- 27/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Appendicitis (n/a - COMIRNATY Not reported ICSR
10010459409 Professional |European |available |Years |Specified Not Recovered/Not  |[TOZINAMERAN] (S -
Economic Resolved - Other COVID-19
Area Medically Important |immunisation - Not
Condition) applicable - [n/a -
n/a - n/a])
EU-EC- 27/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Syncope (n/a - COMIRNATY Not reported ICSR
10010459868 Professional |European |available |Years |Specified Unknown - [TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation, immunisation - Not
Other Medically applicable - [1d - n/a
Important Condition) |- Intramuscular])
EU-EC- 27/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |[Female |No Chest pain (2h - COMIRNATY Not reported ICSR
10010460009 Professional |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S -
Area =) COVID-19
immunisation - Not
Cough (2h - applicable - [n/a -
Recovered/Resolved |1{DF} - n/a])
=)
https://dap.ema.europa.eu/analytics/saw.dlI?Go 13/68
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Dyspnoea (2h -
Recovered/Resolved
=)
Palpitations (2h -
Recovered/Resolved
-)
EU-EC- 27/10/2021 |Spontaneous |Non European |Not 12-17 |Not Male No Dyskinesia (2h - COMIRNATY Not reported ICSR
10010460122 Healthcare |Economic |available |Years |Specified Recovered/Resolved |[[TOZINAMERAN] (S -
Professional |Area -) COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 27/10/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |[Female |No Heavy menstrual COMIRNATY Not reported ICSR
10010460170 Healthcare |Economic |available |Years bleeding (n/a - Not |[TOZINAMERAN] (S -
Professional |Area Recovered/Not COVID-19
Resolved - ), immunisation - Not
applicable - [n/a -
Polymenorrhoea (n/a | 1{DF} - n/a])
- Not Recovered/Not
Resolved - )
EU-EC- 27/10/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Amenorrhoea (n/a - |COMIRNATY Not reported ICSR
10010460186 Healthcare |Economic |available |Years |Specified Not Recovered/Not  |[TOZINAMERAN] (S -
Professional |Area Resolved - ), COvID-19
immunisation - Not
Chills (1d - applicable - [n/a -
Recovered/Resolved |1{DF} - n/a])
=)
Fatigue (0d -
Recovered/Resolved
=)
Headache (1d -
Recovered/Resolved
=)
Malaise (3d -
Recovered/Resolved
-
Myalgia (2d -
Recovered/Resolved
=)
Nausea (1d -
Recovered/Resolved
=)
Pyrexia (1d -
Recovered/Resolved
-)
EU-EC- 27/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10010461044 Professional |Economic |available |Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a - n/a-[n/a-n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 27/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Arrhythmia (n/a - COMIRNATY Not reported ICSR
10010461117 Professional |European |available |Years |Specified Unknown - [TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d - n/a
Chest discomfort - Intramuscular])
(n/a - Unknown -
Caused/Prolonged
Hospitalisation),
Depressed mood
(n/a - Unknown -
Caused/Prolonged
Hospitalisation),
Dyspnoea (n/a -
Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 27/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Chest discomfort (2d | COMIRNATY Not reported ICSR
10010461131 Professional |European |available |Years |Specified - [TOZINAMERAN] (S -
Economic Recovered/Resolved |COVID-19
Area - Caused/Prolonged |immunisation - Not
Hospitalisation) applicable - [1d - n/a
- Unknown])
EU-EC- 27/10/2021 | Spontaneous |Healthcare |Non Not 12-17 |Not Male No Chest discomfort COMIRNATY Not reported ICSR
10010461182 Professional |European |available |Years |Specified (n/a - Unknown - [TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation) immunisation - Not
applicable - [1d - n/a
- Unknown])
EU-EC- 27/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Chest pain (n/a - COMIRNATY Not reported ICSR
10010461185 Professional |European |available |Years |Specified Unknown - [TOZINAMERAN] (S -
Economic Caused/Prolonged COvID-19
Area Hospitalisation), immunisation - Not
applicable - [1d -
Hyperhidrosis (n/a - |.5mL -
Unknown - ), Intramuscular])
Myocarditis (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),
https://dap.ema.europa.eu/analytics/saw.dlI?Go 14/68
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Overdose (n/a -
Unknown - ),
Somnolence (n/a -
Unknown - )
EU-EC- 27/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Chest discomfort COMIRNATY Not reported ICSR
10010461246 Professional |European |available |Years |Specified (n/a - [TOZINAMERAN] (S -
Economic Recovering/Resolving | COVID-19
Area - Caused/Prolonged |immunisation - Not
Hospitalisation), applicable - [1d - n/a
- Unknown])
Chest pain (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Dizziness (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Dyspnoea (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Hypertension (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 27/10/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Dizziness (n/a - COMIRNATY Not reported ICSR
10010461299 Healthcare |Economic |available |Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area -) Immunisation - n/a -
[n/a-n/a-
Epistaxis (n/a - Intramuscular])
Recovering/Resolving
=)
Eye pain (n/a -
Recovering/Resolving
=)
Headache (n/a -
Recovering/Resolving
EU-EC- 27/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Not Female |No Menstruation delayed | COMIRNATY Not reported ICSR
10010461316 Professional |[Economic |available |Years |Specified (n/a - Unknown - ) |[TOZINAMERAN] (S -
Area Immunisation - n/a -
[n/a-n/a-
Intramuscular])
EU-EC- 27/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Male No Vasculitis (n/a - COMIRNATY Not reported ICSR
10010461439 Professional |Economic |available |Years Unknown - [TOZINAMERAN] (S -
Area Caused/Prolonged Immunisation - n/a -
Hospitalisation) [n/a - 1{DF} - n/a])
EU-EC- 27/10/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Male No Myocarditis (n/a - COMIRNATY Not reported ICSR
10010461455 Healthcare |Economic |available |Years Unknown - [TOZINAMERAN] (S -
Professional |Area Caused/Prolonged Immunisation - n/a -
Hospitalisation) [n/a - 2{DF} - n/a])
EU-EC- 27/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Male No Headache (n/a - COMIRNATY Not reported ICSR
10010461698 Professional |Economic |available |Years Recovered/Resolved |[[TOZINAMERAN] (S -
Area -) n/a-n/a-[n/a-n/a
- n/a])
EU-EC- 27/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10010461704 Professional |Economic |available |Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 27/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Dizziness (n/a - COMIRNATY Not reported ICSR
10010461975 Professional |European |available |Years |[Specified Unknown - [TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d -
Halo vision (n/a - 3mL -
Unknown - Intramuscular])
Caused/Prolonged
Hospitalisation),
Vomiting (n/a -
Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 27/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Anaphylactic shock  |COMIRNATY Not reported ICSR
10010461985 Professional |European |available |Years |Specified (n/a - [TOZINAMERAN] (S -
Economic Recovered/Resolved |COVID-19
Area - Life Threatening, immunisation - Not
Other Medically applicable - [1d - n/a
Important - Intramuscular])
Condition),
Cold sweat (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),
Cyanosis (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),
https://dap.ema.europa.eu/analytics/saw.dlI?Go 15/68
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Hypotension (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),

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

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

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

Radial pulse
abnormal (0d -
Recovered/Resolved
- Other Medically
Important
Condition),

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

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

EU-EC-
10010462047

27/10/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

Intermenstrual
bleeding (n/a - Not
Recovered/Not
Resolved - ),

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

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

ANTICONCEPTIEPIL
[NOT AVAILABLE] (C -
n/a-n/a-[n/a-n/a-

n/a])

._.
(9]
P

EU-EC-
10010462187

27/10/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

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

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

- n/a])

Not reported

—
(2]
0

EU-EC-
10010462205

27/10/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

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

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

Not reported

—
(2]
Q0

EU-EC-
10010462242

27/10/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

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

Feeling cold (n/a -
Recovered/Resolved

=)

Hypotension (n/a -
Recovered/Resolved
=)

Nausea (n/a -
Recovered/Resolved
=)

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

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

Not reported

—
(]
|0

EU-EC-
10010462859

27/10/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

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

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

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

Not reported

EU-EC-
10010462896

27/10/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

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

Not
available

12-17
Years

Not
Specified

Female

Arthralgia (n/a -
Recovering/Resolving

-

Limb discomfort (n/a

Recovering/Resolving

1

Myalgia (n/a -
Recovering/Resolving

-

Rash (n/a -
Recovering/Resolving

-

Vasodilatation (n/a -

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

Not reported

16/68
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Recovering/Resolving
EU-EC- 27/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Myasthenia gravis COMIRNATY Not reported ICSR
10010462973 Professional |Economic |available |Years (n/a - Not [TOZINAMERAN] (S -
Area Recovered/Not COvID-19
Resolved - Other immunisation - Not
Medically Important |applicable - [n/a -
Condition) 1{DF} -
Intramuscular])
EU-EC- 27/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Male No Myocarditis (n/a - COMIRNATY Not reported ICSR
10010463005 Professional |Economic |available |Years Recovering/Resolving | [TOZINAMERAN] (S -
Area - Caused/Prolonged |COVID-19
Hospitalisation) immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 27/10/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Male No Chest pain (n/a - COMIRNATY Not reported ICSR
10010463017 Healthcare |Economic |available |Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area - Other Medically COVID-19
Important immunisation - n/a -
Condition), [1d - .3mL -
Intramuscular])
Vaccination site pain
(n/a -
Recovered/Resolved
EU-EC- 27/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Pericarditis (n/a - COMIRNATY Not reported ICSR
10010463076 Professional |Economic |available |Years Not Recovered/Not  |[TOZINAMERAN] (S -
Area Resolved - COVID-19
Caused/Prolonged immunisation - Not
Hospitalisation) applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 27/10/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Immunisation COMIRNATY Not reported ICSR
10010463227 Healthcare |Economic |available |Years reaction (n/a - [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving | COVID-19
-) immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 27/10/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Male No Immunisation COMIRNATY [ACETYLSALICYLIC ICSR
10010463228 Healthcare |Economic |available |Years reaction (5d - [TOZINAMERAN] (S - |ACID] (C-n/a-n/a -
Professional |Area Recovered/Resolved |COVID-19 [n/a - n/a - n/a])
-) immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 27/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |[Female |No Urticaria (n/a - COMIRNATY Not reported ICSR
10010463230 Professional |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S -
Area -) COVID-19
immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 27/10/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Male No Immunisation COMIRNATY Not reported ICSR
10010463231 Healthcare |Economic |available |Years reaction (n/a - [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving | COVID-19
-) immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 27/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Male No Eczema nummular  |COMIRNATY Not reported ICSR
10010463257 Professional |Economic |available |Years (n/a - Not [TOZINAMERAN] (S -
Area Recovered/Not COVID-19
Resolved - ) immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 27/10/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Male No Epilepsy (1d - COMIRNATY KEPPRA 100 MG/ML ICSR
10010463369 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S - |ORAL SOLUTION
Professional |Area -) COvVID-19 [LEVETIRACETAM] (C -
immunisation - Not | Epilepsy - Dose not
applicable - [1d - changed - [n/a - n/a -
1{DF} - Oral]),
Intramuscular])
[AMITRIPTYLINE] (C -
Product used for
unknown indication -
Dose not changed -
[n/a - n/a - Oral]),
[CLOBAZAM] (C -
Product used for
unknown indication -
Dose not changed -
[n/a - n/a - Oral]),
[LOXAPINE, LOXAPINE
SUCCINATE] (C -
Product used for
unknown indication -
Dose not changed -
[n/a - n/a - Oral])
EU-EC- 27/10/2021 | Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Immunisation COMIRNATY Not reported ICSR
10010463463 Healthcare |Economic |available |Years reaction (n/a - Not  |[TOZINAMERAN] (S -
Professional |Area Recovered/Not COVID-19
Resolved - ) immunisation - n/a -
[n/a - 2{DF} -
Intramuscular])
EU-EC- 27/10/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |[Female |No Immunisation COMIRNATY Not reported ICSR
10010463465 Healthcare |Economic |available |Years reaction (n/a - Not  |[TOZINAMERAN] (S -
Professional |Area Recovered/Not COVID-19
Resolved - ) immunisation - n/a -
https://dap.ema.europa.eu/analytics/saw.dlI?Go 17/68
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[n/a - 2{DF} -
Intramuscular])
EU-EC- 27/10/2021 | Spontaneous |Non European |Not 12-17 |Adolescent |Male No Immunisation COMIRNATY Not reported ICSR
10010463476 Healthcare |Economic |available |Years reaction (2h - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |COVID-19
-) immunisation - n/a -
[n/a-n/a-
Intramuscular])
EU-EC- 27/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Not Female |No Rash vesicular (n/a - |COMIRNATY Not reported ICSR
10010463483 Professional |Economic |available |Years |Specified Not Recovered/Not  |[TOZINAMERAN] (S -
Area Resolved - ) COVID-19
immunisation - Drug
withdrawn - [1d -
3mL -
Intramuscular]),
[SERTRALINE
HYDROCHLORIDE] (S
- Mixed anxiety and
depressive disorder -
Dose not changed -
[n/a - 25mg - Oral])
EU-EC- 27/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Genital herpes (2wk |COMIRNATY Not reported ICSR
10010463508 Professional |Economic |available |Years - [TOZINAMERAN] (S -
Area Recovering/Resolving | COVID-19
- immunisation - n/a -
[1d - 1{DF} -
Intramuscular])
EU-EC- 27/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |[Female |No Urticaria (48h - Not |COMIRNATY Not reported ICSR
10010463521 Professional |Economic |available |Years Recovered/Not [TOZINAMERAN] (S -
Area Resolved - ) COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 27/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Anaphylactic reaction [COMIRNATY Not reported ICSR
10010463822 Professional |European |available |Years |Specified (560min - [TOZINAMERAN] (S -
Economic Recovered/Resolved |COVID-19
Area - Caused/Prolonged |immunisation - Not
Hospitalisation, applicable - [n/a -
Other Medically n/a - Intramuscular])
Important
Condition),
Depressed level of
consciousness
(560min -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),
Malaise (560min -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Oropharyngeal
discomfort (560min -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)
EU-EC- 27/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Hypoaesthesia (5h - |COMIRNATY Not reported ICSR
10010463825 Professional |European |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Economic - Caused/Prolonged |COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d -
Muscular weakness  |.3mL -
(5h - Intramuscular])
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)
EU-EC- 27/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Disease recurrence  |COMIRNATY Not reported ICSR
10010463830 Professional |European |available |Years |Specified (0d - [TOZINAMERAN] (S -
Economic Recovered/Resolved |COVID-19
Area - Other Medically immunisation - Not
Important applicable - [n/a -
Condition), n/a - n/a])
Malaise (0d -
Recovered/Resolved
- Other Medically
Important
Condition),
Oxygen saturation
decreased (0d -
Recovered/Resolved
- Other Medically
Important
Condition),
Pallor (0d -
Recovered/Resolved
- Other Medically
Important
Condition),
Presyncope (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),
https://dap.ema.europa.eu/analytics/saw.dlI?Go 18/68
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Visual field defect
(0d -
Recovered/Resolved
- Other Medically
Important Condition)

EU-EC-
10010463835

27/10/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

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

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

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

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

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

Not reported

EU-EC-
10010463858

27/10/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

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

Not
available

12-17
Years

Not
Specified

Female

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

Condition aggravated
(n/a - Unknown - ),

Depressed mood
(n/a - Unknown - ),

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

Dysgraphia (n/a -
Unknown - ),

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

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

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

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

Feeling abnormal
(n/a - Unknown - ),

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

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

Malaise (n/a -
Unknown - ),

Migraine (n/a -
Unknown - ),

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

Muscle twitching
(n/a - Unknown -
Caused/Prolonged
Hospitalisation),

Musculoskeletal
stiffness (n/a -
Unknown - ),

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

Pain (n/a - Unknown

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

Not reported

19/68



30.11.2022 11.42

Run Line Listing Report

- Caused/Prolonged
Hospitalisation),

Psychogenic
movement disorder
(n/a - Unknown - ),

Reading disorder
(n/a - Unknown - ),

Somnolence (n/a -
Unknown - ),

Strabismus (n/a -
Unknown - ),

Tic (n/a - Unknown -

)

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

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

EU-EC-
10010463869

27/10/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

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

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

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

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

Not reported

EU-EC-
10010463977

27/10/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

No

Hypersensitivity (n/a

Recovering/Resolving
- Caused/Prolonged
Hospitalisation)

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

Not reported

._.
(9]
Pl

EU-EC-
10010464066

27/10/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

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

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

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

Not reported

—
(2]
vl

EU-EC-
10010464326

27/10/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adult

Female

No

Chest pain (1d -
Recovered/Resolved

=)

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

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

Not reported

—
(2
|0

EU-EC-
10010464356

27/10/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

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

Not
available

12-17
Years

Adolescent

Female

No

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

Body temperature
increased (1d -
Recovered/Resolved

-

Headache (2d -
Recovered/Resolved

-

Injection site
inflammation (3d -
Recovered/Resolved

=)

Injection site pain
(3d-
Recovered/Resolved

)

Injection site
swelling (3d -
Recovered/Resolved

-

Lymphadenopathy
(8d -
Recovered/Resolved
=)

Malaise (3d -
Recovered/Resolved

-

Nausea (1d -

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

Not reported

—
(2]
|0

20/68
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Recovered/Resolved

r

Tinnitus (2d -
Recovered/Resolved
-)

EU-EC-
10010464644

27/10/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

Chest discomfort
(620min -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Chest pain (620min -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Pyrexia (826min -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10010464808

27/10/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

Central nervous
system lesion (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),

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

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

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

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

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

Not reported

EU-EC-
10010465000

27/10/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

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

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

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

Oxygen saturation
decreased (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),

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

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

Not reported

—
192
0

EU-EC-
10010465328

27/10/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

Not reported

—
(2]
0

EU-EC-
10010465395

27/10/2021

Spontaneous

Healthcare
Professional

Non
European

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

Not
available

12-17
Years

Not
Specified

Female

Blood pressure
decreased (n/a -
Recovered/Resolved

COMIRNATY
[TOZINAMERAN] (S -
COVID-19

Not reported

—
(2]
ye)
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Economic - Other Medically immunisation - Not
Area Important applicable - [n/a -
Condition), .3mL - n/al)
Feeling abnormal
(n/a -
Recovered/Resolved
- Other Medically
Important
Condition),
Hypotension (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),
Nausea (n/a -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 27/10/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Amenorrhoea (n/a - |COMIRNATY Not reported ICSR
10010465623 Healthcare |Economic |available |Years |Specified Not Recovered/Not  |[TOZINAMERAN] (S -
Professional |Area Resolved - ) COvVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 27/10/2021 |Spontaneous |Non European |Not 12-17 |Not Male No Chills (n/a - COMIRNATY Not reported ICSR
10010465629 Healthcare |Economic |available |Years |Specified Recovering/Resolving [[TOZINAMERAN] (S -
Professional |Area =) COVID-19
immunisation - Not
Fatigue (n/a - Not applicable - [n/a -
Recovered/Not 1{DF} - n/a])
Resolved - ),
Headache (n/a - Not
Recovered/Not
Resolved - ),
Injection site
haematoma (n/a -
Not Recovered/Not
Resolved - ),
Injection site pain
(n/a - Not
Recovered/Not
Resolved - ),
Malaise (n/a - Not
Recovered/Not
Resolved - ),
Nausea (n/a - Not
Recovered/Not
Resolved - ),
Pyrexia (n/a -
Recovering/Resolving
-)
EU-EC- 27/10/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Fatigue (8d - COMIRNATY Not reported ICSR
10010465630 Healthcare |Economic |available |Years |Specified Recovered/Resolved |[[TOZINAMERAN] (S -
Professional |Area =) COVID-19
immunisation - Not
Injection site applicable - [n/a -
inflammation (n/a - |1{DF} - n/a])
Recovered/Resolved
=)
Injection site pain
(n/a -
Recovered/Resolved
=)
Injection site pruritus
(n/a -
Recovered/Resolved
-
Injection site
swelling (n/a -
Recovered/Resolved
=)
Menstruation delayed
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 27/10/2021 |Spontaneous |Non European |Not 12-17 |Not Male No Rash pruritic (4d - COMIRNATY Not reported ICSR
10010465656 Healthcare |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area -) COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 27/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Amenorrhoea (n/a - |COMIRNATY Not reported ICSR
10010466190 Professional |Economic |available |Years Unknown - ) [TOZINAMERAN] (S -
Area COvVID-19
immunisation - Drug
withdrawn - [1d -
.3mL -
Intramuscular])
EU-EC- 27/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |[Female |No Malaise (n/a - COMIRNATY Not reported ICSR
10010466233 Professional |Economic |available |Years Unknown - ), [TOZINAMERAN] (S -
Area COVID-19
Nausea (n/a - immunisation - Not
https://dap.ema.europa.eu/analytics/saw.dlI?Go 22/68
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Unknown - ), applicable - [1d -
3mL -
Pyrexia (n/a - Intramuscular])
Unknown - ),
Vaccination site
lymphadenopathy
(n/a - Unknown - )
EU-EC- 27/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Vaccination site COMIRNATY Not reported ICSR
10010466241 Professional |Economic |available |Years lymphadenopathy [TOZINAMERAN] (S -
Area (n/a- COVID-19
Recovered/Resolved |immunisation - Not
- applicable - [1d -
.3mL -
Intramuscular])
EU-EC- 27/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Male No Fatigue (n/a - COMIRNATY Not reported ICSR
10010466289 Professional |Economic |available |Years Recovering/Resolving | [TOZINAMERAN] (S -
Area =) COVID-19
immunisation - Not
Lymphadenopathy applicable - [1d - n/a
(n/a - - Intramuscular])
Recovering/Resolving
Malaise (n/a -
Recovering/Resolving
=)
Pyrexia (n/a -
Recovering/Resolving
-)
EU-EC- 27/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Male No Diarrhoea (n/a - COMIRNATY Not reported ICSR
10010466291 Professional |Economic |available |Years Recovering/Resolving [[TOZINAMERAN] (S -
Area =) COvVID-19
immunisation - Not
Myalgia (n/a - applicable - [1d - n/a
Recovering/Resolving |- Intramuscular])
=)
Pyrexia (n/a -
Recovering/Resolving
-)
EU-EC- 27/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Male No Headache (n/a - COMIRNATY Not reported ICSR
10010466321 Professional |Economic |available |Years Unknown - ), [TOZINAMERAN] (S -
Area COvID-19
Pyrexia (n/a - immunisation - Not
Unknown - ) applicable - [1d -
3mL -
Intramuscular])
EU-EC- 27/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Male No Lymphadenitis (n/a - | COMIRNATY Not reported ICSR
10010466387 Professional |Economic |available |Years Recovering/Resolving | [TOZINAMERAN] (S -
Area -) COVID-19
immunisation - Not
applicable - [1d - n/a
- n/a])
EU-EC- 27/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Abdominal pain (n/fa |COMIRNATY Not reported ICSR
10010466449 Professional |European |available |Years |Specified - Not Recovered/Not |[TOZINAMERAN] (S -
Economic Resolved - COVID-19
Area Caused/Prolonged immunisation - Not
Hospitalisation), applicable - [1d - n/a
- n/a])
Chest pain (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Dizziness (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Dyspnoea (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Lethargy (n/a -
Unknown - )
EU-EC- 27/10/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Amenorrhoea (n/a - |COMIRNATY Not reported ICSR
10010466516 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- 27/10/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Amenorrhoea (n/a - |COMIRNATY Not reported ICSR
10010466537 Healthcare |Economic |available |Years |Specified Not Recovered/Not  [[TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19
immunisation - Not
Lymphadenopathy applicable - [n/a -
(n/a - Not 1{DF} - n/a])
Recovered/Not
Resolved - )
EU-EC- 27/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10010466893 Professional |Economic |available |Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 27/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10010466895 Professional |Economic |available |Years Unknown - Other [TOZINAMERAN] (S -
https://dap.ema.europa.eu/analytics/saw.dll?Go 23/68
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Area Medically Important [n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 27/10/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Alopecia (n/a - Not  |COMIRNATY Not reported ICSR
10010467054 Healthcare |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ) COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 27/10/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Amenorrhoea (n/a - |COMIRNATY Not reported ICSR
10010467056 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- 27/10/2021 | Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Chest discomfort COMIRNATY Not reported ICSR
10010467072 Professional |European |available |Years |Specified (n/a - Unknown - ), |[TOZINAMERAN] (S -
Economic COVID-19
Area Dyspnoea (n/a - immunisation - Not
Unknown - ), applicable - [1d - n/a
- n/a])
Syncope (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 27/10/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Asthenia (1d - COMIRNATY Not reported ICSR
10010467097 Healthcare |Economic |available |Years |Specified Recovered/Resolved |[[TOZINAMERAN] (S -
Professional |Area =) n/a-n/a-[n/a-n/a
- n/a])
Headache (1d -
Recovered/Resolved
=)
Pyrexia (1d -
Recovered/Resolved
=)
Somnolence (1d -
Recovered/Resolved
-)
EU-EC- 27/10/2021 |Spontaneous |Non European |Not 12-17 |Not Male No Headache (n/a - Not |[TOZINAMERAN] (S - [Not reported ICSR
10010467291 Healthcare |Economic |available |Years |Specified Recovered/Not n/a - Unknown - [n/a
Professional |Area Resolved - Other -n/a-n/a])
Medically Important
Condition),
Migraine (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Vision blurred (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),
Vomiting (1d -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 27/10/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |[Female |No Headache (n/a - Not |COMIRNATY Not reported ICSR
10010467362 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), Immunisation - n/a -
[n/a - 2{DF} - n/a])
Polymenorrhoea (n/a
- Not Recovered/Not
Resolved - )
EU-EC- 27/10/2021 | Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Monoparesis (n/fa- |COMIRNATY Not reported ICSR
10010467412 Healthcare |Economic |available |Years Not Recovered/Not  [[TOZINAMERAN] (S -
Professional |Area Resolved - Immunisation - n/a -
Caused/Prolonged [n/a - 1{DF} - n/al),
Hospitalisation)
COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -
[n/a - 2{DF} - n/a])
EU-EC- 27/10/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Male No Diarrhoea (n/a - COMIRNATY Not reported ICSR
10010467445 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a -
[n/a - 1{DF} - n/a])
Vomiting (n/a -
Recovered/Resolved
-)
EU-EC- 27/10/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |[Female |No Acute generalised COMIRNATY COMIRNATY ICSR
10010467448 Healthcare |Economic |available |Years exanthematous [TOZINAMERAN] (S - |[TOZINAMERAN] (C -
Professional |Area pustulosis (n/a - Not |Immunisation - n/a - |Immunisation - n/a -
Recovered/Not [n/a - 2{DF} - n/a]) |[n/a - 1{DF} - n/a])
Resolved - Other
Medically Important
Condition)
EU-EC- 27/10/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Male No Herpes zoster (n/a - |COMIRNATY Not reported ICSR
10010467542 Healthcare |Economic |available |Years Not Recovered/Not  [[TOZINAMERAN] (S -
Professional |Area Resolved - Other Immunisation - n/a -
Medically Important |[n/a - 1{DF} - n/a]),
Condition)
COMIRNATY
[TOZINAMERAN] (S -
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Immunisation - n/a -
[n/a - 2{DF} - n/a])
EU-EC- 27/10/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Male No Bronchitis (n/a - COMIRNATY Not reported ICSR
10010467586 Healthcare |Economic |available |Years Unknown - ), [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
Pyrexia (n/a - [n/a - 1{DF} - n/a])
Unknown - )
EU-EC- 27/10/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Male No Epstein-Barr virus COMIRNATY Not reported ICSR
10010467668 Healthcare |Economic |available |Years antibody positive [TOZINAMERAN] (S -
Professional |Area (n/a - Not Immunisation - n/a -
Recovered/Not [n/a - 1{DF} - n/a])
Resolved - ),
Hepatosplenomegaly
(n/a - Not
Recovered/Not
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - ),
Somnolence (n/a -
Not Recovered/Not
Resolved - )
EU-EC- 27/10/2021 |Spontaneous |Non European |Not 12-17 |Child Male No Urticaria (n/a - COMIRNATY Not reported ICSR
10010467722 Healthcare |Economic |available |Years Unknown - ) [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
[n/a - 2{DF} - n/a])
EU-EC- 27/10/2021 | Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Soft tissue COMIRNATY Not reported ICSR
10010467726 Healthcare |Economic |available |Years inflammation (n/a - [[TOZINAMERAN] (S -
Professional |Area Unknown - ) Immunisation - n/a -
[n/a - 1{DF} - n/a]),
COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -
[n/a - 2{DF} - n/a])
EU-EC- 27/10/2021 | Spontaneous |Non European |Not 12-17 |Adolescent |Male No Chest pain (n/a - COMIRNATY Not reported ICSR
10010467728 Healthcare |Economic |available |Years Unknown - ), [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
Exercise tolerance [n/a - 1{DF} - n/a])
decreased (n/a -
Unknown - ),
Neuritis (n/a -
Unknown - )
EU-EC- 27/10/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Injection site COMIRNATY Not reported ICSR
10010467741 Healthcare |Economic |available |Years |[Specified erythema (1wk - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |COVID-19
=) immunisation - Not
applicable - [n/a -
Injection site 1{DF} - n/a])
haematoma (1wk -
Recovered/Resolved
=)
Injection site
inflammation (1wk -
Recovered/Resolved
=)
Injection site pain
(1wk -
Recovered/Resolved
=)
Menstrual disorder
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 27/10/2021 | Spontaneous |Non European |Not 12-17 |Not Female |No Migraine (n/a - Not |COMIRNATY Not reported ICSR
10010467748 Healthcare |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ) COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 27/10/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Not No Dizziness (n/a - Not |COMIRNATY Not reported ICSR
10010467787 Healthcare |Economic |available |Years Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - Other Immunisation - n/a -
Medically Important |[n/a - 1{DF} - n/a])
Condition),
Dyspnoea exertional
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 27/10/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Urticaria (n/a - Not | COMIRNATY COMIRNATY ICSR
10010467823 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN] (S - |[TOZINAMERAN] (C -
Professional |Area Resolved - Other Immunisation - n/a - |Immunisation - n/a -
Medically Important |[n/a - 2{DF} - n/a]) |[n/a - 1{DF} - n/a])
Condition)
EU-EC- 27/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10010467881 Professional |Economic |available |Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a - n/a-[n/a-n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 27/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Chest discomfort COMIRNATY Not reported ICSR
https://dap.ema.europa.eu/analytics/saw.dlI?Go 25/68



30.11.2022 11.42

Run Line Listing Report

10010467896 Professional |European |available |Years |Specified (n/a - Not [TOZINAMERAN] (S -
Economic Recovered/Not COvVID-19
Area Resolved - immunisation - Not
Caused/Prolonged applicable - [1d - n/a
Hospitalisation), - Intramuscular])
Cough (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Lymphadenopathy
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Pharyngeal swelling
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Pyrexia (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 27/10/2021 | Spontaneous |Non European |Not 12-17 |Not Male No Anosmia (n/a - COMIRNATY Not reported ICSR
10010468284 Healthcare |Economic |available |Years |Specified Recovering/Resolving [[TOZINAMERAN] (S -
Professional |Area =) COVID-19
immunisation - Not
Body temperature applicable - [n/a -
increased (n/a - 1{DF} - n/a])
Recovering/Resolving
=)
Headache (1d -
Recovered/Resolved
=)
Malaise (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 26/10/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Menstruation COMIRNATY Not reported ICSR
10010431842 Healthcare |Economic |available |Years |Specified irregular (n/a - Not  |[TOZINAMERAN] (S -
Professional |Area Recovered/Not COVID-19
Resolved - ) immunisation - Not
applicable - [n/a -
1{DF} - n/al)
EU-EC- 26/10/2021 |Spontaneous |Non European |Not 12-17 |Adolescent Male No Chills (0d - COMIRNATY Not reported ICSR
10010432067 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a -
[n/a - n/a - n/al)
Fatigue (3d -
Recovered/Resolved
=)
Injection site pain
(5d - Not
Recovered/Not
Resolved - ),
Vaccination site
discomfort (5d - Not
Recovered/Not
Resolved - )
EU-EC- 26/10/2021 |Spontaneous |Non European |Not 12-17 |Not Male No Visual impairment COMIRNATY Not reported ICSR
10010433760 Healthcare |Economic |available |Years |Specified (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not COVID-19
Resolved - Disabling) |immunisation - n/a -
[n/a-.3mL -
Intramuscular])
EU-EC- 26/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Not Male No Rash pruritic (n/a- |COMIRNATY Not reported ICSR
10010433838 Professional |Economic |available |Years |Specified Recovering/Resolving | [TOZINAMERAN] (S -
Area - COvID-19
immunisation - n/a -
[n/a-n/a-
Intramuscular])
EU-EC- 26/10/2021 |Spontaneous |Non European |Not 12-17 |Not Male No Fatigue (n/a - COMIRNATY Not reported ICSR
10010433992 Healthcare |Economic |available |Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area - Other Medically COVID-19
Important immunisation - Not
Condition), applicable - [n/a -
3mL -
Loss of Intramuscular])
consciousness (n/a -
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 26/10/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Amenorrhoea (n/a - |COMIRNATY Not reported ICSR
10010435307 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- 26/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Urticaria (1d - COMIRNATY Not reported ICSR
10010435584 Professional |Economic |available |Years Recovering/Resolving |[TOZINAMERAN] (S -
Area - COVID-19
immunisation - Not
applicable - [n/a -
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.3mL -
Intramuscular])
EU-EC- 26/10/2021 | Spontaneous |Non European |Not 12-17 |Not Male No Erythema (n/a - COMIRNATY Not reported ICSR
10010436418 Healthcare |Economic |available |Years |Specified Recovered/Resolved |[[TOZINAMERAN] (S -
Professional |Area -) COVID-19
immunisation - n/a -
[n/a - 1{DF} -
Intramuscular])
EU-EC- 26/10/2021 |Spontaneous |Non European |Not 12-17 |Not Male No Retinal tear (n/a - COMIRNATY Not reported ICSR
10010436503 Healthcare |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area With Sequelae - COVID-19
Disabling) immunisation - n/a -
[n/a - 1{DF} -
Intramuscular])
EU-EC- 26/10/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Arthralgia (n/a - Not |COMIRNATY Not reported ICSR
10010436545 Healthcare |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19
immunisation - Not
Chest pain (n/a - Not |applicable - [n/a -
Recovered/Not .3mL -
Resolved - ), Intramuscular])
Pain in extremity
(n/a - Not
Recovered/Not
Resolved - ),
Renal pain (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 26/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Not Male No Chills (0d - COMIRNATY Not reported ICSR
10010436780 Professional |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Area -) COVID-19
immunisation - n/a -
Injection site pain [n/a-.3mL -
(0d - Intramuscular])
Recovered/Resolved
=)
Pyrexia (0d -
Recovered/Resolved
-)
EU-EC- 26/10/2021 | Spontaneous |Non European |Not 12-17 |Not Female |No Skin discolouration | COMIRNATY Not reported ICSR
10010436981 Healthcare |Economic |available |Years |Specified (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not COVID-19
Resolved - ) immunisation - n/a -
[n/a-.3mL -
Intramuscular])
EU-EC- 26/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Myocarditis (n/a - COMIRNATY Not reported ICSR
10010441045 Professional |European |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Economic - Other Medically COvID-19
Area Important Condition) |immunisation - Not
applicable - [n/a -
n/a - Intramuscular])
EU-EC- 26/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Decreased appetite |COMIRNATY Not reported ICSR
10010441050 Professional |European |available |Years |Specified (n/a - Unknown - [TOZINAMERAN] (S -
Economic Other Medically COVID-19
Area Important immunisation - Not
Condition), applicable - [1d -
.3mL -
Fatigue (n/a - Intramuscular])
Unknown - Other
Medically Important
Condition),
Pyrexia (n/a -
Unknown - ),
Somnolence (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 26/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Myocarditis (n/a - COMIRNATY Not reported ICSR
10010441059 Professional |European |available |Years |Specified Unknown - Other [TOZINAMERAN] (S -
Economic Medically Important |COVID-19
Area Condition) immunisation - Not
applicable - [n/a -
n/a - Intramuscular])
EU-EC- 26/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Myocarditis (n/a - COMIRNATY Not reported ICSR
10010441064 Professional |European |available |Years |Specified Not Recovered/Not  [[TOZINAMERAN] (S -
Economic Resolved - Other COVID-19
Area Medically Important |immunisation - Not
Condition), applicable - [n/a -
n/a - Intramuscular])
Troponin increased
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 26/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Dyspnoea (n/a - COMIRNATY Not reported ICSR
10010441088 Professional |European |available |Years |Specified Unknown - Other [TOZINAMERAN] (S -
Economic Medically Important |COVID-19
Area Condition), immunisation - Not
applicable - [1d - n/a
Myalgia (n/a - - Intramuscular])
Unknown - Other
Medically Important
Condition)
EU-EC- 26/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Chest pain (0d - COMIRNATY Not reported ICSR
10010441123 Professional |European |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Economic - Caused/Prolonged |COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d - n/a
Dizziness (n/a - - Intramuscular])
Unknown -
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Caused/Prolonged
Hospitalisation),

Mitral valve disease
(n/a - Unknown - ),

Productive cough
(n/a - Unknown - )

EU-EC-
10010441124

26/10/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

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

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

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

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

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

Painful respiration
(n/a - Unknown -
Caused/Prolonged
Hospitalisation),

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

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

Not reported

EU-EC-
10010441309

26/10/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No

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

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

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

Not reported

—
(2]
pel

EU-EC-
10010441319

26/10/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

No

Chest discomfort (2d

Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

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

Temperature
intolerance (2d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)

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

Not reported

—
(2]
0

EU-EC-
10010441325

26/10/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

No

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

Generalised tonic-
clonic seizure (n/a -
Unknown - Life
Threatening, Other
Medically Important
Condition)

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

Not reported

—
(%2
|0

EU-EC-
10010441327

26/10/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

No

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

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

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

Not reported

—
(2]
pel

EU-EC-
10010441333

26/10/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

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

Not
available

12-17
Years

Not
Specified

Male

No

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

Chills (n/a -
Unknown -
Caused/Prolonged

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

Not reported

—
(2
|0
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Hospitalisation),
Dyspnoea (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),
Pyrexia (n/a -
Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 26/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Chest discomfort COMIRNATY Not reported ICSR
10010441342 Professional |European |available |Years |Specified (n/a - Unknown - [TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d - n/a
Pyrexia (n/a - - Unknown])
Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 26/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Chest discomfort COMIRNATY Not reported ICSR
10010441359 Professional |European |available |Years |Specified (n/a - Unknown - [TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation, immunisation - Not
Other Medically applicable - [1d - n/a
Important - Unknown])
Condition),
Syncope (n/a -
Unknown -
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),
Vomiting (n/a -
Unknown -
Caused/Prolonged
Hospitalisation,
Other Medically
Important Condition)
EU-EC- 26/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Dizziness (n/a - COMIRNATY Not reported ICSR
10010441559 Professional |European |available |Years |Specified Recovering/Resolving | [TOZINAMERAN] (S -
Economic =) COvID-19
Area immunisation - Not
Nausea (n/a - applicable - [1d - n/a
Unknown - ), - Unknown])
Syncope (n/a -
Unknown - Other
Medically Important
Condition),
Vomiting (n/a -
Recovering/Resolving
-)
EU-EC- 26/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Dizziness (n/a - COMIRNATY Not reported ICSR
10010441563 Professional |European |available |Years |Specified Recovering/Resolving | [TOZINAMERAN] (S -
Economic - Other Medically COVID-19
Area Important immunisation - Not
Condition), applicable - [1d - n/a
- Unknown])
Syncope (n/a -
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 26/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Seizure (n/a - COMIRNATY Not reported ICSR
10010441567 Professional |European |available |Years |Specified Recovered/Resolved |[[TOZINAMERAN] (S -
Economic - Caused/Prolonged |COVID-19
Area Hospitalisation, immunisation - Not
Other Medically applicable - [1d - n/a
Important Condition) |- n/a])
EU-EC- 26/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Chest discomfort COMIRNATY Not reported ICSR
10010441587 Professional |European |available |Years |Specified (n/a - Unknown - [TOZINAMERAN] (S -
Economic Other Medically COvID-19
Area Important immunisation - Not
Condition), applicable - [1d - n/a
- Unknown])
Chest pain (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 26/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Chest discomfort COMIRNATY Not reported ICSR
10010441613 Professional |European |available |Years |Specified (n/a - [TOZINAMERAN] (S -
Economic Recovering/Resolving | COVID-19
Area - Caused/Prolonged |immunisation - Not
Hospitalisation, applicable - [1d - n/a
Other Medically - Unknown])
Important
Condition),
Chest pain (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation,
Other Medically
Important Condition)
EU-EC- 26/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Asthma (n/a - COMIRNATY Not reported ICSR
10010441628 Professional |European |available |Years |Specified Unknown - [TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d - n/a
Respiration abnormal |- Intramuscular])
(n/a - Unknown -
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Caused/Prolonged
Hospitalisation),

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

EU-EC-
10010441636

26/10/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

No

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

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

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

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

Not reported

—
(2]
yel

EU-EC-
10010441668

26/10/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No

Muscle twitching
(n/a -
Recovered/Resolved

-

Pallor (n/a -
Recovered/Resolved

-

Unresponsive to
stimuli (n/a -
Recovered/Resolved
- Other Medically
Important Condition)

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

Not reported

._.
192
P

EU-EC-
10010441670

26/10/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

No

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

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

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

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

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

Not reported

—
(2]
0

EU-EC-
10010441698

26/10/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

No

Lymphadenopathy
(n/a - Unknown - )

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

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

Not reported

._.
19}
P

EU-EC-
10010441701

26/10/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

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

Not
available

12-17
Years

Not
Specified

Male

No

Asthenia (n/a -
Unknown - ),

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

Cough (n/a -
Unknown - ),

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

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

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

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

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

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

Pallor (n/a -
Unknown -
Caused/Prolonged

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

[OMEGA-3 FATTY
ACIDS] (C-n/a-n/a-
[n/a - n/a-nja]),

[VITAMIN D] (C - n/a -
n/a - [n/a - n/a - n/a])

—
(9}
(2]
0
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Hospitalisation),

Tenderness (n/a -
Unknown - )

EU-EC-
10010442021

26/10/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

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

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

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

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

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

Not reported

EU-EC-
10010442027

26/10/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

Blood pressure
decreased (n/a -
Recovering/Resolving

-

Chest discomfort
(n/a -
Recovering/Resolving

r

Dizziness (n/a -
Recovering/Resolving

-

Immunisation (n/a -
Recovering/Resolving

=

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

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

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

Not reported

EU-EC-
10010442028

26/10/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

Swollen tongue (n/a
- Not Recovered/Not
Resolved - )

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

Not reported

EU-EC-
10010442040

26/10/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

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

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

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

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

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

Not reported

EU-EC-
10010442048

26/10/2021

Spontaneous

Healthcare
Professional

Non
European

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

Not
available

12-17
Years

Not
Specified

Male

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

COMIRNATY
[TOZINAMERAN] (S -
COVID-19

Not reported

—
(2]
yel
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Economic Important immunisation - Not
Area Condition), applicable - [n/a -
n/a - n/a)
Extrasystoles (n/a -
Recovering/Resolving
=)
Myocarditis (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Troponin increased
(n/a-
Recovering/Resolving
-)
EU-EC- 26/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Myocarditis (n/a - COMIRNATY Not reported ICSR
10010442074 Professional |European |available |Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Economic - Other Medically COvVID-19
Area Important immunisation - Not
Condition), applicable - [1d - n/a
- n/a])
Troponin increased
(n/a-
Recovering/Resolving
-)
EU-EC- 26/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Dizziness (n/a - COMIRNATY Not reported ICSR
10010442081 Professional |European |available |Years |Specified Unknown - ), [TOZINAMERAN] (S -
Economic COVID-19
Area Rash (n/a - Unknown |immunisation - Not
=) applicable - [1d - n/a
- Unknown])
Syncope (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 26/10/2021 | Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Abdominal pain (n/a |COMIRNATY Not reported ICSR
10010442098 Professional |European |available |Years |Specified - Unknown - Other  |[TOZINAMERAN] (S -
Economic Medically Important |COVID-19
Area Condition), immunisation - Not
applicable - [1d - n/a
Dizziness (n/a - -n/al)
Unknown - Other
Medically Important
Condition),
Dyspnoea (n/a -
Unknown - Other
Medically Important
Condition),
Haematemesis (n/a -
Unknown - Other
Medically Important
Condition),
Headache (n/a -
Unknown - Other
Medically Important
Condition),
Nausea (n/a -
Unknown - Other
Medically Important
Condition),
Pyrexia (n/a -
Unknown - Other
Medically Important
Condition),
Vomiting (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 26/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Chest pain (n/a - COMIRNATY Not reported ICSR
10010442102 Professional |European |available |Years |Specified Unknown - [TOZINAMERAN] (S -
Economic Caused/Prolonged  |COVID-19
Area Hospitalisation) immunisation - Not
applicable - [1d - n/a
- n/a])
EU-EC- 26/10/2021 |Spontaneous |Non Non Not 12-17 |Not Female |No Tliness (n/a - Not TOZINAMERAN Not reported ICSR
10010442372 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/a])
EU-EC- 26/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Asthma (n/a - COMIRNATY Not reported ICSR
10010442376 Professional |European |available |Years |Specified Unknown - Other [TOZINAMERAN] (S -
Economic Medically Important |COVID-19
Area Condition), immunisation - Not
applicable - [1d -
Chest discomfort .3mL -
(n/a - Unknown - Intramuscular])
Other Medically
Important
Condition),
Dyspnoea (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 26/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Dizziness (n/a - COMIRNATY Not reported ICSR
10010442416 Professional |European |available |Years |Specified Recovering/Resolving [[TOZINAMERAN] (S -
https://dap.ema.europa.eu/analytics/saw.dlI?Go 32/68
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Economic -) COVID-19
Area immunisation - Not
Headache (n/a - applicable - [n/a -
Recovering/Resolving |n/a - n/a])
=)
Loss of
consciousness (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Palpitations (n/a -
Recovering/Resolving
-)
EU-EC- 26/10/2021 |Spontaneous |Non Non Not 12-17 |Not Male No Cold sweat (n/a - TOZINAMERAN Not reported ICSR
10010442424 Healthcare |European |available |Years |Specified Unknown - ), [TOZINAMERAN] (S -
Professional | Economic COVID-19
Area Dizziness (n/a - immunisation - Not
Recovered/Resolved |applicable - [n/a -
=) n/a - Intramuscular])
Headache (n/a -
Unknown - ),
Syncope (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),
Tunnel vision (n/a -
Unknown - Other
Medically Important
Condition),
Vision blurred (n/a -
Recovered/Resolved
-)
EU-EC- 26/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Pericarditis (n/a - COMIRNATY Not reported ICSR
10010442446 Professional |European |available |Years |Specified Recovering/Resolving | [TOZINAMERAN] (S -
Economic - Other Medically COvID-19
Area Important immunisation - Not
Condition), applicable - [n/a -
n/a - n/a])
Troponin increased
(n/a -
Recovering/Resolving
EU-EC- 26/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Chest discomfort COMIRNATY Not reported ICSR
10010442449 Professional |European |available |Years |Specified (n/a - [TOZINAMERAN] (S -
Economic Recovering/Resolving | COVID-19
Area - Other Medically immunisation - Not
Important applicable - [n/a -
Condition), .5mL -
Intramuscular])
Chest pain (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Overdose (n/a -
Unknown - )
EU-EC- 26/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Muscular weakness | COMIRNATY Not reported ICSR
10010442451 Professional |European |available |Years |Specified (n/a - Not [TOZINAMERAN] (S -
Economic Recovered/Not COVID-19
Area Resolved - Other immunisation - Not
Medically Important |applicable - [1d - n/a
Condition), - n/a])
Neuropathy
peripheral (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 26/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Myocarditis (n/a - COMIRNATY Not reported ICSR
10010442565 Professional |European |available |Years |Specified Recovering/Resolving | [TOZINAMERAN] (S -
Economic - Other Medically COVID-19
Area Important immunisation - Not
Condition), applicable - [n/a -
n/a - n/a])
Troponin increased
(n/a -
Recovering/Resolving
-)
EU-EC- 26/10/2021 |Spontaneous |Non Non Not 12-17 |Not Female |No Diarrhoea (n/a - Not |COMIRNATY Not reported ICSR
10010442616 Healthcare |European |available |Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Economic Resolved - Other COvID-19
Area Medically Important |immunisation - Not
Condition), applicable - [n/a -
n/a - n/al)
Heavy menstrual
bleeding (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Iliness (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
https://dap.ema.europa.eu/analytics/saw.dlI?Go 33/68



30.11.2022 11.42

Run Line Listing Report

Condition),
Syncope (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 26/10/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Dizziness (3d - COMIRNATY Not reported ICSR
10010443802 Healthcare |Economic |available |Years Recovering/Resolving | [TOZINAMERAN] (S -
Professional |Area - Caused/Prolonged | Immunisation - n/a -
Hospitalisation), [n/a - n/a-n/a))
Headache (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Hypertension (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Syncope (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Tachycardia (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 26/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Not Female |No Amenorrhoea (n/a - |COMIRNATY Not reported ICSR
10010444263 Professional |Economic |available |Years |Specified Not Recovered/Not  [[TOZINAMERAN] (S -
Area Resolved - Other COVID-19
Medically Important |immunisation - Not
Condition), applicable - [n/a -
n/a - n/al)
Blood testosterone
increased (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Muscle spasms (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition),
Nausea (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Polycystic ovaries
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 26/10/2021 | Spontaneous |Healthcare |European |Not 12-17 |Not Male No Generalised tonic- | COMIRNATY Not reported ICSR
10010444497 Professional |Economic |available |Years |Specified clonic seizure (n/a - |[TOZINAMERAN] (S -
Area Unknown - Other COvID-19
Medically Important |immunisation - n/a -
Condition) [n/a - 1{DF} - n/a])
EU-EC- 26/10/2021 | Spontaneous |Non European |Not 12-17 |Not Female |No Amenorrhoea (n/a - | COMIRNATY Not reported ICSR
10010444577 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- 26/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |[Female |No Palpitations (n/a - COMIRNATY Not reported ICSR
10010444684 Professional |Economic |available |Years Unknown - ) [TOZINAMERAN] (S -
Area COVID-19
immunisation - Not
applicable - [n/a -
.3mL -
Intramuscular])
EU-EC- 26/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Chest pain (n/a - COMIRNATY Not reported ICSR
10010444737 Professional |European |available |Years |Specified Unknown - [TOZINAMERAN] (S -
Economic Caused/Prolonged | COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d - n/a
Dizziness (n/a - - Intramuscular])
Unknown -
Caused/Prolonged
Hospitalisation),
Headache (n/a -
Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 26/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Dizziness (n/a - COMIRNATY Not reported ICSR
10010444740 Professional |European |available |Years |Specified Recovering/Resolving [[TOZINAMERAN] (S -
Economic =) COVID-19
Area immunisation - Not
Syncope (n/a - applicable - [n/a -
Recovering/Resolving [n/a - n/a])
- Other Medically
Important
Condition),
Visual impairment
https://dap.ema.europa.eu/analytics/saw.dlI?Go 34/68
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(n/a -
Recovering/Resolving
EU-EC- 26/10/2021 |Spontaneous |Non Non Not 12-17 |Not Female |No Abdominal pain (n/a |COMIRNATY Not reported ICSR
10010444752 Healthcare |European |available |Years |Specified - [TOZINAMERAN] (S -
Professional |Economic Recovering/Resolving | COVID-19
Area - Caused/Prolonged |immunisation - Not
Hospitalisation) applicable - [1d - n/a
- n/a])
EU-EC- 26/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Pericarditis (n/a - COMIRNATY Not reported ICSR
10010444780 Professional |European |available |Years |Specified Not Recovered/Not  [[TOZINAMERAN] (S -
Economic Resolved - Other COVID-19
Area Medically Important |immunisation - Not
Condition) applicable - [n/a -
n/a - n/al)
EU-EC- 26/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Blood pressure COMIRNATY Not reported ICSR
10010444785 Professional |European |available |Years |Specified decreased (n/a - [TOZINAMERAN] (S -
Economic Recovered/Resolved |COVID-19
Area - Other Medically immunisation - Not
Important applicable - [n/a -
Condition), n/a - Intramuscular])
Bradycardia (n/a -
Unknown - Other
Medically Important
Condition),
Cold sweat (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),
Feeling abnormal
(n/a -
Recovered/Resolved
- Other Medically
Important
Condition),
Heart rate decreased
(n/a -
Recovered/Resolved
- Other Medically
Important
Condition),
Loss of
consciousness (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),
Presyncope (n/a -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 26/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Dizziness (n/a - COMIRNATY Not reported ICSR
10010444788 Professional |European |available |Years |Specified Recovered/Resolved |[[TOZINAMERAN] (S -
Economic =) COVID-19
Area immunisation - Not
Headache (n/a - applicable - [n/a -
Recovered/Resolved [n/a - n/a])
=)
Orthostatic
hypotension (n/a -
Recovered/Resolved
=)
Syncope (n/a -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 26/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Myocarditis (n/a - COMIRNATY Not reported ICSR
10010444804 Professional |European |available |Years |Specified Not Recovered/Not  |[TOZINAMERAN] (S -
Economic Resolved - Other COVID-19
Area Medically Important |immunisation - Not
Condition), applicable - [n/a -
n/a - n/a))
Troponin I increased
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 26/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Rash (n/a - TOZINAMERAN Not reported ICSR
10010444805 Professional |European |available |Years |Specified Recovering/Resolving | [TOZINAMERAN] (S -
Economic - Caused/Prolonged |COVID-19
Area Hospitalisation) immunisation - Not
applicable - [1d - n/a
- n/a])
EU-EC- 26/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Chest discomfort COMIRNATY Not reported ICSR
10010444824 Professional |European |available |Years |Specified (n/a - Unknown - [TOZINAMERAN] (S -
Economic Other Medically COVID-19
Area Important immunisation - Not
Condition), applicable - [1d - n/a
- Unknown])
Chest pain (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 26/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Pericarditis (n/a - COMIRNATY Not reported ICSR
10010444840 Professional |European |available |Years |Specified Not Recovered/Not  |[TOZINAMERAN] (S -
Economic Resolved - Other COVID-19
Area immunisation - Not
https://dap.ema.europa.eu/analytics/saw.dlI?Go 35/68
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Medically Important |applicable - [n/a -
Condition) n/a - n/aj)
EU-EC- 26/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Syncope (n/a - COMIRNATY Not reported ICSR
10010444847 Professional |European |available |Years |Specified Recovered/Resolved |[[TOZINAMERAN] (S -
Economic - Other Medically COVID-19
Area Important Condition) |immunisation - Not
applicable - [n/a -
n/a - n/a])
EU-EC- 26/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Asthenia (n/a - COMIRNATY Not reported ICSR
10010444852 Professional |European |available |Years |Specified Unknown - Other [TOZINAMERAN] (S -
Economic Medically Important |COVID-19
Area Condition), immunisation - Not
applicable - [n/a -
Body temperature n/a - Unknown])
increased (n/a -
Unknown - Other
Medically Important
Condition),
Chest discomfort
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 26/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Dermatitis bullous TOZINAMERAN Not reported ICSR
10010444886 Professional |European |available |Years |Specified (n/a - Not [TOZINAMERAN] (S -
Economic Recovered/Not COVID-19
Area Resolved - Other immunisation - Not
Medically Important |applicable - [1d - n/a
Condition), - n/a])
Fatigue (3d -
Recovered/Resolved
=)
Impetigo (n/a -
Unknown - ),
Malaise (3d -
Recovered/Resolved
=)
Oropharyngeal pain
(3d-
Recovered/Resolved
=)
Rash vesicular (n/a -
Recovered/Resolved
-)
EU-EC- 26/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Cough (n/a - COMIRNATY Not reported ICSR
10010444889 Professional |European |available |Years |Specified Unknown - [TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d - n/a
Dizziness (n/a - - Intramuscular])
Unknown -
Caused/Prolonged
Hospitalisation),
Headache (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),
Nausea (n/a -
Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 26/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Cutaneous vasculitis |COMIRNATY Not reported ICSR
10010444892 Professional |European |available |Years |Specified (n/a - Not [TOZINAMERAN] (S -
Economic Recovered/Not COVID-19
Area Resolved - Other immunisation - Not
Medically Important |applicable - [n/a -
Condition), n/a - n/al)
Petechiae (n/a - Not
Recovered/Not
Resolved - ),
Pruritus (n/a - Not
Recovered/Not
Resolved - ),
Purpura (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 26/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Myocarditis (n/a - COMIRNATY Not reported ICSR
10010444906 Professional |European |available |Years |Specified Not Recovered/Not  |[TOZINAMERAN] (S -
Economic Resolved - Other COVID-19
Area Medically Important |immunisation - Not
Condition), applicable - [n/a -
n/a - n/a])
Troponin increased
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 26/10/2021 |Spontaneous |Non Non Not 12-17 |Not Female |No Abdominal pain (n/a | TOZINAMERAN Not reported ICSR
10010444934 Healthcare |European |available |Years |Specified - Not Recovered/Not |[TOZINAMERAN] (S -
Professional |Economic Resolved - Other COVID-19
Area Medically Important |immunisation - Not
Condition), applicable - [1d - n/a
- n/a])
Headache (n/a - Not
Recovered/Not
Resolved - Other
https://dap.ema.europa.eu/analytics/saw.dlI?Go 36/68
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Medically Important
Condition),

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

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

EU-EC-
10010444977

26/10/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

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

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

Not reported

—
(2}
|

EU-EC-
10010445011

26/10/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

Fibrin D dimer
increased (n/a - Not
Recovered/Not
Resolved - ),

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

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

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

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

Not reported

._.
19}
%

EU-EC-
10010445044

26/10/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

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

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

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

Not reported

EU-EC-
10010445051

26/10/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

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

Not reported

EU-EC-
10010445054

26/10/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

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

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

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

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

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

Not reported

._.
(9]
Pl

EU-EC-
10010445136

26/10/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

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

Not
available

12-17
Years

Not
Specified

Female

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

Medically Important

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

Not reported

—
(2]
0
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Condition),

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

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

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

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

EU-EC-
10010445166

26/10/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

Fatigue (50d -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Haematuria (50d -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Headache (50d -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Nausea (50d -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Pyrexia (50d -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Renal disorder (50d -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10010445419

26/10/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

Chills (1d -
Recovered/Resolved

-

Nausea (n/a -
Recovered/Resolved

=)

Pruritus (7d -
Recovered/Resolved
-)

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

[LORATADINE] (C -
n/a-n/a-[n/a-n/a-

n/al)

._.
(o]
(9}
%

EU-EC-
10010445451

26/10/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

Dry skin (n/a - Not
Recovered/Not
Resolved - ),

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

Injection site pain
(3d-
Recovered/Resolved
=)

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

Myalgia (3d -
Recovered/Resolved

-)

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

Not reported

EU-EC-
10010445598

26/10/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

Myocarditis (4d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)

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

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

Not reported

EU-EC-
10010445602

26/10/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

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

Not
available

12-17
Years

Not
Specified

Male

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

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

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

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

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

Not reported
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EU-EC-
10010445701

26/10/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

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

Influenza like iliness
(2d - Not
Recovered/Not
Resolved - ),

Pyrexia (2d - Not
Recovered/Not
Resolved - )

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

Not reported

._.
(4}
7

EU-EC-
10010446058

26/10/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

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

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

Not reported

EU-EC-
10010446246

26/10/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

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

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

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

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

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

Skull fractured base
(n/a-
Recovering/Resolving
- Other Medically
Important
Condition),

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

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

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

Not reported

EU-EC-
10010446253

26/10/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

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

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

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

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

Not reported

EU-EC-
10010446257

26/10/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

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

Not
available

12-17
Years

Not
Specified

Female

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

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

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

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

Tachycardia (n/a -
Unknown - Other

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

Not reported
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Medically Important
Condition)

EU-EC-
10010446294

26/10/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

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

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

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

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

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

Not reported

—
(2]
0

EU-EC-
10010446295

26/10/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

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

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

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

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

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

Not reported

EU-EC-
10010446298

26/10/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

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

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

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

Overdose (n/a -
Unknown - ),

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

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

Not reported

ICSR

EU-EC-
10010446300

26/10/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

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

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

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

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

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

Not reported

EU-EC-
10010446301

26/10/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

Angina pectoris (n/a
- Unknown -
Caused/Prolonged
Hospitalisation),

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

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

Not reported

EU-EC-
10010446303

26/10/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

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

Not
available

12-17
Years

Not
Specified

Female

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

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

Dyspnoea (n/a -

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

Not reported

._.
19%]
%
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Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

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

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

EU-EC-
10010446304

26/10/2021 |Spontaneous |Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

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

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

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

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

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

Not reported

._.
(4]
%

EU-EC-
10010446306

26/10/2021 |Spontaneous |Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

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

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

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

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

Sinus tachycardia
(n/a - Unknown - ),

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

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

Not reported

EU-EC-
10010446307

26/10/2021 |Spontaneous |Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

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

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

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

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

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

Not reported

EU-EC-
10010446308

26/10/2021 |Spontaneous |Healthcare
Professional

Non
European
Economic
Area

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

Not
available

12-17
Years

Not
Specified

Female

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

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

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

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

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

Not reported

41/68
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Overdose (n/a -
Unknown - )
EU-EC- 26/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Rash (n/a - Unknown | COMIRNATY Not reported ICSR
10010446310 Professional |European |available |Years |Specified - Other Medically [TOZINAMERAN] (S -
Economic Important COvID-19
Area Condition), immunisation - Not
applicable - [n/a -
Vomiting (n/a - .03mL -
Unknown - Other Intramuscular])
Medically Important
Condition)
EU-EC- 26/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Asthenia (n/a - COMIRNATY Not reported ICSR
10010446311 Professional |European |available |Years |Specified Unknown - [TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d - n/a
Chest discomfort - n/al)
(n/a - Unknown -
Caused/Prolonged
Hospitalisation),
Chest pain (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),
Pain (n/a - Unknown
- Caused/Prolonged
Hospitalisation),
Pyrexia (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),
Rash (n/a - Unknown
- Caused/Prolonged
Hospitalisation)
EU-EC- 26/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Not Female |No Chills (3h - COMIRNATY Not reported ICSR
10010446371 Professional |Economic |available |Years |Specified Recovered/Resolved |[[TOZINAMERAN] (S -
Area =) COVID-19
immunisation - Not
Headache (2d - applicable - [n/a -
Recovered/Resolved |1{DF} - n/a])
=)
Malaise (2d -
Recovered/Resolved
=)
Myalgia (2d -
Recovered/Resolved
=)
Nasal congestion (3d
Recovered/Resolved
=)
Nausea (2d -
Recovered/Resolved
=)
Paranasal sinus
discomfort (3d -
Recovered/Resolved
-)
EU-EC- 26/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Chest pain (n/a - Not | COMIRNATY Not reported ICSR
10010446446 Professional |European |available |Years |Specified Recovered/Not [TOZINAMERAN] (S -
Economic Resolved - ), COvVID-19
Area immunisation - Not
Pericarditis (n/a - applicable - [n/a -
Not Recovered/Not  [n/a - n/a])
Resolved - Other
Medically Important
Condition)
EU-EC- 26/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Pericarditis (n/a - COMIRNATY Not reported ICSR
10010446448 Professional |European |available |Years |Specified Unknown - Other [TOZINAMERAN] (S -
Economic Medically Important |COVID-19
Area Condition) immunisation - Not
applicable - [n/a -
n/a - n/a])
EU-EC- 26/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Appendicitis (n/a-  |COMIRNATY Not reported ICSR
10010446451 Professional |European |available |Years |Specified Not Recovered/Not  |[TOZINAMERAN] (S -
Economic Resolved - Other COVID-19
Area Medically Important |immunisation - Not
Condition) applicable - [n/a -
n/a - n/al)
EU-EC- 26/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Dizziness (n/a - COMIRNATY Not reported ICSR
10010446455 Professional |European |available |Years |Specified Recovered/Resolved |[[TOZINAMERAN] (S -
Economic =) COVID-19
Area immunisation - Not
Syncope (n/a - applicable - [n/a -
Recovered/Resolved [n/a - n/a])
- Other Medically
Important
Condition),
Vision blurred (n/a -
Recovered/Resolved
-)
EU-EC- 26/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Myocarditis (n/a - COMIRNATY Not reported ICSR
10010446456 Professional |European |available |Years |Specified Not Recovered/Not  [[TOZINAMERAN] (S -
Economic Resolved - Other COvVID-19
Area Medically Important |immunisation - Not
https://dap.ema.europa.eu/analytics/saw.dlI?Go 42/68
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Condition), applicable - [n/a -
n/a - n/a])
Troponin increased
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 26/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Syncope (n/a - COMIRNATY Not reported ICSR
10010446457 Professional |European |available |Years |Specified Recovering/Resolving | [TOZINAMERAN] (S -
Economic - Other Medically COvID-19
Area Important Condition) |immunisation - Not
applicable - [1d - n/a
- n/a])
EU-EC- 26/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Pericarditis (n/a - COMIRNATY Not reported ICSR
10010446461 Professional |European |available |Years |Specified Not Recovered/Not  |[TOZINAMERAN] (S -
Economic Resolved - Other COvID-19
Area Medically Important |immunisation - Not
Condition) applicable - [n/a -
n/a - n/a])
EU-EC- 26/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Syncope (n/a - COMIRNATY Not reported ICSR
10010446462 Professional |European |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Economic - Other Medically COVID-19
Area Important Condition) |immunisation - Not
applicable - [n/a -
n/a - n/al)
EU-EC- 26/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Facial paralysis (n/a - | COMIRNATY Not reported ICSR
10010446465 Professional |European |available |Years |Specified Unknown - Other [TOZINAMERAN] (S -
Economic Medically Important |COVID-19
Area Condition), immunisation - Not
applicable - [n/a -
Hypoaesthesia (n/a - |n/a - n/al)
Unknown - ),
Paraesthesia (n/a -
Unknown - )
EU-EC- 26/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Pericarditis (n/a - COMIRNATY Not reported ICSR
10010446466 Professional |European |available |Years |Specified Not Recovered/Not | [TOZINAMERAN] (S -
Economic Resolved - Other COVID-19
Area Medically Important |immunisation - Not
Condition) applicable - [n/a -
n/a - n/a])
EU-EC- 26/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Arthralgia (n/a - COMIRNATY Not reported ICSR
10010446467 Professional |European |available |Years |Specified Recovering/Resolving [[TOZINAMERAN] (S -
Economic =) COvVID-19
Area immunisation - Not
Back pain (n/a - applicable - [n/a -
Recovering/Resolving |n/a - n/a])
=)
Electrocardiogram ST
segment elevation
(n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Headache (n/a -
Recovering/Resolving
=)
Pericarditis (n/a -
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 26/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Myocarditis (n/a - COMIRNATY Not reported ICSR
10010446478 Professional |European |available |Years |Specified Not Recovered/Not |[TOZINAMERAN] (S -
Economic Resolved - Other COVID-19
Area Medically Important |immunisation - Not
Condition), applicable - [n/a -
n/a - n/al)
Troponin increased
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 26/10/2021 |Spontaneous |Non European |Not 12-17 |Not Male No Chills (4d - COMIRNATY Not reported ICSR
10010446624 Healthcare |Economic |available |Years |Specified Recovering/Resolving | [TOZINAMERAN] (S -
Professional |Area - Disabling), COVID-19
immunisation - Not
Cough (4d - applicable - [n/a -
Recovering/Resolving |n/a - n/a])
- Disabling),
Fatigue (4d -
Recovering/Resolving
- Disabling),
Nasal congestion (4d
Recovering/Resolving
- Disabling),
Pyrexia (4d -
Recovering/Resolving
- Disabling)
EU-EC- 26/10/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |[Female |No Influenza like illness | COMIRNATY Not reported ICSR
10010447176 Healthcare |Economic |available |Years (n/a - Unknown - ), |[TOZINAMERAN] (S -
Professional |Area COVID-19
Vertigo (n/a - immunisation - Not
Unknown - ), applicable - [n/a -
1{DF} -
Vision blurred (n/a - |Intramuscular])
Unknown - ),
Vomiting (n/a -
Unknown - )
https://dap.ema.europa.eu/analytics/saw.dll?Go 43/68
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EU-EC- 26/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Contusion (n/a - COMIRNATY [SODIUM VALPROATE, |ICSR
10010447205 Professional |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S - |VALPROIC ACID,
Area - Caused/Prolonged |COVID-19 SODIUM, VALPROIC
Hospitalisation), immunisation - Not  |ACID, SODIUM
applicable - [n/a - VALPROATE] (C - n/a -
Dyspnoea (n/a - 1{DF} - n/a-)
Recovered/Resolved |Intramuscular])
- Caused/Prolonged
Hospitalisation),
Nausea (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Tension headache
(5d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)
EU-EC- 26/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |[Female |No Back pain (2d - COMIRNATY Not reported ICSR
10010447269 Professional |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S -
Area -) COVID-19
immunisation - Not
Chest pain (2d - applicable - [n/a -
Recovered/Resolved |1{DF} -
- Caused/Prolonged | Intramuscular])
Hospitalisation),
Headache (2d -
Recovered/Resolved
=)
Lymphadenopathy
(2d -
Recovered/Resolved
=)
Nausea (2d -
Recovered/Resolved
=)
Pain in extremity (2d
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Pyrexia (2d -
Recovered/Resolved
-)
EU-EC- 26/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Feeling hot (n/a - TOZINAMERAN Not reported ICSR
10010447368 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/a])
Unknown -
Caused/Prolonged
Hospitalisation),
Malaise (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),
Rash (n/a - Unknown
- Caused/Prolonged
Hospitalisation),
Rash papular (n/a -
Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 26/10/2021 |Spontaneous |Non Non Not 12-17 |Not Male No Hyperthyroidism (n/a | TOZINAMERAN Not reported ICSR
10010447369 Healthcare |European |available |Years |Specified - [TOZINAMERAN] (S -
Professional |Economic Recovering/Resolving | COVID-19
Area - Other Medically immunisation - Not
Important applicable - [1d - n/a
Condition), - n/a])
Weight decreased
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 26/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Deafness (n/a - TOZINAMERAN Not reported ICSR
10010447370 Professional |European |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Economic - Other Medically COvID-19
Area Important immunisation - Not
Condition), applicable - [1d - n/a
- n/a])
Dizziness (n/a -
Recovered/Resolved
=)
Vomiting (1d -
Recovered/Resolved
-)
EU-EC- 26/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Decreased appetite |COMIRNATY Not reported ICSR
10010447380 Professional |European |available |Years |Specified (n/a - Unknown - [TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d - n/a
Fatigue (n/a - - Intramuscular])
https://dap.ema.europa.eu/analytics/saw.dlI?Go 44/68
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Unknown -
Caused/Prolonged
Hospitalisation),

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

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

EU-EC-
10010447388

26/10/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Not
Specified

No

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

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

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

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

Pain in extremity
(nfa -
Recovering/Resolving
- Other Medically
Important Condition)

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

Not reported

EU-EC-
10010447401

26/10/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

Anaphylactic reaction
(n/a - Unknown -
Caused/Prolonged
Hospitalisation),

Blood pressure
decreased (n/a -
Unknown - Other
Medically Important
Condition),

Blood pressure
systolic decreased
(n/a - Unknown -
Other Medically
Important
Condition),

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

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

Sensation of foreign
body (n/a - Unknown
- Other Medically
Important Condition)

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

Not reported

EU-EC-
10010447402

26/10/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No

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

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

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

Not reported

—
(2]
0

EU-EC-
10010447426

26/10/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

No

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

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

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

Not reported

—
(2]
0

EU-EC-
10010447434

26/10/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No

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

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

Not reported

—
(2]
|0

EU-EC-
10010447445

26/10/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

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

Not
available

12-17
Years

Not
Specified

Male

No

Chest discomfort
(n/a - Not
Recovered/Not
Resolved - Other

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

Not reported

—
(2]
yel
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Medically Important |applicable - [1d - n/a
Condition) - Unknown])
EU-EC- 26/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Asthenia (n/a - COMIRNATY Not reported ICSR
10010447458 Professional |European |available |Years |Specified Unknown - [TOZINAMERAN] (S -
Economic Caused/Prolonged COvID-19
Area Hospitalisation), immunisation - Not
applicable - [1d - n/a
Dizziness (n/a - - Unknown])
Unknown -
Caused/Prolonged
Hospitalisation),
Dyspnoea (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),
Headache (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),
Myalgia (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),
Nausea (n/a -
Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 26/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Pruritus (n/a - COMIRNATY Not reported ICSR
10010447476 Professional |European |available |Years |Specified Recovered/Resolved |[[TOZINAMERAN] (S -
Economic - Other Medically COVID-19
Area Important immunisation - Not
Condition), applicable - [n/a -
n/a - Intramuscular])
Rash (n/a -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 26/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Cardiac discomfort | COMIRNATY Not reported ICSR
10010447478 Professional |European |available |Years |Specified (n/a- [TOZINAMERAN] (S -
Economic Recovering/Resolving | COVID-19
Area - Other Medically immunisation - Not
Important Condition) |applicable - [1d - n/a
- n/a])
EU-EC- 26/10/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Dizziness (6d - COMIRNATY Not reported ICSR
10010447525 Healthcare |Economic |available |Years |Specified Recovered/Resolved [[TOZINAMERAN] (S -
Professional |Area =) COVID-19
immunisation - Not
Headache (3d - applicable - [n/a -
Recovered/Resolved |1{DF} - n/a])
=)
Malaise (6d -
Recovered/Resolved
=)
Tinnitus (6d -
Recovered/Resolved
-)
EU-EC- 26/10/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Abdominal pain COMIRNATY Not reported ICSR
10010447534 Healthcare |Economic |available |Years |Specified lower (37d - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |COVID-19
=) immunisation - Not
applicable - [n/a -
Chills (n/a - Not 1{DF} - n/a])
Recovered/Not
Resolved - ),
Fatigue (n/a - Not
Recovered/Not
Resolved - ),
Heavy menstrual
bleeding (n/a -
Unknown - ),
Malaise (n/a - Not
Recovered/Not
Resolved - ),
Menstruation delayed
(n/a - Unknown - ),
Nausea (n/a -
Recovering/Resolving
EU-EC- 26/10/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Joint stiffness (2d - | COMIRNATY Not reported ICSR
10010447536 Healthcare |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area -) COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 26/10/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Amenorrhoea (n/a - |COMIRNATY Not reported ICSR
10010447537 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- 26/10/2021 |Spontaneous |Non European |Not 12-17 |Adolescent Male No Lymphadenopathy | COMIRNATY Not reported ICSR
10010447736 Healthcare |Economic |available |Years (n/a - Unknown - ), |[TOZINAMERAN] (S -
Professional |Area COvVID-19
Vaccination site pain |immunisation - Not
https://dap.ema.europa.eu/analytics/saw.dlI?Go 46/68
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(n/a - applicable - [1d -
Recovering/Resolving |.3mL -
=) Intramuscular])
Vaccination site
swelling (n/a -
Recovering/Resolving
EU-EC- 26/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Chest discomfort COMIRNATY Not reported ICSR
10010447839 Professional |European |available |Years |Specified (n/a - [TOZINAMERAN] (S -
Economic Recovering/Resolving | COVID-19
Area - Other Medically immunisation - Not
Important applicable - [1d -
Condition), .3mL -
Intramuscular])
Dyspnoea (n/a -
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 26/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Cardiac disorder (n/a | COMIRNATY Not reported ICSR
10010447850 Professional |European |available |Years |Specified - Unknown - [TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d -
Chest pain (n/a - .3mL -
Unknown - Intramuscular])
Caused/Prolonged
Hospitalisation),
Myocarditis (n/a -
Unknown -
Caused/Prolonged
Hospitalisation,
Other Medically
Important Condition)
EU-EC- 26/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Chest discomfort COMIRNATY Not reported ICSR
10010448104 Professional |European |available |Years |Specified (n/a - Unknown - [TOZINAMERAN] (S -
Economic Other Medically COVID-19
Area Important immunisation - Not
Condition), applicable - [n/a -
n/a - Unknown])
Chest pain (n/a -
Unknown - Other
Medically Important
Condition),
Sinus arrhythmia
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 26/10/2021 | Spontaneous |Non Non Not 12-17 |Not Female |No Fatigue (n/a - COMIRNATY Not reported ICSR
10010448105 Healthcare |European |available |Years |Specified Unknown - Other [TOZINAMERAN] (S -
Professional |Economic Medically Important |COVID-19
Area Condition), immunisation - Not
applicable - [n/a -
Headache (n/a - n/a - n/a])
Unknown - Other
Medically Important
Condition),
Urticaria (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 26/10/2021 |Spontaneous |Non Non Not 12-17 |Not Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10010448115 Healthcare |European |available |Years |Specified Unknown - Other [TOZINAMERAN] (S -
Professional | Economic Medically Important |COVID-19
Area Condition), immunisation - Not
applicable - [n/a -
Cardiac disorder (n/a |n/a - n/a])
- Unknown - ),
Drug ineffective (n/a
- Unknown - Other
Medically Important
Condition)
EU-EC- 26/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Hypertension (n/fa - |COMIRNATY Not reported ICSR
10010448129 Professional |European |available |Years |Specified Unknown - ), [TOZINAMERAN] (S -
Economic COVID-19
Area Pruritus (n/a - immunisation - Not
Unknown - Other applicable - [n/a -
Medically Important |.3mL -
Condition), Intramuscular])
Rash (n/a - Unknown
- Other Medically
Important Condition)
EU-EC- 26/10/2021 |Spontaneous |Non Non Not 12-17 |Not Female |No COVID-19 (n/a - TOZINAMERAN Not reported ICSR
10010448137 Healthcare |European |available |Years |Specified Unknown - Other [TOZINAMERAN] (S -
Professional | Economic Medically Important |COVID-19
Area Condition), immunisation - Not
applicable - [1d - n/a
Vaccination failure - n/a])
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 26/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Fall (n/a - COMIRNATY Not reported ICSR
10010448140 Professional |European |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Economic =) COVID-19
Area immunisation - Not
Feeling abnormal applicable - [n/a -
(n/a - n/a - n/al)
Recovered/Resolved
=)
https://dap.ema.europa.eu/analytics/saw.dlI?Go 47/68
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Presyncope (n/a -
Recovered/Resolved

-

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

EU-EC-
10010448237

26/10/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

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

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

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

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

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

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

Not reported

EU-EC-
10010448257

26/10/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

Anaphylactic shock
(nfa -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

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

Feeling cold (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),

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

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

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

Not reported

—
(2]
pel

EU-EC-
10010448283

26/10/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

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

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

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

Not reported

EU-EC-
10010448746

26/10/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

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

Not reported

EU-EC-
10010448748

26/10/2021

Spontaneous

Healthcare
Professional

Non
European

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

Not
available

12-17
Years

Not
Specified

Male

Chest discomfort
(n/a - Unknown - ),

COMIRNATY
[TOZINAMERAN] (S -

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

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

Musculoskeletal
discomfort (n/a -
Unknown - )

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

EU-EC-
10010448764

26/10/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

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

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

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

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

Not reported

—
(2]
pe)

EU-EC-
10010448772

26/10/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

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

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

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

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

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

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

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

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

Not reported

EU-EC-
10010448937

26/10/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

Petit mal epilepsy
(n/a -
Recovered/Resolved
- Other Medically
Important
Condition),

Tonic clonic
movements (n/a -
Recovered/Resolved
- Other Medically
Important Condition)

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

Not reported

EU-EC-
10010448946

26/10/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

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

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

Not reported

EU-EC-
10010448989

26/10/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

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

Not
available

12-17
Years

Not
Specified

Female

Dizziness (n/a -
Recovering/Resolving
=)

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

Hypersomnia (n/a -
Unknown - ),

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

Malaise (n/a -
Unknown - ),

Menstrual disorder
(n/a - Unknown - ),

Muscle rigidity (n/a -
Recovering/Resolving

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

[BUSPIRONE] (C -
Anxiety - n/a - [n/a -
10mg - n/a]),

[CLONIDINE] (C -
Sleep disorder - n/a -
[n/a - .1mg - n/a]),

[FLUOXETINE,
FLUOXETINE
HYDROCHLORIDE] (C
- Depression - n/a -
[n/a - 40mg - n/a]),

[HYDROXYZINE,
HYDROXYZINE
HYDROCHLORIDE] (C
- Sleep disorder - n/a -
[n/a - 25mg - n/a]),

[LORAZEPAM] (C -
Haemophobia - n/a -
[1d - 1mg - n/a]),

[VENLAFAXINE
HYDROCHLORIDE] (C

49/68
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-) - Affective disorder -
n/a-[n/a-75mg -
Muscle tightness (n/a n/al)
Recovering/Resolving
=)
Musculoskeletal
stiffness (n/a -
Recovering/Resolving
=)
Mydriasis (n/a -
Recovering/Resolving
=)
Pallor (n/a -
Recovering/Resolving
=)
Seizure (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Tremor (n/a -
Recovering/Resolving
-)
EU-EC- 26/10/2021 |Spontaneous |Non European |Not 12-17 |Not Male No Rash (n/a - COMIRNATY Not reported ICSR
10010449228 Healthcare |Economic |available |Years |Specified Recovered/Resolved |[[TOZINAMERAN] (S -
Professional |Area -) COVID-19
immunisation - Not
applicable - [n/a -
n/a - n/al)
EU-EC- 26/10/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Malaise (1d - COMIRNATY Not reported ICSR
10010449338 Healthcare |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) COVID-19
immunisation - Not
Menstrual disorder  |applicable - [n/a -
(n/a - Not 1{DF} - n/a])
Recovered/Not
Resolved - ),
Myalgia (2d -
Recovered/Resolved
=)
Pyrexia (2d -
Recovered/Resolved
-)
EU-EC- 26/10/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Dysmenorrhoea (n/a |COMIRNATY NOT AVAILABLE (C- [ICSR
10010449341 Healthcare |Economic |available |Years |Specified - Not Recovered/Not |[TOZINAMERAN] (S - [n/a-n/a-[n/a-n/a-
Professional |Area Resolved - ) COVID-19 n/al)
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 26/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |[Female |No Condition aggravated | COMIRNATY Not reported ICSR
10010449412 Professional |Economic |available |Years (n/a - [TOZINAMERAN] (S -
Area Recovering/Resolving |COVID-19
- Caused/Prolonged |immunisation - Not
Hospitalisation), applicable - [1d -
3mL -
Encephalitis (n/a - Intramuscular])
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 26/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Cytotoxic lesions of |COMIRNATY Not reported ICSR
10010449415 Professional |Economic |available |Years corpus callosum (n/a |[TOZINAMERAN] (S -
Area - COVID-19
Recovered/Resolved |immunisation - Not
- Caused/Prolonged |applicable - [1d -
Hospitalisation), 3mL -
Intramuscular])
Encephalitis (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)
EU-EC- 26/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent Male No Dysphagia (2h - COMIRNATY Not reported ICSR
10010449424 Professional |[Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S -
Area - Other Medically COvID-19
Important immunisation - Drug
Condition), withdrawn - [42d -
1{DF} -
Pharyngeal oedema |Intramuscular])
(2h -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 26/10/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Chest pain (n/a - Not | COMIRNATY Not reported ICSR
10010449436 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - Other COVID-19
Medically Important |immunisation - Not
Condition) applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 26/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Iridocyclitis (n/a - COMIRNATY Not reported ICSR
10010449496 Professional |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S -
Area - Other Medically COVID-19
Important Condition) |immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 26/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Discomfort (n/a - COMIRNATY Not reported ICSR
10010449598 Professional |European |available |Years |Specified Unknown - ), [TOZINAMERAN] (S -
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Economic COVID-19
Area Dizziness (n/a - immunisation - Not
Unknown - ), applicable - [1d - n/a
- Intramuscular])
Dyspnoea (n/a -
Unknown - ),
Headache (n/a -
Unknown - ),
Serum sickness (n/a
- Unknown - ),
Syncope (n/a -
Unknown - Other
Medically Important
Condition),
Vestibular disorder
(n/a - Unknown - )
EU-EC- 26/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Pruritus (n/a - COMIRNATY Not reported ICSR
10010449604 Professional |European |available |Years |Specified Recovering/Resolving [[TOZINAMERAN] (S -
Economic - Other Medically COVID-19
Area Important immunisation - Not
Condition), applicable - [1d -
.3mL -
Rash (n/a - Intramuscular])
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 26/10/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Male No Lymphadenopathy COMIRNATY Not reported ICSR
10010449647 Healthcare |Economic |available |Years (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not COVID-19
Resolved - ) immunisation - Not
applicable - [n/a -
n/a - Intramuscular])
EU-EC- 26/10/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |[Female |No Menarche (n/a - Not |COMIRNATY Not reported ICSR
10010449700 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ) COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 26/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Male No Influenza like illness | COMIRNATY Not reported ICSR
10010449774 Professional |Economic |available |Years - [TOZINAMERAN] (S -
Area Recovering/Resolving | COVID-19
- immunisation - n/a -
[1d - 1{DF} -
Intramuscular])
EU-EC- 26/10/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |[Female |No Urticaria (n/a - Not |COMIRNATY Not reported ICSR
10010449806 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ) COVID-19
immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 26/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Male No Urticaria (4d - COMIRNATY Not reported ICSR
10010449815 Professional |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S -
Area -) COVID-19
immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 26/10/2021 | Spontaneous |Non European |Not 12-17 |Adolescent |Female |Yes Immunisation COMIRNATY Not reported ICSR
10010449836 Healthcare |Economic |available |Years reaction (n/a - [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving | COVID-19
-) immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 26/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |[Female |No Intermenstrual COMIRNATY Not reported ICSR
10010449845 Professional |Economic |available |Years bleeding (n/a - Not |[TOZINAMERAN] (S -
Area Recovered/Not COVID-19
Resolved - ) immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 26/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Male No Herpes zoster (n/a - |COMIRNATY Not reported ICSR
10010449848 Professional |Economic |available |Years Recovering/Resolving [[TOZINAMERAN] (S -
Area -) COvVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 26/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Male No Herpes zoster (n/a - |COMIRNATY Not reported ICSR
10010449873 Professional |Economic |available |Years Recovering/Resolving | [TOZINAMERAN] (S -
Area - COvID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 26/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Immunisation COMIRNATY Not reported ICSR
10010449876 Professional |Economic |available |Years reaction (2d - [TOZINAMERAN] (S -
Area Recovered/Resolved |COVID-19
-) immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 26/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Chest pain (2d - COMIRNATY Not reported ICSR
10010450275 Professional |European |available |Years |Specified Recovered/Resolved |[[TOZINAMERAN] (S -
Economic - Caused/Prolonged |COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d - n/a
Pyrexia (2d - - Intramuscular])
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Recovered/Resolved
- Caused/Prolonged
Hospitalisation)

EU-EC-
10010450282

26/10/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Not
Specified

No

Headache (n/a -
Recovered/Resolved
=)

Influenza like iliness
(n/a -
Recovering/Resolving
=)

Malaise (n/a -
Recovered/Resolved
-

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

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

Not reported

EU-EC-
10010450410

26/10/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

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

Not reported

EU-EC-
10010450464

26/10/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

No

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

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

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

Not reported

EU-EC-
10010450636

26/10/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No

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

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

Lethargy (n/a -
Recovered/Resolved
- Life Threatening,
Other Medically
Important Condition)

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

Not reported

—
(2]
0

EU-EC-
10010450990

26/10/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

No

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

Iron deficiency
anaemia (n/a - Not
Recovered/Not
Resolved - Disabling)

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

Not reported

EU-EC-
10010451256

26/10/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

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

Not
available

12-17
Years

Adolescent

Female

No

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

Myocarditis (n/a -
Recovering/Resolving

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

Not reported
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- Caused/Prolonged
Hospitalisation)

EU-EC-
10010451306

26/10/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

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

Blood pressure
diastolic decreased
(n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Depressed level of
consciousness (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

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

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

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

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

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

Not reported

—
(2]
0

EU-EC-
10010451316

26/10/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

No

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

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

Not reported

—
(2]
0

EU-EC-
10010451317

26/10/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No

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

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

Not reported

—
(2]
pel

EU-EC-
10010451324

26/10/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

No

Burning sensation
(n/a - Not
Recovered/Not
Resolved - ),

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

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

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

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

Not reported

._.
(9%}
P

EU-EC-
10010451370

26/10/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

No

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

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

Not reported

—
(%]
yel

EU-EC-
10010451464

26/10/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

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

Not
available

12-17
Years

Not
Specified

Female

No

Blood pressure
decreased (n/a -
Recovered/Resolved

-

Cold sweat (n/a -
Recovered/Resolved

=)

Feeling abnormal
(n/a -
Recovered/Resolved

-

Heart rate decreased
(n/a -
Recovered/Resolved

X

Hypoaesthesia oral
(n/a -
Recovered/Resolved

=

Loss of
consciousness (n/a -

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

Not reported

—
(92
0
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Recovered/Resolved
- Other Medically
Important
Condition),
Presyncope (n/a -
Recovered/Resolved
-)
EU-EC- 26/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Headache (n/a - COMIRNATY Not reported ICSR
10010451775 Professional |European |available |Years |Specified Unknown - [TOZINAMERAN] (S -
Economic Caused/Prolonged  |COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d - n/a
Nausea (n/a - - n/a])
Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 26/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Syncope (n/a - COMIRNATY Not reported ICSR
10010451816 Professional |European |available |Years |Specified Unknown - Other [TOZINAMERAN] (S -
Economic Medically Important |COVID-19
Area Condition), immunisation - Not
applicable - [n/a -
Vaccination site n/a - n/al)
reaction (n/a -
Unknown - ),
Vomiting (n/a -
Unknown - )
EU-EC- 26/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Not Male No Myocarditis (n/a - COMIRNATY Not reported ICSR
10010451834 Professional |[Economic |available |Years |Specified Unknown - [TOZINAMERAN] (S -
Area Caused/Prolonged  |COVID-19
Hospitalisation) immunisation - Not
applicable - [n/a -
n/a - Intramuscular])
EU-EC- 26/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Chest discomfort COMIRNATY Not reported ICSR
10010451837 Professional |European |available |Years |Specified (n/a - Unknown - [TOZINAMERAN] (S -
Economic Other Medically COVID-19
Area Important immunisation - Not
Condition), applicable - [1d - n/a
- n/al)
Chest pain (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 26/10/2021 | Spontaneous |Healthcare |Non Not 12-17 |Not Male No Pruritus (n/a - COMIRNATY Not reported ICSR
10010451868 Professional |European |available |Years |Specified Unknown - Other [TOZINAMERAN] (S -
Economic Medically Important |COVID-19
Area Condition), immunisation - Not
applicable - [1d -
Rash (n/a - Unknown |.3mL -
- Other Medically Intramuscular])
Important Condition)
EU-EC- 26/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Headache (n/a - Not |COMIRNATY Not reported ICSR
10010451894 Professional |European |available |Years |Specified Recovered/Not [TOZINAMERAN] (S -
Economic Resolved - ), COVID-19
Area immunisation - Not
Lethargy (n/a - Not |applicable - [n/a -
Recovered/Not n/a - n/a))
Resolved - ),
Nausea (n/a - Not
Recovered/Not
Resolved - ),
Pericarditis (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition),
Pyrexia (n/a - Not
Recovered/Not
Resolved - ),
Vaccination site
reaction (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 26/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Dizziness (n/a - Not |COMIRNATY Not reported ICSR
10010451921 Professional |European |available |Years |Specified Recovered/Not [TOZINAMERAN] (S -
Economic Resolved - Other COvID-19
Area Medically Important |immunisation - Not
Condition), applicable - [1d - n/a
- Intramuscular])
Nausea (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Orthostatic
hypotension (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition),
Pyrexia (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Syncope (n/a - Not
Recovered/Not
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Resolved - Other
Medically Important
Condition)
EU-EC- 26/10/2021 |Spontaneous |Non Non Not 12-17 |Not Female |No Fall (n/a - TOZINAMERAN Not reported ICSR
10010452025 Healthcare |European |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Economic - Other Medically COVID-19
Area Important immunisation - Not
Condition), applicable - [n/a -
n/a - n/al)
Loss of
consciousness (n/a -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 26/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Hyperhidrosis (n/a - |COMIRNATY Not reported ICSR
10010452147 Professional |European |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Economic -) COVID-19
Area immunisation - Not
Loss of applicable - [1d - n/a
consciousness (n/a - |- n/a])
Recovered/Resolved
- Other Medically
Important
Condition),
Pallor (n/a -
Recovered/Resolved
=)
Syncope (n/a -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 26/10/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Cough (11d - COMIRNATY COVID- |Not reported ICSR
10010452414 Healthcare |Economic |available |Years Recovered/Resolved |19 MRNA VACCINE
Professional |Area With Sequelae - ), (NUCLEOSIDE
MODIFIED)
Dizziness (11d - CONCENTRATE FOR
Recovered/Resolved |DISPERSION FOR
With Sequelae - ), INJECTION
[TOZINAMERAN] (S -
Fatigue (11d - Immunisation - Not
Recovered/Resolved |applicable - [n/a -
With Sequelae - ), 3mL -
Intramuscular])
Headache (11d -
Recovered/Resolved
With Sequelae - ),
Muscle spasms (11d
Recovered/Resolved
With Sequelae - ),
Myalgia (11d -
Recovered/Resolved
With Sequelae - ),
Nausea (11d -
Recovered/Resolved
With Sequelae - ),
Oropharyngeal pain
(11d -
Recovered/Resolved
With Sequelae - ),
Photophobia (11d -
Recovered/Resolved
With Sequelae - ),
Pyrexia (11d -
Recovered/Resolved
With Sequelae - )
EU-EC- 26/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Abdominal pain (n/fa |COMIRNATY Not reported ICSR
10010452470 Professional |European |available |Years |Specified - [TOZINAMERAN] (S -
Economic Recovered/Resolved |COVID-19
Area -) immunisation - Not
applicable - [n/a -
Syncope (n/a - n/a - n/a])
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 26/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Not Female |No Asthenia (n/a - COMIRNATY Not reported ICSR
10010452486 Professional |Economic |available |Years |Specified Unknown - ), [TOZINAMERAN] (S -
Area COVID-19
Fatigue (n/a - immunisation - Not
Unknown - ), applicable - [n/a -
n/a - Intramuscular])
Syncope (n/a -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 26/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10010452579 Professional |Economic |available |Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 26/10/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |[Female |No Heavy menstrual COMIRNATY Not reported ICSR
10010452683 Healthcare |Economic |available |Years bleeding (n/a - Not |[TOZINAMERAN] (S -
Professional |Area Recovered/Not COVID-19
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Resolved - Other immunisation - Drug
Medically Important |withdrawn - [1d - n/a
Condition) - Intramuscular])
EU-EC- 26/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Arthralgia (n/a - COMIRNATY Not reported ICSR
10010452738 Professional |European |available |Years |Specified Recovering/Resolving | [TOZINAMERAN] (S -
Economic - Caused/Prolonged |COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d -
Chest discomfort .3mL -
(n/a - Intramuscular])
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Dizziness (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Vomiting (n/a -
Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 26/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Chest pain (n/a - COMIRNATY Not reported ICSR
10010452751 Professional |European |available |Years |Specified Unknown - Other [TOZINAMERAN] (S -
Economic Medically Important |COVID-19
Area Condition), immunisation - Not
applicable - [1d - n/a
Myocarditis (n/a - - n/a])
Unknown - Other
Medically Important
Condition),
Non-dipping (n/a -
Unknown - )
EU-EC- 26/10/2021 | Spontaneous |Non European |Not 12-17 |Adult Female |No Menstruation COMIRNATY Not reported ICSR
10010452763 Healthcare |Economic |available |Years irregular (n/a - Not  [[TOZINAMERAN] (S -
Professional |Area Recovered/Not COVID-19
Resolved - ) immunisation - Dose
not changed - [n/a -
1{DF} - n/a])
EU-EC- 26/10/2021 |Spontaneous |Non European |Not 12-17 |Adolescent Male No Abdominal pain (n/a |COMIRNATY Not reported ICSR
10010452767 Healthcare |Economic |available |Years - Not Recovered/Not |[TOZINAMERAN] (S -
Professional |Area Resolved - ), COvID-19
immunisation - Not
Balance disorder (n/a|applicable - [n/a -
- Not Recovered/Not |1{DF} - n/a])
Resolved - ),
Dyspnoea (n/a - Not
Recovered/Not
Resolved - ),
Headache (n/a - Not
Recovered/Not
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 26/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |[Female |No Pain in extremity COMIRNATY AVAMYS ICSR
10010452776 Professional |Economic |available |Years (n/a - Not [TOZINAMERAN] (S - |[FLUTICASONE
Area Recovered/Not COVID-19 FUROATE] (C -
Resolved - ) immunisation - Rhinorrhoea - n/a -
Unknown - [n/a - [n/a - n/a - Nasal]),
1{DF} - n/a])
OPATANOL
[OLOPATADINE,
OLOPATADINE
HYDROCHLORIDE] (C
- Rhinitis allergic - n/a
-[n/a-n/a-
Ophthalmic]),
[EPINEPHRINE] (C -
n/fa-n/a-[n/a-n/a-
Intramuscular]),
[ETHINYLESTRADIOL,
LEVONORGESTREL,
LACTOSE, LACTOSE
MONOHYDRATE] (C -
Contraception - n/a -
[n/a - n/a - Oral]),
[HYDROCORTISONE
BUTYRATE] (C -
Eczema - n/a - [n/a -
n/a - Cutaneous]),
[IBUPROFEN] (C - Pain
-n/a-[136d - n/a -
Oral]),
[MELATONIN] (C -
Insomnia - n/a - [n/a -
n/a - Oral]),
[METHYLPHENIDATE
HYDROCHLORIDE] (C
- Attention deficit
hyperactivity disorder -
n/a-[203d - n/a -
Oral]),
[METHYLPHENIDATE
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HYDROCHLORIDE] (C
- Attention deficit
hyperactivity disorder -
n/a-[n/a-n/a-
Oral]),

[METHYLPHENIDATE
HYDROCHLORIDE] (C
- Disturbance in
attention - n/a - [n/a -
n/a - Oral]),

[MICONAZOLE
NITRATE,
HYDROCORTISONE]
(C - Skin disorder - n/a
-[1258d - n/a -
Cutaneous]),

[MOMETASONE
FUROATE] (C - Asthma
prophylaxis - n/a - [n/a
- n/a - Respiratory
(inhalation)]),

[MOMETASONE
FUROATE] (C - Eczema
-n/a-[n/a-n/a-
Cutaneous]),

[PANTOPRAZOLE,
PANTOPRAZOLE
SODIUM] (C -
Prophylaxis against
gastrointestinal ulcer -
n/a-[n/a-n/a-
Oral]),

[PARACETAMOL] (C -
Pain - n/a - [136d -
n/a - Oral]),

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

Respiratory
(inhalation)])
EU-EC- 26/10/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |[Female |No Amenorrhoea (n/a - |COMIRNATY Not reported ICSR
10010452781 Healthcare |Economic |available |Years Not Recovered/Not  |[TOZINAMERAN] (S -
Professional |Area Resolved - ) COvVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 26/10/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Lymphadenopathy | COMIRNATY Not reported ICSR
10010452783 Healthcare |Economic |available |Years (n/a - [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving | COVID-19
-) immunisation - Dose
not changed - [n/a -
1{DF} - n/a])
EU-EC- 26/10/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Menstruation COMIRNATY Not reported ICSR
10010452786 Healthcare |Economic |available |Years irregular (n/a - Not  [[TOZINAMERAN] (S -
Professional |Area Recovered/Not COVID-19
Resolved - ) immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 26/10/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |[Female |No Vaginal haemorrhage | COMIRNATY Not reported ICSR
10010452795 Healthcare |Economic |available |Years (10d - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |COVID-19
- immunisation - Dose
not changed - [n/a -
1{DF} - n/a])
EU-EC- 26/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Male No Haematoma (n/a - |COMIRNATY Not reported ICSR
10010452799 Professional |Economic |available |Years Not Recovered/Not |[TOZINAMERAN] (S -
Area Resolved - ) COVID-19
immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 26/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Neck pain (1d - COMIRNATY Not reported ICSR
10010452814 Professional |Economic |available |Years Recovered/Resolved [[TOZINAMERAN] (S -
Area =) COVID-19
immunisation - Not
Pain in extremity (1d |applicable - [n/a -
- 1{DF} - n/a])
Recovered/Resolved
EU-EC- 26/10/2021 | Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Lip swelling (n/a - COMIRNATY Not reported ICSR
10010452819 Healthcare |Economic |available |Years Not Recovered/Not  [[TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19
immunisation -
Oral mucosal Unknown - [n/a -
blistering (n/a - Not |1{DF} - n/a])
Recovered/Not
Resolved - )
EU-EC- 26/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Male No Headache (n/a - COMIRNATY Not reported ICSR
10010452838 Professional |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S -
Area -) COVID-19
immunisation -
Unknown - [n/a -
1{DF} - n/a])
EU-EC- 26/10/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |[Female |No Inflammation (n/a - | COMIRNATY [CLEMIZOLE ICSR
10010452842 Healthcare |Economic |available |Years Recovering/Resolving | [TOZINAMERAN] (S - |PENICILLIN] (C - n/a -
Professional |Area -) COVID-19 n/a - [6d - n/a - n/a])
immunisation -
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Unknown - [n/a -
1{DF} - n/a])

EU-EC-
10010452846

26/10/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

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

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

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

General physical
condition abnormal
(n/a -
Recovered/Resolved
- Life Threatening,
Caused/Prolonged
Hospitalisation),

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

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

Multisystem
inflammatory
syndrome in children
(10d -
Recovered/Resolved
- Life Threatening,
Caused/Prolonged
Hospitalisation),

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

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

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

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

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

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

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

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

Not reported

—
(2]
yel

EU-EC-
10010452851

26/10/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

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

Not
available

12-17
Years

Adolescent

Male

Cough (n/a -
Recovering/Resolving

r

Oropharyngeal pain
(n/a -
Recovering/Resolving

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

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

Not reported

58/68
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1{DF} -
Intramuscular])
EU-EC- 26/10/2021 | Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Abdominal pain (n/a |COMIRNATY Not reported ICSR
10010452856 Healthcare |Economic |available |Years - Not Recovered/Not |[TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19
immunisation - Not
Nausea (n/a - Not applicable - [n/a -
Recovered/Not 1{DF} - n/a])
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 26/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Male No Oropharyngeal pain | COMIRNATY [SODIUM HYDROGEN |ICSR
10010452857 Professional |Economic |available |Years (n/a - [TOZINAMERAN] (S - |CARBONATE,
Area Recovering/Resolving |COVID-19 POTASSIUM
-) immunisation - CHLORIDE, SODIUM
Unknown - [n/a - CHLORIDE,
1{DF} - n/a]) MACROGOL 3350] (C -
Constipation - n/a -
[n/a - n/a - Oral])
EU-EC- 26/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |[Female |No Amenorrhoea (n/a - |COMIRNATY [ADAPALENE, ICSR
10010452858 Professional |Economic |available |Years Not Recovered/Not  |[TOZINAMERAN] (S - |BENZOYL PEROXIDE]
Area Resolved - ) COvID-19 (C-Acne-n/a-[n/a-
immunisation - n/a - Cutaneous]),
Unknown - [n/a -
1{DF} - n/a]) [BUDESONIDE] (C -
Asthma - n/a - [n/a -
n/a - Respiratory
(inhalation)]),
[DERMATOPHAGOIDES
PTERONYSSINUS] (C -
Seasonal allergy - n/a -
[n/a-n/a-
Subcutaneous]),
[DERMATOPHAGOIDES
PTERONYSSINUS] (C -
n/a-n/a-[n/a-nfa-
Subcutaneous]),
[SALBUTAMOL,
SALBUTAMOL
SULFATE] (C - Asthma
-n/a-[n/a-n/a-
Respiratory
(inhalation)])
EU-EC- 26/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Dyskinesia (n/a - COMIRNATY Not reported ICSR
10010452930 Professional |European |available |Years |Specified Recovering/Resolving | [TOZINAMERAN] (S -
Economic =) COvID-19
Area immunisation - Not
Hypoaesthesia (270h |applicable - [n/a -
- n/a - Intramuscular])
Recovered/Resolved
=)
Neuropathy
peripheral (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Tremor (270h -
Recovered/Resolved
-)
EU-EC- 26/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Chest pain (11d - COMIRNATY Not reported ICSR
10010452994 Professional |Economic |available |Years Recovered/Resolved |[[TOZINAMERAN] (S -
Area =) COvID-19
immunisation - Not
Cough (11d - applicable - [1d -
Recovered/Resolved |.3mL -
=), Intramuscular])
Dysphonia (11d -
Recovered/Resolved
-
Odynophagia (11d -
Recovered/Resolved
=)
Pyrexia (11d -
Recovered/Resolved
=)
Rhinorrhoea (11d -
Recovered/Resolved
-)
EU-EC- 26/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Eyelid oedema (11d - | COMIRNATY Not reported ICSR
10010453026 Professional |Economic |available |Years Recovered/Resolved |[[TOZINAMERAN] (S -
Area =) COVID-19
immunisation - Not
Lip oedema (11d -  |applicable - [1d -
Recovered/Resolved |.3mL -
=) Intramuscular])
Malaise (1d -
Recovered/Resolved
=)
Urticaria (11d -
Recovered/Resolved
=)
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Vomiting (1d -
Recovered/Resolved
-)
EU-EC- 26/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Male No Headache (n/a - COMIRNATY Not reported ICSR
10010453100 Professional |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S -
Area =) COVID-19
immunisation - Not
Lymphadenopathy applicable - [1d - n/a
(7d - - n/a])
Recovered/Resolved
=)
Malaise (n/a -
Recovered/Resolved
-)
EU-EC- 26/10/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |[Female |No Abdominal pain (n/a |COMIRNATY Not reported ICSR
10010453103 Healthcare |Economic |available |Years - [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving | COVID-19
=) immunisation - Not
applicable - [1d -
Headache (n/a - 3mL -
Recovering/Resolving | Intramuscular])
=)
Nausea (n/a -
Recovering/Resolving
EU-EC- 26/10/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |[Female |No Abdominal pain (n/a |COMIRNATY Not reported ICSR
10010453104 Healthcare |Economic |available |Years - Unknown - ), [TOZINAMERAN] (S -
Professional |Area COVID-19
Headache (n/a - immunisation - Not
Unknown - ), applicable - [1d -
3mL -
Malaise (n/a - Intramuscular])
Unknown - ),
Nausea (n/a -
Unknown - )
EU-EC- 26/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |[Female |No Deep vein COMIRNATY Not reported ICSR
10010453164 Professional |Economic |available |Years thrombosis (11d - [TOZINAMERAN] (S -
Area Recovered/Resolved |COVID-19
- Caused/Prolonged |immunisation - Not
Hospitalisation), applicable - [1d -
.3mL -
Paget-Schroetter Intramuscular])
syndrome (11d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)
EU-EC- 26/10/2021 | Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Chest pain (n/a - COMIRNATY Not reported ICSR
10010453295 Professional |European |available |Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Economic - Caused/Prolonged |COVID-19
Area Hospitalisation), immunisation - Not
applicable - [n/a -
Eosinophilia (n/a - n/a - n/a))
Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 26/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Abdominal pain COMIRNATY Not reported ICSR
10010453297 Professional |European |available |Years |Specified upper (n/a - [TOZINAMERAN] (S -
Economic Recovering/Resolving | COVID-19
Area =) immunisation - Not
applicable - [n/a -
Communication n/a - n/al),
disorder (n/a -
Recovering/Resolving |[LISDEXAMFETAMINE
-), DIMESYLATE] (S -
n/a - Not applicable -
Feeling cold (n/a - [n/a - n/a-n/a])
Recovering/Resolving
=)
Headache (n/a -
Recovering/Resolving
Heart rate increased
(n/a-
Recovering/Resolving
=)
Nausea (n/a -
Recovering/Resolving
=)
Pain (n/a -
Recovering/Resolving
Syncope (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Tremor (n/a -
Recovering/Resolving
=)
Visual impairment
(n/a -
Recovering/Resolving
-)
EU-EC- 26/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Anaphylactic reaction | COMIRNATY Not reported ICSR
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10010453342 Professional |European |available |Years |[Specified (n/a - Unknown - [TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation, immunisation - Not
Other Medically applicable - [n/a -
Important n/a - Intramuscular])
Condition),
Dizziness (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),
Dyspnoea (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),
Hypotension (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),
Oxygen saturation
decreased (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),
Vision blurred (n/a -
Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 26/10/2021 |Spontaneous |Non Non Not 12-17 |Not Male No Angina pectoris (n/a |COMIRNATY Not reported ICSR
10010453468 Healthcare |European |available |Years |Specified - [TOZINAMERAN] (S -
Professional |Economic Recovering/Resolving | COVID-19
Area - Other Medically immunisation - Not
Important applicable - [1d - n/a
Condition), - n/a))
Depressed mood
(n/a - Unknown - ),
Headache (n/a -
Unknown - ),
Myocarditis (n/a -
Unknown - Other
Medically Important
Condition),
Pyrexia (n/a -
Recovered/Resolved
-)
EU-EC- 26/10/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Menstruation delayed | COMIRNATY NOT AVAILABLE (C- |ICSR
10010453480 Healthcare |Economic |available |Years |Specified (n/a - Not [TOZINAMERAN] (S - |n/a-n/a-[n/a-n/a-
Professional |Area Recovered/Not COVID-19 n/al)
Resolved - ) immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 26/10/2021 |Spontaneous |Non European |Not 12-17 |Not Male No Axillary pain (nfa- |[TOZINAMERAN] (S - |Not reported ICSR
10010453759 Healthcare |Economic |available |Years |Specified Not Recovered/Not  |n/a - Unknown - [n/a
Professional |Area Resolved - ), - n/a - n/a])
Feeling cold (n/a -
Not Recovered/Not
Resolved - )
EU-EC- 26/10/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Heavy menstrual COMIRNATY Not reported ICSR
10010453851 Healthcare |Economic |available |Years |Specified bleeding (n/a - Not  |[TOZINAMERAN] (S -
Professional |Area Recovered/Not COVID-19
Resolved - ), immunisation - Not
applicable - [n/a -
Nausea (n/a - Not 1{DF} - n/a])
Recovered/Not
Resolved - ),
Vomiting (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 26/10/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Malaise (2d - COMIRNATY Not reported ICSR
10010453908 Healthcare |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) COVID-19
immunisation - Not
Menstruation applicable - [n/a -
irregular (n/a - 1{DF} - n/a])
Recovering/Resolving
-)
EU-EC- 26/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Abdominal COMIRNATY Not reported ICSR
10010453987 Professional |European |available |Years |Specified discomfort (n/a - [TOZINAMERAN] (S -
Economic Unknown - COvID-19
Area Caused/Prolonged immunisation - Not
Hospitalisation), applicable - [1d - n/a
- Intramuscular])
Cardiac discomfort
(n/a - Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 26/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Lethargy (n/a - COMIRNATY Not reported ICSR
10010454149 Professional |European |available |Years |Specified Recovered/Resolved |[[TOZINAMERAN] (S -
Economic - Other Medically COVID-19
Area Important immunisation - Not
Condition), applicable - [n/a -
n/a - n/al)
Pallor (n/a -
Recovered/Resolved
- Other Medically
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Important
Condition),
Presyncope (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),
Syncope (n/a -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 25/10/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Injection site COMIRNATY Not reported ICSR
10010412089 Healthcare |Economic |available |Years |Specified swelling (n/a - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |COVID-19
-) immunisation - Not
applicable - [n/a -
Menstruation 1{DF} - n/a])
irregular (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 25/10/2021 | Spontaneous |Non Non Not 12-17 |Not Female |No Depressed mood TOZINAMERAN Not reported ICSR
10010412512 Healthcare |European |available |Years |Specified (n/a - [TOZINAMERAN] (S -
Professional |Economic Recovering/Resolving | COVID-19
Area =) immunisation - Not
applicable - [1d - n/a
Dysgeusia (n/a - Not |- n/a])
Recovered/Not
Resolved - ),
Parosmia (n/a - Not
Recovered/Not
Resolved - ),
Syncope (n/a -
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 25/10/2021 |Spontaneous |Non Non Not 12-17 |Not Male No Hyperpyrexia (n/a - |COMIRNATY Not reported ICSR
10010412520 Healthcare |European |available |Years |Specified Unknown - Other [TOZINAMERAN] (S -
Professional | Economic Medically Important |COVID-19
Area Condition) immunisation - Not
applicable - [1d - n/a
- n/a])
EU-EC- 25/10/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Myocarditis (n/a - COMIRNATY Not reported ICSR
10010412928 Healthcare |Economic |available |Years Unknown - [TOZINAMERAN] (S -
Professional |Area Caused/Prolonged Immunisation - n/a -
Hospitalisation) [n/a - n/a - n/a])
EU-EC- 25/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10010413341 Professional |Economic |available |Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a - n/a-[n/a-n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 25/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10010413349 Professional |Economic |available |Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a - n/a-[n/a-n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 25/10/2021 | Spontaneous |Non Non Not 12-17 |Not Female |No Dysphagia (n/a - Not | TOZINAMERAN [SODIUM CHLORIDE] |ICSR
10010413477 Healthcare |European |available |Years |Specified Recovered/Not [TOZINAMERAN] (S - |(C - Postural
Professional | Economic Resolved - Other COVID-19 orthostatic tachycardia
Area Medically Important |immunisation - Not  |syndrome - n/a - [n/a
Condition), applicable - [1d - n/a |- n/a - n/a]),
- n/aj)
Enuresis (n/a - Not [SODIUM HYDROGEN
Recovered/Not CARBONATE,
Resolved - Other POTASSIUM
Medically Important CHLORIDE, SODIUM
Condition), CHLORIDE,
MACROGOL 3350] (C -
Erectile dysfunction Constipation - n/a -
(n/a - Not [n/a - n/a - n/a])
Recovered/Not
Resolved - Other
Medically Important
Condition),
Fatigue (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Scrotal pain (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 25/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Nephrotic syndrome |COMIRNATY Not reported ICSR
10010413478 Professional |European |available |Years |Specified (6d - [TOZINAMERAN] (S -
Economic Recovered/Resolved |COVID-19
Area - Caused/Prolonged |immunisation - Not
Hospitalisation, applicable - [1d - n/a
Other Medically - n/a])
Important
Condition),
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Oedema (6d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Protein urine (6d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)
EU-EC- 25/10/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Heavy menstrual COMIRNATY Not reported ICSR
10010414272 Healthcare |Economic |available |Years |Specified bleeding (n/a - Not  |[TOZINAMERAN] (S -
Professional |Area Recovered/Not Immunisation - n/a -
Resolved - ), [n/a-n/a-
Intramuscular])
Menstruation
irregular (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 25/10/2021 | Spontaneous |Non European |Not 12-17 |Not Female |No Amenorrhoea (n/a - |COMIRNATY Not reported ICSR
10010414274 Healthcare |Economic |available |Years |Specified Not Recovered/Not  |[TOZINAMERAN] (S -
Professional |Area Resolved - ) Immunisation - n/a -
[n/a-n/a-
Intramuscular])
EU-EC- 25/10/2021 | Spontaneous |Non European |Not 12-17 |Not Female |No Menstruation delayed | COMIRNATY [DOXYCYCLINE, ICSR
10010414282 Healthcare |Economic |available |Years |Specified (n/a - Not [TOZINAMERAN] (S - | DOXYCYCLINE
Professional |Area Recovered/Not Immunisation - n/a - |(ANHYDROUS)] (C -
Resolved - ), [n/a - n/a - Acne - n/a - [n/a -
Intramuscular]) 100mg - Oral])
Menstruation
irregular (n/a - Not
Recovered/Not
Resolved - ),
Vaginal discharge
Recovered/Resolved
EU-EC- 25/10/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Petechiae (n/a - COMIRNATY Not reported ICSR
10010414334 Healthcare |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a -
[n/a-n/a-
Skin haemorrhage | Intramuscular])
(n/a -
Recovered/Resolved
EU-EC- 25/10/2021 | Spontaneous |Non European |Not 12-17 |Not Female |No Heavy menstrual COMIRNATY [DESOGESTREL] (C- |ICSR
10010414429 Healthcare |Economic |available |Years |Specified bleeding (n/a - Not  |[TOZINAMERAN] (S - |Oral contraception -
Professional |Area Recovered/Not Immunisation - n/a - |n/a - [n/a - n/a - n/a])
Resolved - ), [n/a-n/a-
Intramuscular])
Menstrual disorder
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 25/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Adolescent |Male No Drug interaction (n/a [HYDROCORTISONE |Not reported ICSR
10010414549 Professional |European |available |Years - Unknown - Other  |[HYDROCORTISONE,
Economic Medically Important |HYDROCORTISONE
Area Condition), SODIUM SUCCINATE]
(I - Addison's disease
Off label use (n/a - |- Unknown - [n/a -
Unknown - ), n/a - Unknown]),
Pyrexia (n/a - TOZINAMERAN
Recovering/Resolving | [TOZINAMERANT] (I -
- Other Medically COvVID-19
Important immunisation - Not
Condition), applicable - [1d - n/a
- Unknown]),
Rash erythematous
(n/a- [TRIMETHOPRIM] (I
Recovering/Resolving |- Acne - Unknown -
- Other Medically [n/a-n/a-
Important Condition) |Unknown])
EU-EC- 25/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Chest discomfort TOZINAMERAN Not reported ICSR
10010414594 Professional |European |available |Years |Specified (n/a - [TOZINAMERAN] (S -
Economic Recovered/Resolved |COVID-19
Area - Caused/Prolonged |immunisation - Not
Hospitalisation), applicable - [n/a -
n/a - n/a])
Myocarditis (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),
Pyrexia (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Vomiting (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)
EU-EC- 25/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10010414776 Professional |Economic |available |Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important [n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
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Other Medically
Important Condition)

EU-EC-
10010414801

25/10/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

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

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

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

Not reported

—
(2]
yel

EU-EC-
10010415032

25/10/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

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

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

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

Not reported

—
(23
pel

EU-EC-
10010415154

25/10/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

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

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

Not reported

—
(o}
(2]
pel

EU-EC-
10010415348

25/10/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

Abdominal pain (1d -
Recovering/Resolving

-

Chills (0d -
Recovered/Resolved

-

Dizziness (0d -
Recovered/Resolved
=)

Headache (1d -
Recovering/Resolving

=

Limb discomfort (n/a
- Unknown - ),

Pyrexia (1d -
Recovering/Resolving

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

Not reported

—
(2]
pvl

EU-EC-
10010415370

25/10/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

Dizziness (n/a -
Recovering/Resolving

)
Fatigue (n/a -
Recovering/Resolving

-

Headache (n/a -
Recovering/Resolving
=)

Injection site pain
(n/a -
Recovering/Resolving

i

Polymenorrhoea (n/a

Recovering/Resolving

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

Not reported

EU-EC-
10010415480

25/10/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

Asthenia (2d -
Recovering/Resolving

)

Headache (2d -
Recovering/Resolving

-

Myalgia (2d -
Recovering/Resolving
-)

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

Not reported

EU-EC-
10010415571

25/10/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

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

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

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

Not reported

._.
(@}
(9]
Pl

EU-EC-
10010416100

25/10/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

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

Not
available

12-17
Years

Adolescent

Female

Blood pressure
abnormal (n/a -
Recovered/Resolved
With Sequelae - Life
Threatening),

Dizziness (n/a -
Recovered/Resolved
With Sequelae - Life
Threatening),

Heart rate abnormal
(n/a -
Recovered/Resolved

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

- n/al)

Not reported

._.
(9%
Pl
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With Sequelae - Life
Threatening),

Myalgia (n/a -
Recovered/Resolved
With Sequelae - Life
Threatening),

Oxygen saturation
decreased (n/a -
Recovered/Resolved
With Sequelae - Life
Threatening),

Vomiting (n/a -
Recovered/Resolved
With Sequelae - Life
Threatening)

EU-EC-
10010416440

25/10/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

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

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

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

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

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

Not reported

EU-EC-
10010416589

25/10/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

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

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

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

Not reported

—
(2}
pl

EU-EC-
10010416600

25/10/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

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

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

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

Not reported

—
(2}
pel

EU-EC-
10010416984

25/10/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

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

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

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

Not reported

—
(2]
0

EU-EC-
10010417166

25/10/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No

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

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

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

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

Not reported

._.
19]
Pl

EU-EC-
10010417169

25/10/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No

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

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

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

Not reported

—
(o]
(2]
0

EU-EC-
10010417176

25/10/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

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

Not
available

12-17
Years

Not
Specified

Male

No

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

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

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

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

Not reported

._.
(9%}
Pl
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Hospitalisation,
Other Medically
Important Condition)
EU-EC- 25/10/2021 |Spontaneous |Non Non Not 12-17 |Not Male No Blindness transient | TOZINAMERAN Not reported ICSR
10010417524 Healthcare |European |available |Years |Specified (1d - [TOZINAMERAN] (S -
Professional |Economic Recovered/Resolved |COVID-19
Area - Other Medically immunisation - Not
Important applicable - [1d - n/a
Condition), - Parenteral])
Chills (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Pyrexia (n/a -
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 25/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Chest pain (n/a - TOZINAMERAN Not reported ICSR
10010417679 Professional |European |available |Years |Specified Unknown - ), [TOZINAMERAN] (S -
Economic COVID-19
Area Pericarditis (n/a - immunisation - Not
Not Recovered/Not | applicable - [1d - n/a
Resolved - Other - n/a])
Medically Important
Condition)
EU-EC- 25/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Not Female |No Loss of COMIRNATY COVID- |Not reported ICSR
10010417789 Professional |Economic |available |Years |Specified consciousness (0d - |19 MRNA VACCINE
Area Recovered/Resolved |(NUCLEOSIDE
- Disabling, Other ~ |MODIFIED)
Medically Important [[TOZINAMERAN] (S -
Condition), COvID-19
prophylaxis - n/a -
Musculoskeletal [n/a - 30ug -
stiffness (0d - Intramuscular])
Recovered/Resolved
=)
Pyrexia (n/a -
Recovered/Resolved
=)
Visual impairment
(5min -
Recovered/Resolved
EU-EC- 25/10/2021 | Spontaneous |Healthcare |Non Not 12-17 |Not Male No Anaphylactic reaction [COMIRNATY Not reported ICSR
10010417945 Professional |European |available |Years |Specified (n/a - Unknown - [TOZINAMERAN] (S -
Economic Other Medically COvID-19
Area Important immunisation - Not
Condition), applicable - [n/a -
n/a - Intramuscular])
Loss of
consciousness (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 25/10/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Migraine (n/a - COMIRNATY Not reported ICSR
10010418303 Healthcare |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area -) COVID-19
immunisation - Not
applicable - [n/a -
n/a - n/al)
EU-EC- 25/10/2021 |Spontaneous |Non Non Not 12-17 |Not Female |No Blindness (n/a - Not | TOZINAMERAN Not reported ICSR
10010418323 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/aj)
Eye pain (n/a -
Unknown - Other
Medically Important
Condition),
Visual impairment
(n/a -
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 25/10/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Male No Colitis (n/a - Not COMIRNATY Not reported ICSR
10010418383 Healthcare |Economic |available |Years Recovered/Not CONCENTRATE FOR
Professional |Area Resolved - DISPERSION FOR
Caused/Prolonged INJECTION COVID-
Hospitalisation), 19 MRNA VACCINE
(NUCLEOSIDE
Diarrhoea (n/a - Not |MODIFIED)
Recovered/Not [TOZINAMERAN] (S -
Resolved - COVID-19
Caused/Prolonged immunisation - Not
Hospitalisation) applicable - [n/a -
n/a - n/al)
EU-EC- 25/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Cough (1d - COMIRNATY Not reported ICSR
10010418936 Professional |European |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Economic - Other Medically COvVID-19
Area Important immunisation - Not
Condition), applicable - [1d -
3mL -
Dyspnoea (1d - Intramuscular])
Recovered/Resolved
- Other Medically
Important
Condition),
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Headache (1d -
Recovered/Resolved
- Other Medically
Important
Condition),
Myalgia (1d -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 25/10/2021 |Spontaneous |Non Non Not 12-17 |Not Male No Ear pain (8d - COMIRNATY Not reported ICSR
10010418979 Healthcare |European |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Professional | Economic - Caused/Prolonged |COVID-19
Area Hospitalisation, immunisation - Not
Other Medically applicable - [1d - n/a
Important - Intramuscular])
Condition),
Facial paresis (10d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),
Hypoaesthesia oral
(7d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),
Paraesthesia (7d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important Condition)
EU-EC- 25/10/2021 |Spontaneous |Non Non Not 12-17 |Not Female |No Headache (2d - TOZINAMERAN Not reported ICSR
10010419290 Healthcare |European |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Economic - Other Medically COVID-19
Area Important immunisation - Not
Condition), applicable - [n/a -
n/a - n/a))
Malaise (2d -
Recovered/Resolved
- Other Medically
Important
Condition),
Myalgia (2d -
Recovered/Resolved
- Other Medically
Important
Condition),
Nausea (2d -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 25/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Purpura (n/a - COMIRNATY Not reported ICSR
10010419335 Professional |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S -
Area - Caused/Prolonged |COVID-19
Hospitalisation), immunisation - Not
applicable - [29d -
Thrombocytopenia 1{DF} -
(n/a - Intramuscular])
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)
EU-EC- 25/10/2021 |Spontaneous |Healthcare |European |Not 12-17 | Child Male No Optic neuritis (n/a - | COMIRNATY Not reported ICSR
10010419359 Professional |Economic |available |Years Recovering/Resolving | [TOZINAMERAN] (S -
Area - Caused/Prolonged |COVID-19
Hospitalisation) immunisation - n/a -
[1d - n/a -
Intramuscular])
EU-EC- 25/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |[Female |No Immunisation COMIRNATY Not reported ICSR
10010419390 Professional |Economic |available |Years reaction (n/a - [TOZINAMERAN] (S -
Area Recovered/Resolved |COVID-19
=) immunisation - Not
applicable - [1d -
Urticaria (n/a - 1{DF} -
Recovered/Resolved | Intramuscular])
- Other Medically
Important Condition)
EU-EC- 25/10/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Vestibular neuronitis | COMIRNATY Not reported ICSR
10010419402 Healthcare |Economic |available |Years (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not COVID-19
Resolved - Other immunisation - Not
Medically Important |applicable - [1d -
Condition) .3mL -
Intramuscular])
EU-EC- 25/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Blood pressure COMIRNATY Not reported ICSR
10010419451 Professional |European |available |Years |Specified decreased (1h - [TOZINAMERAN] (S -
Economic Recovered/Resolved |COVID-19
Area =) immunisation - Not
applicable - [n/a -
Bradycardia (1h - n/a - n/al)
Recovered/Resolved
- Other Medically
Important
Condition),
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Cold sweat (n/a -
Recovered/Resolved
=)
Nausea (n/a -
Recovered/Resolved
=)
Presyncope (n/a -
Recovered/Resolved
-)
EU-EC- 25/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Male No Herpes zoster (n/a - |COMIRNATY Not reported ICSR
10010419737 Professional |Economic |available |Years Recovering/Resolving |[TOZINAMERAN] (S -
Area -) COvID-19
immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 25/10/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |[Female |No Amenorrhoea (n/a - |COMIRNATY Not reported ICSR
10010419754 Healthcare |Economic |available |Years Not Recovered/Not  |[TOZINAMERAN] (S -
Professional |Area Resolved - ) COvVID-19
immunisation - n/a -
[n/a-n/a-
Intramuscular])
EU-EC- 25/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |[Female |No Amenorrhoea (n/a - |COMIRNATY Not reported ICSR
10010419765 Professional |Economic |available |Years Not Recovered/Not  |[TOZINAMERAN] (S -
Area Resolved - ) COVID-19
immunisation - n/a -
[n/a-n/a-
Intramuscular])
EU-EC- 25/10/2021 | Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Male No Dysphonia (1d - COMIRNATY Not reported ICSR
10010419863 Professional |Economic |available |Years Recovered/Resolved [[TOZINAMERAN] (S -
Area -) COvID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 25/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Amenorrhoea (n/a - |COMIRNATY Not reported ICSR
10010419875 Professional |Economic |available |Years Not Recovered/Not  [[TOZINAMERAN] (S -
Area Resolved - ), COVID-19
immunisation - Not
Decreased appetite |applicable - [1d -
(n/a - Not 1{DF} -
Recovered/Not Intramuscular])
Resolved - ),
Immunisation
reaction (n/a - Not
Recovered/Not
Resolved - ),
Weight decreased
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 25/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Menstrual disorder  |COMIRNATY Not reported ICSR
10010419879 Professional |Economic |available |Years (n/a - Not [TOZINAMERAN] (S -
Area Recovered/Not COvID-19
Resolved - ) immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 25/10/2021 | Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Abdominal pain (3d - [COMIRNATY Not reported ICSR
10010419885 Healthcare |Economic |available |Years Recovered/Resolved |[[TOZINAMERAN] (S -
Professional |Area =) COVID-19
immunisation - Not
Ear pain (n/a - applicable - [1d -
Recovering/Resolving | 1{DF} -
=) Intramuscular])
Nausea (3d -
Recovered/Resolved
=)
Palpitations (3d -
Recovered/Resolved
-
Pyrexia (2d -
Recovered/Resolved
-)
& O Ik 7 Rows 6001 - 6500
Return - Refresh - Print - Export
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