30.11.2022 12.00

Line Listing Report

Time run: 30/11/2022 11:22:32

Run Line Listing Report

Primary Suspect/interacting Concomitant/Not
Ev Primary Source . Patient Patient . Parent Reactu_)n List PT Drug List (_DrL!g Administered Drug List (Drug
EU Local Gateway Country Literature Age Group |Patient . (Duration — Outcome |Char - Indication Tt e ICSR
Number Receipt Report Type | Source for Reference Age (as per Sex Chid | Seriousness PT - Action taken - Char - Indication PT - Action Form
Qualification Group P Report | .=~ - taken - [Duration - Dose -
Date Regulatory reporter) Criteria) [Duration - Dose - Route])
Purposes Route])
EU-EC- 12/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Pulmonary embolism |COMIRNATY Not reported ICSR
10010297142 Professional |Economic |available |Years (n/a- [TOZINAMERAN]
Area Recovering/Resolving |(S - COVID-19
- Other Medically immunisation - n/a
Important Condition) |- [n/a - 1{DF} -
Intramuscular])
EU-EC- 12/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Cholestasis (15d - COMIRNATY Not reported ICSR
10010297150 Professional |Economic |available |Years Recovering/Resolving | [TOZINAMERAN]
Area - Caused/Prolonged |(S - COVID-19
Hospitalisation), immunisation - n/a
- [n/a - 2{DF} -
Hepatic cytolysis Intramuscular])
(n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Renal failure (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 12/10/2021 | Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Cough (n/a - COMIRNATY Not reported ICSR
10010297353 Professional |European |available |Years |Specified Recovered/Resolved |[TOZINAMERAN]
Economic - Other Medically (S - CovID-19
Area Important immunisation - Not
Condition), applicable - [n/a -
n/a-
Urticaria (n/a - Intramuscular])
Recovered/Resolved
- Other Medically
Important
Condition),
Wheezing (n/a -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 12/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Not Female |No Amenorrhoea (n/a - |COMIRNATY Not reported ICSR
10010297504 Professional |Economic |available |Years |Specified Not Recovered/Not  |[TOZINAMERAN]
Area Resolved - ) (S - CoviD-19
immunisation - Not
applicable - [n/a -
1{DF} - n/al)
EU-EC- 12/10/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |[Female |No Menstrual disorder ~ |COMIRNATY Not reported ICSR
10010297506 Healthcare |Economic |available |Years (n/a - Not [TOZINAMERAN]
Professional |Area Recovered/Not (S - CovID-19
Resolved - ), immunisation - Not
applicable - [n/a -
Polymenorrhoea (n/a | 1{DF} - n/a])
- Not Recovered/Not
Resolved - )
EU-EC- 12/10/2021 | Spontaneous |Non European |Not 12-17 |Not Female |No Acetonaemia (n/a - |COMIRNATY Not reported ICSR
10010297783 Healthcare |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN]
Professional |Area - Caused/Prolonged |(S - COVID-19
Hospitalisation, immunisation - Not
Other Medically applicable - [n/a -
Important n/a - n/al)
Condition),
Hyperglycaemia (n/a
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),
Vomiting (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important Condition)
EU-EC- 12/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Not Female |No Abdominal pain COMIRNATY Not reported ICSR
10010297995 Professional |Economic |available |Years |Specified lower (n/a - Not [TOZINAMERAN]
Area Recovered/Not (S - COvVID-19
Resolved - immunisation - Not
Caused/Prolonged applicable - [n/a -
Hospitalisation), n/a - n/al)
Headache (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Lymphadenitis (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Migraine (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
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Hospitalisation),
Visual impairment
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 12/10/2021 |Spontaneous |Non European |Not 12-17 |Not Male No Fatigue (3d - COMIRNATY Not reported ICSR
10010298027 Healthcare |Economic |available |Years |Specified Recovering/Resolving |[TOZINAMERAN]
Professional |Area - Disabling), (S - CoviD-19
immunisation - Not
Headache (3d - applicable - [n/a -
Recovering/Resolving |n/a - n/al)
- Disabling),
Injection site pain
(3d -
Recovering/Resolving
- Disabling),
Pyrexia (3d -
Recovering/Resolving
- Disabling)
EU-EC- 12/10/2021 |Spontaneous | Non European |Not 12-17 |Not Female |No Fatigue (n/a - Not COMIRNATY Not reported ICSR
10010298511 Healthcare |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN]
Professional |Area Resolved - ), (S - CoviD-19
immunisation - Not
Headache (n/a - Not |applicable - [n/a -
Recovered/Not 1{DF} - n/al)
Resolved - ),
Injection site pain
(n/a - Not
Recovered/Not
Resolved - ),
Malaise (n/a - Not
Recovered/Not
Resolved - ),
Nausea (n/a -
Recovering/Resolving
=)
Oropharyngeal pain
(n/a-
Recovering/Resolving
=)
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 12/10/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Inflammation (n/a - |COMIRNATY Not reported ICSR
10010298664 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Professional |Area - Other Medically (S-n/a-n/a-
Important Condition) |[n/a - 1{DF} -
n/al),
COMIRNATY
[TOZINAMERAN]
(S-nfa-nfa-
[n/a - 2{DF} -
n/a])
EU-EC- 12/10/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |Female |No Herpes zoster (n/a - |COMIRNATY Not reported ICSR
10010298675 Healthcare |Economic |available |Years Not Recovered/Not  |[TOZINAMERAN]
Professional |Area Resolved - Other (S-n/a-n/a-
Medically Important |[n/a - 1{DF} -
Condition) n/al),
COMIRNATY
[TOZINAMERAN]
(S-n/a-n/a-
[n/a - 2{DF} -
n/a])
EU-EC- 12/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No C-reactive protein COMIRNATY Not reported ICSR
10010298807 Professional |European |available |Years |Specified increased (n/a - [TOZINAMERAN]
Economic Unknown - ), (S - CoviD-19
Area immunisation - Not
Liver disorder (n/a - |applicable - [1d -
Unknown - ), n/a - n/al)
Liver function test
increased (n/a -
Unknown - Other
Medically Important
Condition),
Pyrexia (n/a -
Unknown - )
EU-EC- 12/10/2021 | Spontaneous |Non European |Not 12-17 |Adolescent |Male No Urticaria (n/a - COMIRNATY Not reported ICSR
10010298907 Healthcare |Economic |available |Years Unknown - Other [TOZINAMERAN]
Professional |Area Medically Important |(S - n/a-n/a-
Condition) [n/a - 1{DF} -
n/al),
COMIRNATY
[TOZINAMERAN]
(S-n/a-n/a-
[n/a - 2{DF} -
n/a])
EU-EC- 12/10/2021 | Spontaneous |Non European |Not 12-17 |Adolescent |Male No Urticaria (n/a - Not | COMIRNATY Not reported ICSR
10010298927 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN]
Professional |Area Resolved - Other (S - Immunisation
Medically Important |- n/a - [n/a -
Condition) 1{DF} - n/al)
EU-EC- 12/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Loss of COMIRNATY Not reported ICSR
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10010298993 Professional |European |available |Years |Specified consciousness (n/a - |[TOZINAMERAN]
Economic Recovering/Resolving |(S - COVID-19
Area - Other Medically immunisation - Not
Important applicable - [n/a -
Condition), n/a - n/al)
Seizure (n/a -
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 12/10/2021 | Spontaneous |Healthcare |Non Not 12-17 |Not Male No Malaise (n/a - Not COMIRNATY Not reported ICSR
10010298994 Professional |European |available |Years |Specified Recovered/Not [TOZINAMERAN]
Economic Resolved - ), (S - COvVID-19
Area immunisation - Not
Myalgia (n/a - Not applicable - [n/a -
Recovered/Not n/a - n/al)
Resolved - ),
Myocarditis (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 12/10/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |Female |No Vasculitis (14d - COMIRNATY Not reported ICSR
10010299006 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Professional |Area - (S-n/a-n/a-
[n/a - 1{DF} -
n/al),
COMIRNATY
[TOZINAMERAN]
(S-n/a-n/a-
[n/a - 2{DF} -
n/a])
EU-EC- 12/10/2021 | Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Ageusia (n/a - TOZINAMERAN Not reported ICSR
10010299046 Professional |European |available |Years |Specified Recovering/Resolving | [TOZINAMERAN]
Economic - Other Medically (S - CoviD-19
Area Important immunisation - Not
Condition), applicable - [1d -
n/a - n/al)
COVID-19 (n/a -
Unknown - Other
Medically Important
Condition),
Headache (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Influenza like illness
(n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Nasal congestion
(n/a-
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 12/10/2021 | Spontaneous |Non European |Not 12-17 |Not Female |No Amenorrhoea (n/a - |COMIRNATY Not reported ICSR
10010299427 Healthcare |Economic |available |Years |Specified Not Recovered/Not  |[TOZINAMERAN]
Professional |Area Resolved - ) (S - COovID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 12/10/2021 | Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Dysphonia (n/a - COMIRNATY Not reported ICSR
10010299432 Professional |European |available |Years |Specified Unknown - ), [TOZINAMERAN]
Economic (S - CovID-19
Area Dyspnoea (n/a - immunisation - Not
Unknown - ), applicable - [n/a -
n/a - n/al)
Hypersensitivity (n/a
- Unknown - Other
Medically Important
Condition),
Urticaria (n/a -
Unknown - )
EU-EC- 12/10/2021 | Spontaneous |Non European |Not 12-17 |Child Female |No Herpes zoster (n/a - |COMIRNATY Not reported ICSR
10010299627 Healthcare |Economic |available |Years Not Recovered/Not  |[TOZINAMERAN]
Professional |Area Resolved - ) (S-n/a-n/a-
[n/a - 1{DF} -
n/a])
EU-EC- 12/10/2021 | Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Fall (0d - COMIRNATY Not reported ICSR
10010299709 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Professional |Area - Caused/Prolonged |(S-n/a-n/a-
Hospitalisation), [n/a - 1{DF} -
n/a])
Syncope (0d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)
EU-EC- 12/10/2021 | Spontaneous |Non European |Not 12-17 |Adolescent |Male No Chest pain (3d - COMIRNATY Not reported ICSR
10010299751 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Professional |Area - Caused/Prolonged (S - Immunisation
Hospitalisation), -n/a-[n/a-
1{DF} - n/a])
Dyspnoea (3d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)
EU-EC- 12/10/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Male No Myocarditis (14d - COMIRNATY Not reported ICSR
10010299857 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
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Professional |Area -) (S-nfa-nfa-
[n/a - 1{DF} -
n/a])
EU-EC- 12/10/2021 |Spontaneous |[Non European |Not 12-17 |Adolescent |[Female |No Influenza like illness | COMIRNATY Not reported ICSR
10010299897 Healthcare |Economic |available |Years - [TOZINAMERAN]
Professional |Area Recovered/Resolved |(S - n/a-n/a-
=) [n/a - 2{DF} -
n/a])
Throat tightness (2d
Recovered/Resolved
-)
EU-EC- 12/10/2021 | Spontaneous |Non European |Not 12-17 |Adolescent Male No Abdominal pain (n/fa |COMIRNATY Not reported ICSR
10010299922 Healthcare |Economic |available |Years - Unknown - ), [TOZINAMERAN]
Professional |Area (S-n/a-n/a-
Arthralgia (n/a - [n/a - 1{DF} -
Unknown - ), n/a))
Conjunctivitis (n/a -
Unknown - ),
Headache (n/a -
Unknown - ),
Nausea (n/a -
Unknown - ),
Pyrexia (n/a -
Unknown - ),
Rash (n/a - Unknown
EU-EC- 12/10/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Eczema (n/a - Not COMIRNATY Not reported ICSR
10010300362 Healthcare |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN]
Professional |Area Resolved - ), (S - CoviD-19
immunisation - Not
Eye inflammation applicable - [n/a -
(n/a - Not 1{DF} - n/al)
Recovered/Not
Resolved - ),
Injection site
erythema (n/a - Not
Recovered/Not
Resolved - ),
Injection site
inflammation (n/a -
Not Recovered/Not
Resolved - ),
Injection site pain
(n/a - Not
Recovered/Not
Resolved - ),
Injection site
swelling (n/a - Not
Recovered/Not
Resolved - ),
Malaise (n/a - Not
Recovered/Not
Resolved - ),
Menstruation delayed
(n/a - Not
Recovered/Not
Resolved - ),
Myalgia (n/a -
Recovered/Resolved
EU-EC- 12/10/2021 | Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Blood urine (n/a - COMIRNATY Not reported ICSR
10010300608 Healthcare |Economic |available |Years Not Recovered/Not  |[TOZINAMERAN]
Professional |Area Resolved - Other (S - CoviD-19
Medically Important  |immunisation - Not
Condition) applicable - [n/a -
.3mL -
Intramuscular])
EU-EC- 12/10/2021 | Spontaneous |Non European |Not 12-17 |Not Female |No Menstruation COMIRNATY Not reported ICSR
10010300812 Healthcare |Economic |available |Years |Specified irregular (n/a - Not  |[TOZINAMERAN]
Professional |Area Recovered/Not (S - CovIiD-19
Resolved - ) immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 11/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Not Female |No Peripheral nerve COMIRNATY Not reported ICSR
10010275290 Professional |Economic |available |Years |Specified palsy (n/a - Not [TOZINAMERAN]
Area Recovered/Not (S-n/a-n/a-
Resolved - ) [n/a - n/a - n/al)
EU-EC- 11/10/2021 | Spontaneous |Healthcare |Non Not 12-17 |Not Male No Arthralgia (n/a - COMIRNATY Not reported ICSR
10010275644 Professional |European |available |Years |Specified Recovering/Resolving |[TOZINAMERAN]
Economic =), (S - COVID-19
Area immunisation - Not
Axillary mass (n/a - |applicable - [n/a -
Recovering/Resolving | n/a - n/al)
- Other Medically
Important
Condition),
Axillary pain (n/a -
Recovering/Resolving
=)
Blood pressure
decreased (n/a -
Recovering/Resolving
- Other Medically
https://dap.ema.europa.eu/analytics/saw.dlI?Go 4/67
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Important
Condition),

Chest pain (n/a -
Recovering/Resolving

-

Erythema (n/a -
Recovering/Resolving

»

Headache (n/a -
Recovered/Resolved

)

Lymphadenopathy
(n/fa-
Recovered/Resolved

=)
Lymphangiectasia
(n/a-
Recovered/Resolved

)

Malaise (n/a -
Recovering/Resolving
=)

Nausea (n/a -
Recovering/Resolving
=)

Oedema (n/a -
Recovering/Resolving

=)

Peripheral swelling
(n/a-
Recovering/Resolving

-

Pyrexia (n/a -
Recovering/Resolving
=)

Swelling (n/a -
Recovering/Resolving

=)

Vaccination site
erythema (n/a -
Recovering/Resolving
=)

Vaccination site
inflammation (n/a -

Recovering/Resolving
=)
Vaccination site
swelling (n/a -
Recovered/Resolved
=)
Vomiting (n/a -
Recovered/Resolved
EU-EC- 11/10/2021 |Spontaneous |Non Non Not 12-17 |Not Female |No Dyspnoea (n/a - Not | TOZINAMERAN Not reported ICSR
10010275978 Healthcare |European |available |Years |Specified Recovered/Not [TOZINAMERAN]
Professional |Economic Resolved - Other (S - CoviD-19
Area Medically Important  |immunisation - Not
Condition), applicable - [1d -
n/a - n/al)
Fatigue (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Malaise (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 11/10/2021 |Spontaneous | Non Non Not 12-17 |Not Female |No Nasopharyngitis (n/a | TOZINAMERAN Not reported ICSR
10010276077 Healthcare |European |available |Years |Specified - [TOZINAMERAN]
Professional |Economic Recovering/Resolving |(S - COVID-19
Area - Other Medically immunisation - Not
Important Condition) |applicable - [1d -
n/a - n/al)
EU-EC- 11/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Erythema nodosum |COMIRNATY Not reported ICSR
10010277156 Professional |Economic |available |Years (n/a - Not [TOZINAMERAN]
Area Recovered/Not (S-n/a-n/a-
Resolved - ) [n/a-n/a-
Intramuscular])
EU-EC- 11/10/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Male No Myocarditis (4d - COMIRNATY Not reported ICSR
10010277300 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Professional |Area - Caused/Prolonged |(S-n/a-n/a-
Hospitalisation) [n/a - 2{DF} -
n/a])
EU-EC- 11/10/2021 | Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Venous thrombosis | COMIRNATY Not reported ICSR
10010277353 Healthcare |Economic |available |Years limb (n/a - Not [TOZINAMERAN]
Professional |Area Recovered/Not (S-n/a-n/a-
Resolved - ) [n/a - 2{DF} -
n/a])
EU-EC- 11/10/2021 |Spontaneous |Non European |Not 12-17 |Not Male No Arthralgia (n/a - COMIRNATY NOT AVAILABLE (C - n/a - n/a |ICSR
10010277415 Healthcare |Economic |available |Years |Specified Recovering/Resolving |[TOZINAMERAN] |- [n/a - n/a - n/a])
https://dap.ema.europa.eu/analytics/saw.dlI?Go 5/67
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=)

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

Headache (n/a -
Recovering/Resolving
=)

Myalgia (n/a -
Recovering/Resolving
=)

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

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

Pyrexia (n/a -
Recovering/Resolving
-)

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

EU-EC-
10010277875

11/10/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

Heavy menstrual
bleeding (8d -
Recovered/Resolved
=)

Menarche (8d -
Recovered/Resolved

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

Not reported

—
{2}
|2

EU-EC-
10010277890

11/10/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

No

Arthralgia (n/a -
Recovering/Resolving
=)

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

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

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

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

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

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

Not reported

—
(2]
pel

EU-EC-
10010278043

11/10/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No

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

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

Not reported

ICSR

EU-EC-
10010278117

11/10/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

No

Blood pressure
decreased (65min -
Recovered/Resolved
- Other Medically
Important
Condition),

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

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

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

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

Not reported

—
(D
yel

EU-EC-
10010278138

11/10/2021

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

Diarrhoea (n/a -
Unknown - ),

Ear discomfort
(15min -
Recovered/Resolved
=)

Headache (n/a -
Unknown - ),

Hypoaesthesia
(15min -
Recovered/Resolved

)

Muscular weakness
(n/a - Unknown - ),

Nausea (n/a -
Unknown - ),

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

[LACTOMIN] (C - Nausea -

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

[METOCLOPRAMIDE] (C -
Nausea - n/a - [n/a - n/a -

n/a])
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Retinitis (n/a -
Unknown - Other
Medically Important
Condition),
Visual field defect
(n/a - Unknown - )
EU-EC- 11/10/2021 |Spontaneous | Non Non Not 12-17 |Not Female |No Dizziness (n/a - Not | TOZINAMERAN Not reported ICSR
10010278149 Healthcare |European |available |Years |Specified Recovered/Not [TOZINAMERAN]
Professional |Economic Resolved - Life (S - COovID-19
Area Threatening, immunisation - Not
Caused/Prolonged applicable - [1d -
Hospitalisation, n/a - n/al)
Other Medically
Important
Condition),
Dyspnoea (n/a - Not
Recovered/Not
Resolved - Life
Threatening,
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),
Fatigue (n/a - Not
Recovered/Not
Resolved - Life
Threatening,
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),
Loss of
consciousness (n/a -
Not Recovered/Not
Resolved - Life
Threatening,
Caused/Prolonged
Hospitalisation,
Other Medically
Important Condition)
EU-EC- 11/10/2021 | Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Male No Loss of COMIRNATY Not reported ICSR
10010278685 Professional |Economic |available |Years consciousness (1min |[TOZINAMERAN]
Area - (S - COVID-19
Recovered/Resolved |immunisation - Not
- Other Medically applicable - [n/a -
Important Condition) | 1{DF} -
Intramuscular])
EU-EC- 11/10/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Amenorrhoea (n/a - |COMIRNATY Not reported ICSR
10010278930 Healthcare |Economic |available |Years |Specified Unknown -) [TOZINAMERAN]
Professional |Area (S - CovID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/al)
EU-EC- 11/10/2021 | Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10010279056 Professional |Economic |available |Years Unknown - Other [TOZINAMERAN]
Area Medically Important |(S-n/a-n/a-
Condition), [n/a-n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 11/10/2021 | Spontaneous |Non European |Not 12-17 |Not Male No Nausea (36h - COMIRNATY Not reported ICSR
10010279198 Healthcare |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN]
Professional |Area =) (S - COVID-19
immunisation - Not
Pain (36h - applicable - [n/a -
Recovered/Resolved |n/a - n/a])
=)
Pyrexia (36h -
Recovered/Resolved
EU-EC- 11/10/2021 | Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Encephalitis (n/a - COMIRNATY Not reported ICSR
10010279455 Professional |Economic |available |Years Recovering/Resolving |[TOZINAMERAN]
Area - Life Threatening), |(S-n/a-n/a-[1d
- n/a-n/a])
SARS-CoV-2 test
negative (n/a -
Recovering/Resolving
- Life Threatening),
White matter lesion
(n/a-
Recovering/Resolving
- Life Threatening)
EU-EC- 11/10/2021 | Spontaneous |Non European |Not 12-17 |Not Female |No Headache (n/a - Not |COMIRNATY Not reported ICSR
10010279514 Healthcare |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN]
Professional |Area Resolved - ), (S - Immunisation
-n/a-[n/a-n/a-
Oropharyngeal pain | Intramuscular])
(n/a - Not
Recovered/Not
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 11/10/2021 |Spontaneous | Non European |Not 12-17 |Not Female |No Menstruation COMIRNATY Not reported ICSR
10010279525 Healthcare |Economic |available |Years |Specified irregular (6d - [TOZINAMERAN]
Professional |Area (S - Immunisation
https://dap.ema.europa.eu/analytics/saw.dlI?Go 7167
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Recovered/Resolved |- n/a - [n/a - n/a -
- Intramuscular])
EU-EC- 11/10/2021 |Spontaneous | Non European |Not 12-17 |Not Female |No Intermenstrual COMIRNATY Not reported ICSR
10010279531 Healthcare |Economic |available |Years |Specified bleeding (2d - [TOZINAMERAN]
Professional |Area Recovered/Resolved (S - Immunisation
-), -n/a-[n/a-n/a-
Intramuscular])
Vaginal haemorrhage
(2d - Unknown - )
EU-EC- 11/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Not Female |No Syncope (30min - COMIRNATY Not reported ICSR
10010279568 Professional |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN]
Area - Caused/Prolonged |(S - Immunisation
Hospitalisation) -n/a-[n/a-n/a-
Intramuscular])
EU-EC- 11/10/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Asthenia (n/a - COMIRNATY [COD-LIVER OIL] (C-n/a- |ICSR
10010279572 Healthcare |Economic |available |Years |Specified Recovering/Resolving |[TOZINAMERAN]  |n/a - [n/a - n/a - n/a])
Professional |Area -), (S - Immunisation
-n/a-[n/a-n/a-
Dizziness (n/a - Not | Intramuscular])
Recovered/Not
Resolved - ),
General physical
health deterioration
(n/a - Not
Recovered/Not
Resolved - ),
Headache (n/a -
Recovering/Resolving
=)
Musculoskeletal
stiffness (n/a -
Recovered/Resolved
=)
Nausea (n/a -
Recovering/Resolving
=)
Pain in extremity
(n/a -
Recovered/Resolved
EU-EC- 11/10/2021 | Spontaneous |Non European |Not 12-17 |Not Female |No Arthralgia (n/a - COMIRNATY Not reported ICSR
10010279580 Healthcare |Economic |available |Years |Specified Recovering/Resolving | [TOZINAMERAN]
Professional |Area - ), (S - Immunisation
-n/a-[n/a-n/a-
Chest discomfort Intramuscular])
(n/a-
Recovering/Resolving
Dizziness (n/a -
Recovering/Resolving
=)
Dyspnoea (n/a -
Recovering/Resolving
=)
Headache (n/a -
Recovering/Resolving
=)
Heart rate irregular
(n/a -
Recovering/Resolving
Musculoskeletal
stiffness (n/a -
Recovering/Resolving
=)
Myalgia (n/a -
Recovering/Resolving
=)
Nausea (n/a -
Recovering/Resolving
-)
EU-EC- 11/10/2021 |Spontaneous |Non Non Not 12-17 |Not Male No Pityriasis rosea (n/a - | TOZINAMERAN Not reported ICSR
10010280281 Healthcare |European |available |Years |Specified Not Recovered/Not  |[TOZINAMERAN]
Professional |Economic Resolved - Other (S - CoviD-19
Area Medically Important  |immunisation - Not
Condition) applicable - [1d -
n/a - n/al)
EU-EC- 11/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Not Female |No Body temperature COMIRNATY Not reported ICSR
10010280492 Professional |Economic |available |Years |Specified increased (3min - [TOZINAMERAN]
Area Recovered/Resolved |(S - COVID-19
=) immunisation - Not
applicable - [n/a -
Fatigue (n/a - 1{DF} - n/a])
Unknown - ),
Muscle twitching
(3min -
Recovered/Resolved
=)
Myalgia (n/a -
Unknown - ),
Pallor (3min -
Recovered/Resolved
=)
https://dap.ema.europa.eu/analytics/saw.dlI?Go 8/67
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Syncope (3min -
Recovered/Resolved

-)

EU-EC-
10010280526

11/10/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No

Fatigue (n/a -
Recovered/Resolved

)2

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

Vomiting (n/a -
Recovered/Resolved

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

Not reported

EU-EC-
10010280695

11/10/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

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

COMIRNATY
[TOZINAMERAN]
(S - COVID-19
immunisation - n/a
- [n/a - 30ug -
Intramuscular])

Not reported

—
(2]
|

EU-EC-
10010280744

11/10/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

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

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

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

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

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

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

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

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

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

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

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

Not reported

,_.
{92}
0

EU-EC-
10010280819

11/10/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No

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

Herpes virus
infection (n/a -
Unknown - )

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

Not reported

—
(23
0

EU-EC-
10010280973

11/10/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

Vomiting (3min -
Recovered/Resolved

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

Not reported

—
(2}
|

EU-EC-
10010281282

11/10/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

No

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

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

Not reported

—_
{92}
|0

https://dap.ema.europa.eu/analytics/saw.dll?Go
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EU-EC-
10010282096

11/10/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Run Line Listing Report

Male

No

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

Body temperature
abnormal (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

Not reported

—
L
0

EU-EC-
10010282403

11/10/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

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

Not
available

12-17
Years

Not
Specified

Female

No

Hot flush (n/a - Not
Recovered/Not
Resolved - )

COMIRNATY
[TOZINAMERAN]
(S - COVID-19

Not reported

—
(2]
0

10/67
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immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 11/10/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Menstruation delayed | COMIRNATY Not reported ICSR
10010282470 Healthcare |Economic |available |Years (10d - Not CONCENTRATE
Professional |Area Recovered/Not FOR DISPERSION
Resolved - ) FOR INJECTION
COVID-19 MRNA
VACCINE
(NUCLEOSIDE
MODIFIED)
[TOZINAMERAN]
(S - COVID-19
immunisation - Not
applicable - [n/a -
n/a - n/a])
EU-EC- 11/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10010282523 Professional |Economic |available |Years Unknown - Other [TOZINAMERAN]
Area Medically Important |(S-n/a-n/a-
Condition), [n/a-n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 11/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Asthenia (n/a - TOZINAMERAN [A/HONG KONG/4801/2014  |ICSR
10010282627 Professional |European |available |Years |Specified Unknown - Other [TOZINAMERAN] | (H3N2)-LIKE STRAIN
Economic Medically Important |(S - COVID-19 (A/HONG KONG/4801/2014,
Area Condition), immunisation - Not |X-263B),
applicable - [1d -  |B/BRISBANE/60/2008-LIKE
Erythema (n/a - n/a - n/a]) STRAIN
Unknown - Other (B/BRISBANE/60/2008, WILD
Medically Important TYPE), A/CALIFORNIA/7/2009
Condition), (H1N1)PDMO09-DERIVED
STRAIN USED (NYMC X-181),
Fatigue (n/a - A/HONG KONG/4801/2014
Unknown - Other (H3N2)-LIKE STRAIN
Medically Important (A/HONG KONG/4801/2014,
Condition), X-263B),
B/BRISBANE/60/2008-LIKE
Headache (n/a - STRAIN
Unknown - Other (B/BRISBANE/60/2008, WILD
Medically Important TYPE), A/MICHIGAN/45/2015
Condition), (H1N1)PDMO9-LIKE STRAIN
(A/SINGAPORE/GP1908/2015,
Limb discomfort (n/a IVR-180), INFLUENZA
- Unknown - Other VACCINE] (C - Immunisation -
Medically Important n/a - [1d - n/a - n/a]),
Condition),
[SALBUTAMOL, SALBUTAMOL
Off label use (n/a - SULFATE] (C - Asthma - n/a -
Unknown - ), [n/a - n/a - n/a])
Overdose (n/a -
Unknown - Other
Medically Important
Condition),
Product preparation
error (n/a - Unknown
- Other Medically
Important
Condition),
Product use issue
(n/a - Unknown - )
EU-EC- 11/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |[Female |No Headache (1d - COMIRNATY Not reported ICSR
10010282802 Professional |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Area - Caused/Prolonged |(S - COVID-19
Hospitalisation), immunisation - Not
applicable - [1d -
Muscular weakness |1{DF} -
- Intramuscular])
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)
EU-EC- 11/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Cardio-respiratory COMIRNATY Not reported ICSR
10010282815 Professional |Economic |available |Years arrest (1d - [TOZINAMERAN]
Area Recovering/Resolving | (S - COVID-19
- Life Threatening, immunisation - Not
Caused/Prolonged applicable - [1d -
Hospitalisation) 1{DF} -
Intramuscular])
EU-EC- 11/10/2021 | Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Male No Pericarditis (n/a - COMIRNATY Not reported ICSR
10010282912 Professional |Economic |available |Years Recovering/Resolving |[TOZINAMERAN]
Area - Other Medically (S - CoviD-19
Important Condition) |immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 11/10/2021 |Spontaneous |Non European |Not 12-17 |Not Male No Dermatitis allergic COMIRNATY Not reported ICSR
10010283004 Healthcare |Economic |available |Years |Specified (n/a - Not [TOZINAMERAN]
Professional |Area Recovered/Not (S - CovIiD-19
Resolved - Other immunisation - Not
Medically Important |applicable - [1d -
Condition) 1{DF} -
Intramuscular])
EU-EC- 11/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent Male No Vascular purpura COMIRNATY Not reported ICSR
10010283013 Professional |Economic |available |Years (n/a - Not [TOZINAMERAN]
Area Recovered/Not (S - COvVID-19
Resolved - Other immunisation - Not
Medically Important |applicable - [1d -
Condition) 1{DF} -
Intramuscular])
EU-EC- 11/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |[Female |No Vascular purpura COMIRNATY [DESOGESTREL] (C - n/a - ICSR
10010283026 Professional |Economic |available |Years (13d - [TOZINAMERAN] |n/a-)
Area Recovered/Resolved |(S - COVID-19
https://dap.ema.europa.eu/analytics/saw.dlI?Go 11/67
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- Other Medically immunisation - Not
Important Condition) |applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 11/10/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Malaise (n/a - COMIRNATY Not reported ICSR
10010283106 Healthcare |Economic |available |Years Recovering/Resolving |[TOZINAMERAN]
Professional |Area - (S - COVID-19
immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 11/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Male No Urticaria (3d - COMIRNATY Not reported ICSR
10010283130 Professional |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Area -) (S - COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 11/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |[Female |No Asthmatic crisis (1d - | COMIRNATY Not reported ICSR
10010283167 Professional |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Area -) (S - COVID-19
immunisation - Not
applicable - [1d -
.3mL -
Intramuscular])
EU-EC- 11/10/2021 | Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Male No Abdominal pain (n/fa |COMIRNATY Not reported ICSR
10010283169 Professional |Economic |available |Years - [TOZINAMERAN]
Area Recovering/Resolving |(S - COVID-19
-), immunisation - Not
applicable - [1d -
Pyrexia (n/a - .3mL -
Recovering/Resolving | Intramuscular])
=)
Urticaria (n/a -
Recovering/Resolving
EU-EC- 11/10/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Chills (n/a - COMIRNATY Not reported ICSR
10010283209 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Professional |Area =) (S - COVID-19
immunisation - Not
Dizziness (n/a - applicable - [1d -
Recovered/Resolved |1{DF} -
=), Intramuscular])
Hot flush (n/a -
Recovered/Resolved
),
Urticaria (n/a -
Recovering/Resolving
-)
EU-EC- 11/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Male No Abdominal pain (1d - | COMIRNATY Not reported ICSR
10010283299 Professional |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Area =) (S - COVID-19
immunisation - Not
Influenza like illness |applicable - [n/a -
(1d - 1{DF} -
Recovered/Resolved |Intramuscular])
=)
Vaccination site pain
(1d -
Recovered/Resolved
EU-EC- 11/10/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |Female |No Malaise (1d - COMIRNATY Not reported ICSR
10010283312 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Professional |Area =), (S - COVID-19
immunisation - n/a
Palpitations (1d - - [n/a - 1{DF} -
Recovered/Resolved | Intramuscular])
-)
EU-EC- 11/10/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Headache (n/a - Not |COMIRNATY Not reported ICSR
10010283323 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN]
Professional |Area Resolved - ), (S - COVID-19
immunisation - n/a
Pyrexia (n/a - Not - [n/a - 2{DF} -
Recovered/Not Intramuscular])
Resolved - ),
Tremor (n/a -
Recovering/Resolving
-)
EU-EC- 11/10/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Intermenstrual COMIRNATY Not reported ICSR
10010283344 Healthcare |Economic |available |Years bleeding (n/a - Not  |[TOZINAMERAN]
Professional |Area Recovered/Not (S - CovID-19
Resolved - ), immunisation - Not
applicable - [n/a -
Polymenorrhoea (n/a |1{DF} -
- Not Recovered/Not | Intramuscular])
Resolved - )
EU-EC- 11/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Intermenstrual COMIRNATY Not reported ICSR
10010283402 Professional |Economic |available |Years bleeding (n/a - Not  |[TOZINAMERAN]
Area Recovered/Not (S - COovID-19
Resolved - ), immunisation - Not
applicable - [1d -
Menstrual disorder 1{DF} -
(n/a - Not Intramuscular])
Recovered/Not
Resolved - )
EU-EC- 11/10/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Menstrual disorder | COMIRNATY Not reported ICSR
10010283421 Healthcare |Economic |available |Years (n/a- [TOZINAMERAN]
Professional |Area Recovering/Resolving | (S - COVID-19
-) immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
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EU-EC- 11/10/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |Female |No Diarrhoea (n/a - Not |COMIRNATY Not reported ICSR
10010283443 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN]
Professional |Area Resolved - ), (S - COovID-19
immunisation - Not
Dyspepsia (n/a - Not |applicable - [1d -
Recovered/Not 1{DF} -
Resolved - ) Intramuscular])
EU-EC- 11/10/2021 | Spontaneous |Healthcare |European |Not 12-17 |Adolescent Male No Condition aggravated | COMIRNATY Not reported ICSR
10010283869 Professional |Economic |available |Years (n/a - Not [TOZINAMERAN]
Area Recovered/Not (S - CovID-19
Resolved - ), immunisation - Not
applicable - [1d -
Eczema (n/a - Not 1{DF} -
Recovered/Not Intramuscular])
Resolved - )
EU-EC- 11/10/2021 |Spontaneous |Non European |Not 12-17 |Adult Female |No Body temperature COMIRNATY Not reported ICSR
10010284125 Healthcare |Economic |available |Years increased (4d - [TOZINAMERAN]
Professional |Area Recovered/Resolved |(S - COVID-19
-), immunisation - Not
applicable - [n/a -
Dizziness (n/a - 1{DF} - n/al)
Recovering/Resolving
=)
Fatigue (n/a - Not
Recovered/Not
Resolved - ),
Headache (n/a -
Recovered/Resolved
=)
Malaise (n/a -
Recovering/Resolving
=)
Memory impairment
(n/a-
Recovering/Resolving
Myalgia (4d -
Recovered/Resolved
=)
Nausea (n/a -
Recovered/Resolved
EU-EC- 11/10/2021 |Spontaneous | Non European |Not 12-17 |Not Male No Abnormal behaviour |COMIRNATY Not reported ICSR
10010284311 Healthcare |Economic |available |Years |Specified (n/a - Not [TOZINAMERAN]
Professional |Area Recovered/Not (S - CovID-19
Resolved - immunisation - n/a
Disabling), - [n/a-n/a-n/a])
Anxiety (n/a - Not
Recovered/Not
Resolved -
Disabling),
Dysarthria (n/a - Not
Recovered/Not
Resolved -
Disabling),
Emotional distress
(n/a - Not
Recovered/Not
Resolved -
Disabling),
Personality change
(n/a - Not
Recovered/Not
Resolved - Disabling)
EU-EC- 11/10/2021 | Spontaneous |Non European |Not 12-17 |Not Male No Hypersensitivity (n/a | COMIRNATY Not reported ICSR
10010284408 Healthcare |Economic |available |Years |Specified - Unknown - ), [TOZINAMERAN]
Professional |Area (S - CovID-19
Rash (n/a - Unknown |immunisation - Not
=), applicable - [1d -
n/a - n/a])
Skin reaction (n/a -
Unknown - ),
Urticaria (n/a -
Unknown -)
EU-EC- 11/10/2021 | Spontaneous |Healthcare |Non Not 12-17 |Not Male No Feeling abnormal (7h | COMIRNATY Not reported ICSR
10010284457 Professional |European |available |Years |Specified - [TOZINAMERAN]
Economic Recovered/Resolved |(S - COVID-19
Area - Caused/Prolonged |immunisation - Not
Hospitalisation), applicable - [1d -
n/a-
Muscle spasms (7h - |Intramuscular])
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Pallor (7h -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Seizure (7h -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important Condition)
EU-EC- 11/10/2021 | Spontaneous |Non European |Not 12-17 |Adolescent |Male No Myocarditis (1d - COMIRNATY Not reported ICSR
https://dap.ema.europa.eu/analytics/saw.dlI?Go 13/67
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10010284621 Healthcare

Professional

Economic
Area

available

Years

Run Line Listing Report

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

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

n/a])

EU-EC-
10010284763

11/10/2021 Non
Healthcare

Professional

Spontaneous

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

No

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

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

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

Hot flush (n/a - Not
Recovered/Not
Resolved - ),

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

Nausea (n/a -
Recovering/Resolving

-

Vomiting (0d -
Recovered/Resolved
-)

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

Not reported

Ty
(2]
0

EU-EC-
10010284791

11/10/2021 Healthcare

Professional

Spontaneous

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

No

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

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

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

Not reported

—
(2]
0

EU-EC-
10010284877

Healthcare
Professional

11/10/2021 |Spontaneous

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No

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

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

Not reported

—
(2]
|

EU-EC-
10010285102

11/10/2021 Non
Healthcare

Professional

Spontaneous

European
Economic
Area

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

Not
available

12-17
Years

Not
Specified

Male

No

Asthenia (3d - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

Dizziness (3d - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

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

Feeling of body
temperature change
(2d -
Recovered/Resolved
- Other Medically
Important
Condition),

Gait disturbance (3d
- Not Recovered/Not
Resolved - Other
Medically Important
Condition),

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

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

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

Pain in extremity (3d
- Not Recovered/Not
Resolved - Other
Medically Important
Condition),

Pain of skin (n/a -
Not Recovered/Not
Resolved - Other

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

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

=
(9]
(2]
0
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Medically Important
Condition),

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

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

EU-EC-
10010285108

11/10/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No

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

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

Not reported

—
(2]
yel

EU-EC-
10010285165

11/10/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No

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

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

Hypersensitivity (n/a

Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

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

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

Not reported

—
(2]
|

EU-EC-
10010285292

11/10/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No

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

Fatigue (n/a -
Recovering/Resolving

)

Headache (2d -
Recovered/Resolved
=)

Malaise (1d -
Recovered/Resolved

-)

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

Not reported

—
(23
|

EU-EC-
10010285296

11/10/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

No

Abdominal pain (1d -
Recovered/Resolved
=)

Diarrhoea (1d -
Recovered/Resolved
=)

Fatigue (3d -
Recovered/Resolved

»

Headache (n/a -
Recovered/Resolved

)

Injection site pain

Recovered/Resolved

)

Nausea (5d -
Recovered/Resolved

-

Vomiting (1d -
Recovered/Resolved

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

Not reported

—
(9]
p=l

EU-EC-
10010285315

11/10/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

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

Not
available

12-17
Years

Not
Specified

Female

No

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

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

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

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

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

Pyrexia (1d -

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

Not reported

—
(2]
pel

15/67
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Recovered/Resolved
EU-EC- 11/10/2021 |Spontaneous | Non European |Not 12-17 |Not Male No Herpes zoster (n/a - |COMIRNATY Not reported ICSR
10010285529 Healthcare |Economic |available |Years |Specified Not Recovered/Not  |[TOZINAMERAN]
Professional |Area Resolved - ) (S - CovID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 11/10/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Diarrhoea (1d - COMIRNATY Not reported ICSR
10010285545 Healthcare |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN]
Professional |Area -), (S - CoviD-19
immunisation - Not
Nausea (1d - applicable - [n/a -
Recovered/Resolved |1{DF} - n/a])
=)
Vomiting (1d -
Recovered/Resolved
-)
EU-EC- 11/10/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Amenorrhoea (n/a - |COMIRNATY Not reported ICSR
10010285736 Healthcare |Economic |available |Years |Specified Not Recovered/Not  |[TOZINAMERAN]
Professional |Area Resolved - ) (S - CoviD-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 11/10/2021 | Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Cholinergic COMIRNATY Not reported ICSR
10010285768 Professional |European |available |Years |Specified syndrome (n/a - [TOZINAMERAN]
Economic Recovering/Resolving | (S - COVID-19
Area - Other Medically immunisation - Not
Important applicable - [1d -
Condition), n/a - n/a])
Dizziness (n/a -
Recovering/Resolving
=)
Head discomfort (n/a
Recovering/Resolving
EU-EC- 11/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Nausea (n/a - Not COMIRNATY Not reported ICSR
10010285797 Professional |Economic |available |Years Recovered/Not [TOZINAMERAN]
Area Resolved - ) (S - CovID-19
immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 11/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Myalgia (n/a - COMIRNATY Not reported ICSR
10010285802 Professional |Economic |available |Years Recovering/Resolving |[TOZINAMERAN]
Area - (S - CoviD-19
immunisation -
Dose not changed
- [n/a - 1{DF} -
n/a])
EU-EC- 11/10/2021 | Spontaneous |Non European |Not 12-17 |Adolescent |Male No Asthenia (n/a - Not |COMIRNATY Not reported ICSR
10010285818 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN]
Professional |Area Resolved - ), (S - 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- 11/10/2021 | Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Pruritus (n/a - Not ~ |COMIRNATY Not reported ICSR
10010285828 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN]
Professional |Area Resolved - ), (S - CovID-19
immunisation - Not
Rash (n/a - Not applicable - [n/a -
Recovered/Not 1{DF} - n/al)
Resolved - )
EU-EC- 11/10/2021 | Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Menstruation COMIRNATY GLYCOPYRRONIUM BROMIDE |ICSR
10010285831 Professional |Economic |available |Years irregular (n/a - Not  |[TOZINAMERAN] |[GLYCOPYRRONIUM
Area Recovered/Not (S - CovID-19 BROMIDE] (C - Hyperhidrosis
Resolved - ) immunisation - - n/a-[n/a-n/a-Oral]),
Unknown - [n/a -
1{DF} - GLYCOPYRRONIUM BROMIDE
Intramuscular]) [GLYCOPYRRONIUM
BROMIDE] (C - n/a - n/a -
[n/a - n/a - Cutaneous]),
[BUSPIRONE] (C - Anxiety -
n/a - [n/a - n/a - Oral]),
[HYOSCINE] (C - n/fa-n/a -
[n/a - n/a - n/a]),
[IBUPROFEN] (C - Pain - n/a -
[n/a - n/a - Oral]),
[SERTRALINE, SERTRALINE
HYDROCHLORIDE] (C -
Anxiety - n/a - [n/a-n/a -
Oral])
EU-EC- 11/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Rash (n/a - Not COMIRNATY [BETAMETHASONE, ICSR
10010285838 Professional |Economic |available |Years Recovered/Not [TOZINAMERAN] |BETAMETHASONE
Area Resolved - ) (S - COovID-19 DIPROPIONATE] (C - Skin
immunisation - disorder - n/a - [14d - n/a -
Unknown - [n/a - |Cutaneous])
1{DF} - n/a])
EU-EC- 11/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Amenorrhoea (n/a - |COMIRNATY [BENZYDAMINE ICSR
10010285847 Professional |Economic |available |Years Not Recovered/Not  [[TOZINAMERAN] |HYDROCHLORIDE] (C - n/a -
Area Resolved - ) (S - CovID-19 n/a - [n/a - n/a - n/a]),
immunisation -
Unknown - [n/a- |[MOMETASONE FUROATE,
1{DF} - n/a]) MOMETASONE FUROATE
https://dap.ema.europa.eu/analytics/saw.dlI?Go 16/67
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MONOHYDRATE] (C - Rhinitis
allergic - n/a - [n/a - n/a -
Nasal])
EU-EC- 11/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Cough (n/a - COMIRNATY [ANHYDROUS FUSIDIC ACID, |ICSR
10010285859 Professional |Economic |available |Years Recovering/Resolving |[TOZINAMERAN]  |FUSIDIC ACID, FUSIDIC ACID
Area - (S - COVID-19 HEMIHYDRATE, FUSIDIC
immunisation - ACID PENTAHYDRATE] (C -
Unknown - [n/a - |Eye infection - n/a - [n/a -
1{DF} - n/al) n/a - Ophthalmic]),
[ETHINYLESTRADIOL,
LEVONORGESTREL] (C -
Contraception - n/a - [n/a -
n/a - Oral]),
[METRONIDAZOLE] (C - Skin
infection - n/a - [n/a - n/a -
Cutaneous]),
[MOMETASONE FUROATE] (C
- Eczema - n/a - [n/fa - n/a -
Cutaneous])
EU-EC- 11/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Urticaria (n/a - Not  |COMIRNATY [MOMETASONE FUROATE] (C |ICSR
10010285883 Professional |Economic |available |Years Recovered/Not [TOZINAMERAN] |- Eczema - n/a - [n/a - n/a -
Area Resolved - ) (S - COvVID-19 Cutaneous])
immunisation -
Unknown - [n/a -
1{DF} - n/al)
EU-EC- 11/10/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Menstruation COMIRNATY Not reported ICSR
10010285889 Healthcare |Economic |available |Years irregular (n/a - Not  |[TOZINAMERAN]
Professional |Area Recovered/Not (S - CovID-19
Resolved - ) immunisation - Not
applicable - [n/a -
1{DF} - n/al)
EU-EC- 11/10/2021 | Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Epilepsy (n/a - COMIRNATY Not reported ICSR
10010286123 Professional |European |available |Years |Specified Recovering/Resolving | [TOZINAMERAN]
Economic - Other Medically (S - CoviD-19
Area Important immunisation - Not
Condition), applicable - [n/a -
n/a - n/al)
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),
Seizure (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Syncope (n/a -
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 11/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent Male No Myopericarditis (n/a - | COMIRNATY Not reported ICSR
10010286282 Professional |Economic |available |Years Recovering/Resolving | [TOZINAMERAN]
Area - Caused/Prolonged |(S - COVID-19
Hospitalisation) immunisation -
Drug withdrawn -
[20d - n/a -
Intramuscular])
EU-EC- 11/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Altered state of COMIRNATY Not reported ICSR
10010286347 Professional |European |available |Years |Specified consciousness (n/a - |[TOZINAMERAN]
Economic Recovered/Resolved |(S - COVID-19
Area - Other Medically immunisation - Not
Important applicable - [n/a -
Condition), n/a-
Intramuscular])
Blood pressure
decreased (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),
Feeling abnormal
(n/a - Unknown -
Other Medically
Important
Condition),
Gait disturbance (n/a
- Unknown - Other
Medically Important
Condition),
Hyperhidrosis (n/a -
Unknown - Other
Medically Important
Condition),
Pulse abnormal (n/a
- Unknown - Other
https://dap.ema.europa.eu/analytics/saw.dlI?Go 17/67
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Medically Important
Condition)
EU-EC- 11/10/2021 | Spontaneous |Healthcare |European |Not 12-17 |Not Female |No Amenorrhoea (n/a - |COMIRNATY Not reported ICSR
10010286356 Professional |[Economic |available |Years |Specified Not Recovered/Not  |[TOZINAMERAN]
Area Resolved - ) (S - CovID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 11/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Diarrhoea (n/a - COMIRNATY Not reported ICSR
10010286406 Professional |Economic |available |Years Unknown - ), [TOZINAMERAN]
Area (S - CoviD-19
Malaise (n/a - immunisation - Not
Unknown - ), applicable - [n/a -
1{DF} -
Pyrexia (n/a - Unknown])
Unknown - ),
Vomiting (n/a -
Unknown -)
EU-EC- 11/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent Male No Facial paralysis (n/a - | COMIRNATY Not reported ICSR
10010286449 Professional |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Area - Other Medically (S - CoviD-19
Important Condition) |immunisation - Not
applicable - [1d -
n/a - n/al)
EU-EC- 11/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Male No Lymphadenitis (n/a - |COMIRNATY Not reported ICSR
10010286451 Professional |Economic |available |Years Unknown - ) [TOZINAMERAN]
Area (S - CovID-19
immunisation - Not
applicable - [n/a -
n/a - n/al)
EU-EC- 11/10/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Menstrual disorder ~ |COMIRNATY Not reported ICSR
10010286626 Healthcare |Economic |available |Years |Specified (6d - [TOZINAMERAN]
Professional |Area Recovered/Resolved |(S - COVID-19
-) immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 11/10/2021 |Spontaneous |Non European |Not 12-17 |Not Male No Lymphadenopathy COMIRNATY Not reported ICSR
10010286700 Healthcare |Economic |available |Years |Specified (n/a - Not [TOZINAMERAN]
Professional |Area Recovered/Not (S - CovID-19
Resolved - ) immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 11/10/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Dyspnoea (n/a - Not |COMIRNATY Not reported ICSR
10010286852 Healthcare |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN]
Professional |Area Resolved - ), (S - COVID-19
immunisation - Not
Headache (n/a - Not |applicable - [n/a -
Recovered/Not 1{DF} - n/a])
Resolved - ),
Malaise (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 10/10/2021 |Spontaneous |Non European |Not 12-17 |Not Male No Arthralgia (n/a - Not |COMIRNATY Not reported ICSR
10010273548 Healthcare |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN]
Professional |Area Resolved - ), (S - CovID-19
immunisation - Not
Chills (n/a - Not applicable - [n/a -
Recovered/Not 1{DF} - n/al)
Resolved - ),
Coordination
abnormal (n/a - Not
Recovered/Not
Resolved - ),
Fatigue (n/a - Not
Recovered/Not
Resolved - ),
Headache (n/a - Not
Recovered/Not
Resolved - ),
Hyperpyrexia (n/a -
Not Recovered/Not
Resolved - ),
Injection site pain
(n/a - Not
Recovered/Not
Resolved - ),
Malaise (n/a - Not
Recovered/Not
Resolved - ),
Myalgia (n/a - Not
Recovered/Not
Resolved - ),
Nausea (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 10/10/2021 |Spontaneous |Non European |Not 12-17 |Not Male No Dysgeusia (n/a - Not |COMIRNATY Not reported ICSR
10010273756 Healthcare |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN]
Professional |Area Resolved - ), (S - CovID-19
immunisation - Not
Myalgia (3d - applicable - [n/a -
Recovered/Resolved |1{DF} - n/a])
EU-EC- 10/10/2021 | Spontaneous |Healthcare |European |Not 12-17 |Not Male No Cough (n/a - COMIRNATY Not reported ICSR
10010273761 Professional |Economic |available |Years |Specified Recovering/Resolving | [TOZINAMERAN]
Area - (S - CovID-19
immunisation - Not
https://dap.ema.europa.eu/analytics/saw.dlI?Go 18/67
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applicable - [n/a -
1{DF} - n/a])
EU-EC- 10/10/2021 |Spontaneous | Non European |Not 12-17 |Not Female |No Dyspnoea (n/a - Not |COMIRNATY Not reported ICSR
10010273762 Healthcare |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN]
Professional |Area Resolved - ), (S - CovID-19
immunisation - Not
Headache (n/a - Not |applicable - [n/a -
Recovered/Not 1{DF} - n/a])
Resolved - ),
Syncope (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 10/10/2021 |Spontaneous | Non European |Not 12-17 |Not Female |No Dysmenorrhoea (n/a |COMIRNATY [ETHINYLESTRADIOL, ICSR
10010273813 Healthcare |Economic |available |Years |Specified - Not Recovered/Not |[TOZINAMERAN] |LEVONORGESTREL] (C- n/a -
Professional |Area Resolved - ), (S - CoviD-19 n/a - [n/a - n/a - n/a]),
immunisation - Not
Headache (2d - applicable - [n/a - |[LORATADINE] (C - n/a - n/a
Recovered/Resolved |1{DF} - n/a]) - [n/a - n/a-n/a])
=)
Nausea (2d -
Recovered/Resolved
EU-EC- 10/10/2021 | Spontaneous |Non European |Not 12-17 |Not Female |No Oropharyngeal pain | COMIRNATY [PARACETAMOL] (C - n/a - ICSR
10010273894 Healthcare |Economic |available |Years |Specified (n/a - Unknown - ) |[TOZINAMERAN] |n/a-[n/a-n/a-n/a])
Professional |Area (S - CoviD-19
immunisation - Not
applicable - [n/a -
1{DF} - n/al)
EU-EC- 10/10/2021 | Spontaneous |Non European |Not 12-17 |Not Male No Chills (n/a - Not COMIRNATY Not reported ICSR
10010273896 Healthcare |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN]
Professional |Area Resolved - ), (S - CovID-19
immunisation - Not
Diarrhoea (n/a - Not |applicable - [n/a -
Recovered/Not 1{DF} - n/a])
Resolved - ),
Headache (n/a - Not
Recovered/Not
Resolved - ),
Malaise (n/a - Not
Recovered/Not
Resolved - ),
Myalgia (n/a - Not
Recovered/Not
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 10/10/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Blood pressure COMIRNATY Not reported ICSR
10010273920 Healthcare |Economic |available |Years |Specified decreased (4h - [TOZINAMERAN]
Professional |Area Recovered/Resolved |(S - COVID-19
=), immunisation - Not
applicable - [n/a -
Chills (7h - 1{DF} - n/a])
Recovered/Resolved
=)
Fatigue (2d -
Recovered/Resolved
=)
Headache (1d -
Recovered/Resolved
=)
Hyperhidrosis (4h -
Recovered/Resolved
=)
Malaise (2d -
Recovered/Resolved
=)
Nausea (7h -
Recovered/Resolved
=)
Pyrexia (2d -
Recovered/Resolved
=)
Syncope (4h -
Recovered/Resolved
=)
Vomiting (4h -
Recovered/Resolved
-)
EU-EC- 10/10/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |Male No Lymph node pain COMIRNATY [FLUTICASONE FUROATE, ICSR
10010274034 Healthcare |Economic |available |Years (n/a - Not [TOZINAMERAN]  |VILANTEROL TRIFENATATE]
Professional |Area Recovered/Not (S - CovID-19 (C - Asthma - n/a - [6mo -
Resolved - ), immunisation - Not |1{DF} - Respiratory
applicable - [10s - |(inhalation)])
Lymphadenopathy .3mL -
(n/a - Not Intramuscular])
Recovered/Not
Resolved - ),
Pain in extremity
(n/a - Not
Recovered/Not
Resolved - ),
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Pyrexia (2d -
Recovered/Resolved
-)
EU-EC- 10/10/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Chills (24h - COMIRNATY Not reported ICSR
10010274057 Healthcare |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN]
Professional |Area -), (S - CovIiD-19
immunisation - Not
Dyspnoea (2d - applicable - [n/a -
Recovered/Resolved |1{DF} - n/a])
=)
Fatigue (2d -
Recovered/Resolved
=)
Headache (48h -
Recovered/Resolved
=)
Malaise (2d -
Recovered/Resolved
=)
Myalgia (4d -
Recovered/Resolved
=)
Nausea (8h -
Recovered/Resolved
=)
Pyrexia (48h -
Recovered/Resolved
EU-EC- 10/10/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Headache (n/a - Not |COMIRNATY Not reported ICSR
10010274065 Healthcare |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN]
Professional |Area Resolved - ), (S - COVID-19
immunisation - Not
Menstrual disorder  |applicable - [n/a -
(n/a - Not 1{DF} - n/al)
Recovered/Not
Resolved - ),
Myalgia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 10/10/2021 |Spontaneous |Non European |Not 12-17 |Adolescent Male No Cough (n/a - Not COMIRNATY Not reported ICSR
10010274077 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN]
Professional |Area Resolved - ), (S - COVID-19
immunisation - Not
Dysphonia (n/a - Not |applicable - [1min
Recovered/Not - 1{DF} -
Resolved - ), Intramuscular])
Oropharyngeal pain
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 10/10/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Cough (n/a - Not COMIRNATY Not reported ICSR
10010274083 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN]
Professional |Area Resolved - ), (S - COVID-19
immunisation - Not
Oropharyngeal pain |applicable - [1min
(n/a - Not - 1{DF} -
Recovered/Not Intramuscular])
Resolved - )
EU-EC- 10/10/2021 | Spontaneous |Healthcare |European |Not 12-17 |Not Female |No Abdominal pain (1d - | COMIRNATY Not reported ICSR
10010274129 Professional |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN]
Area =) (S - COVID-19
immunisation - Not
Dysmenorrhoea (1d - |applicable - [n/a -
Recovered/Resolved |1{DF} - n/a])
=)
Fatigue (1d -
Recovered/Resolved
=)
Nausea (1d -
Recovered/Resolved
EU-EC- 10/10/2021 |Spontaneous |[Non European |Not 12-17 |Not Male No Abdominal pain (n/fa |COMIRNATY Not reported ICSR
10010274162 Healthcare |Economic |available |Years |Specified - Not Recovered/Not |[TOZINAMERAN]
Professional |Area Resolved - ), (S - COVID-19
immunisation - Not
Chills (n/a - applicable - [n/a -
Recovering/Resolving | 1{DF} - n/a])
=)
Fatigue (n/a - Not
Recovered/Not
Resolved - ),
Headache (n/a - Not
Recovered/Not
Resolved - ),
Injection site pain
(n/a - Not
Recovered/Not
Resolved - ),
Malaise (n/a -
Recovering/Resolving
=)
Nausea (n/a - Not
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Recovered/Not
Resolved - )
EU-EC- 10/10/2021 | Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10010274196 Professional |Economic |available |Years Unknown - Other [TOZINAMERAN]
Area Medically Important |(S - n/a-n/a-
Condition), [n/a-n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 10/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10010274203 Professional |Economic |available |Years Unknown - Other [TOZINAMERAN]
Area Medically Important |(S-n/a-n/a-
Condition), [n/a-n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 10/10/2021 | Spontaneous |Non European |Not 12-17 |Not Female |No Seizure (n/a - COMIRNATY Not reported ICSR
10010274358 Healthcare |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN]
Professional |Area - Other Medically (S - Immunisation
Important -n/a-[n/a-n/a-
Condition), n/a])
Tremor (26d -
Recovered/Resolved
EU-EC- 10/10/2021 |Spontaneous |Non European |Not 12-17 |Not Male No Chest pain (5d - COMIRNATY Not reported ICSR
10010274368 Healthcare |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN]
Professional |Area - (S - Immunisation
-n/a-[n/a-n/a-
n/al)
EU-EC- 10/10/2021 |Spontaneous | Non European |Not 12-17 |Adolescent Male No Oral herpes (5d - COMIRNATY Not reported ICSR
10010274372 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Professional |Area =), (S - Immunisation
-n/a-[nfa-n/a-
Pyrexia (3d - n/al)
Recovered/Resolved
EU-EC- 10/10/2021 | Spontaneous |Non European |Not 12-17 |Not Male No Influenza like illness |COMIRNATY Not reported ICSR
10010274384 Healthcare |Economic |available |Years |Specified (n/a - Not [TOZINAMERAN]
Professional |Area Recovered/Not (S - Immunisation
Resolved - ) -n/a-[n/a-nfa-
n/a])
EU-EC- 10/10/2021 | Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Menstrual disorder | COMIRNATY Not reported ICSR
10010274385 Healthcare |Economic |available |Years (n/a - Not [TOZINAMERAN]
Professional |Area Recovered/Not (S - Immunisation
Resolved - ) -n/a-[n/a-n/a-
n/a])
EU-EC- 10/10/2021 |Spontaneous | Non European |Not 12-17 |Not Female |No Alopecia (11d - COMIRNATY Not reported ICSR
10010274391 Healthcare |Economic |available |Years |Specified Recovering/Resolving |[TOZINAMERAN]
Professional |Area - (S - Immunisation
-n/a-[n/a-n/a-
n/aJ)
EU-EC- 10/10/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Male No Dizziness (0d - COMIRNATY Not reported ICSR
10010274392 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Professional |Area =), (S - Immunisation
-nfa-[n/a-n/a-
Fatigue (0d - n/al)
Recovered/Resolved
=)
Fatigue (1d -
Recovered/Resolved
=)
Injection site pain
(3d -
Recovered/Resolved
=)
Nausea (0d -
Recovered/Resolved
=)
Oropharyngeal pain
(0d -
Recovered/Resolved
=)
Paraesthesia (1d -
Recovered/Resolved
=)
Tachycardia (0d -
Recovered/Resolved
-)
EU-EC- 10/10/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Headache (3d - COMIRNATY Not reported ICSR
10010274397 Healthcare |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN]
Professional |Area -), (S - Immunisation
-n/a-[n/a-n/a-
Menstrual disorder  |n/a])
(7d -
Recovered/Resolved
-)
EU-EC- 10/10/2021 | Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Swelling face (n/a - |COMIRNATY Not reported ICSR
10010274401 Healthcare |Economic |available |Years Recovering/Resolving |[TOZINAMERAN]
Professional |Area -) (S - Immunisation
-n/a-[nfa-n/a-
n/a])
EU-EC- 10/10/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Chills (n/a - COMIRNATY Not reported ICSR
10010274402 Healthcare |Economic |available |Years |Specified Recovering/Resolving |[TOZINAMERAN]
Professional |Area =), (S - CoviD-19
immunisation - Not
Fatigue (n/a - Not
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Recovered/Not applicable - [n/a -
Resolved - ), 1{DF} - n/al)
Malaise (n/a - Not
Recovered/Not
Resolved - ),
Myalgia (n/a - Not
Recovered/Not
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 10/10/2021 |Spontaneous |Non European |Not 12-17 |Not Male No Facial paresis (11d - |COMIRNATY Not reported ICSR
10010274405 Healthcare |Economic |available |Years |Specified Recovering/Resolving |[TOZINAMERAN]
Professional |Area - Other Medically (S - Immunisation
Important Condition) |- n/a - [n/a - n/a -
n/a])
EU-EC- 10/10/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |[Female |No Chest pain (1d - COMIRNATY Not reported ICSR
10010274406 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Professional |Area - Caused/Prolonged | (S - Immunisation
Hospitalisation) -n/fa-[n/a-n/a-
Intramuscular])
EU-EC- 10/10/2021 | Spontaneous |Non European |Not 12-17 |Adolescent |Male No Rash (n/a - Not COMIRNATY Not reported ICSR
10010274413 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN]
Professional |Area Resolved - ) (S - Immunisation
-n/a-[n/a-n/a-
n/aJ)
EU-EC- 10/10/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Dyspnoea (n/a - Not | COMIRNATY Not reported ICSR
10010274415 Healthcare |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN]
Professional |Area Resolved - (S - Immunisation
Caused/Prolonged -nfa-[n/a-n/a-
Hospitalisation) n/a])
EU-EC- 10/10/2021 | Spontaneous |Non European |Not 12-17 |Not Female |No Amenorrhoea (n/a - |COMIRNATY Not reported ICSR
10010274430 Healthcare |Economic |available |Years |Specified Not Recovered/Not  |[TOZINAMERAN]
Professional |Area Resolved - ) (S - CovID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 10/10/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |[Female |No Headache (1d - COMIRNATY Not reported ICSR
10010274536 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Professional |Area =), (S - Immunisation
-n/a-[n/a-n/a-
Injection site pain n/a])
Recovered/Resolved
=)
Menstrual disorder
(n/a - Unknown - )
EU-EC- 10/10/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |Female |No Menstrual disorder ~ |COMIRNATY Not reported ICSR
10010274540 Healthcare |Economic |available |Years - [TOZINAMERAN]
Professional |Area Recovered/Resolved (S - Immunisation
- -n/a-[n/a-n/a-
n/a])
EU-EC- 10/10/2021 | Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Dizziness (2d - COMIRNATY Not reported ICSR
10010274548 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Professional |Area - (S - Immunisation
-nfa-[n/a-n/a-
n/a])
EU-EC- 10/10/2021 | Spontaneous |Non European |Not 12-17 |Not Female |No Alopecia (n/a - Not | COMIRNATY Not reported ICSR
10010274556 Healthcare |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN]
Professional |Area Resolved - ) (S - Immunisation
-n/a-[n/a-n/a-
n/a])
EU-EC- 10/10/2021 |Spontaneous | Non European |Not 12-17 |Not Female |No Menstrual disorder | COMIRNATY Not reported ICSR
10010274559 Healthcare |Economic |available |Years |Specified (58d - [TOZINAMERAN]
Professional |Area Recovered/Resolved |(S - Immunisation
- -n/a-[nfa-n/a-
n/a])
EU-EC- 10/10/2021 | Spontaneous |Non European |Not 12-17 |Not Female |No Rash (17d - COMIRNATY Not reported ICSR
10010274561 Healthcare |Economic |available |Years |Specified Recovering/Resolving |[TOZINAMERAN]
Professional |Area - (S - Immunisation
-nfa-[n/a-n/a-
n/a])
EU-EC- 10/10/2021 | Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Pruritus (24d - COMIRNATY Not reported ICSR
10010274562 Healthcare |Economic |available |Years Unknown - ), [TOZINAMERAN]
Professional |Area (S - Immunisation
Rash (24d - -n/a-[n/a-n/a-
Unknown - ) n/al)
EU-EC- 10/10/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Menstrual disorder | COMIRNATY Not reported ICSR
10010274565 Healthcare |Economic |available |Years (n/a - Unknown - )  |[TOZINAMERAN]
Professional |Area (S - Immunisation
-n/a-[n/a-n/a-
n/a])
EU-EC- 10/10/2021 | Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Paraesthesia (2d -  |COMIRNATY Not reported ICSR
10010274567 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Professional |Area -) (S - Immunisation
-n/a-[n/a-n/a-
n/a])
EU-EC- 10/10/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Menstrual disorder | COMIRNATY Not reported ICSR
10010274569 Healthcare |Economic |available |Years (n/a - Not [TOZINAMERAN]
Professional |Area Recovered/Not (S - Immunisation
Resolved - ), -n/a-[n/a-n/a-
n/al)
Rash (n/a -
Recovering/Resolving
EU-EC- 10/10/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Menstrual disorder | COMIRNATY Not reported ICSR
10010274572 Healthcare |Economic |available |Years (n/a - Unknown - )  |[TOZINAMERAN]
Professional |Area (S - Immunisation
-n/fa-[nfa-n/a-
n/a])
EU-EC- 10/10/2021 |Spontaneous |Non European |Not 12-17 |Not Male No Injection site pain COMIRNATY Not reported ICSR
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10010274580 Healthcare |Economic |available |Years |Specified (id - [TOZINAMERAN]
Professional |Area Recovered/Resolved |(S - Immunisation
=) -n/a-[n/a-n/a-
n/a])
Injection site
swelling (2d -
Recovered/Resolved
=)
Pyrexia (1d -
Recovered/Resolved
EU-EC- 10/10/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Male No Seizure (50d - COMIRNATY Not reported ICSR
10010274586 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Professional |Area - Caused/Prolonged (S - Immunisation
Hospitalisation) -n/a-[n/a-n/a-
n/a])
EU-EC- 10/10/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Menstrual disorder | COMIRNATY Not reported ICSR
10010274589 Healthcare |Economic |available |Years (36d - [TOZINAMERAN]
Professional |Area Recovered/Resolved | (S - Immunisation
- -n/a-[n/a-n/a-
n/a])
EU-EC- 10/10/2021 |Spontaneous |[Non European |Not 12-17 |Not Female |No Pericardial effusion | COMIRNATY Not reported ICSR
10010274591 Healthcare |Economic |available |Years |Specified (0d - [TOZINAMERAN]
Professional |Area Recovering/Resolving |(S - Immunisation
- Other Medically -nfa-[n/a-n/a-
Important n/al)
Condition),
Seizure (0d -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 10/10/2021 |Spontaneous |Non European |Not 12-17 |Adolescent Male No Arthralgia (50d - COMIRNATY Not reported ICSR
10010274615 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Professional |Area -) (S - Immunisation
-n/a-[n/a-n/a-
n/a])
EU-EC- 10/10/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Chest pain (2d - COMIRNATY Not reported ICSR
10010274626 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Professional |Area -), (S - Immunisation
-n/a-[n/a-n/a-
Influenza (2d - n/a])
Recovered/Resolved
EU-EC- 10/10/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Paraesthesia (4d - COMIRNATY Not reported ICSR
10010274645 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Professional |Area -) (S-n/a-n/a-
[n/a - 1{DF} -
n/a])
EU-EC- 10/10/2021 |Spontaneous | Non European |Not 12-17 |Not Male No Balance disorder (n/a |[[TOZINAMERAN] |Not reported ICSR
10010274696 Healthcare |Economic |available |Years |Specified - Not Recovered/Not |(S - n/a - Unknown
Professional |Area Resolved - - [n/a-n/a-n/a])
Disabling),
Fatigue (n/a - Not
Recovered/Not
Resolved -
Disabling),
Muscle twitching
(n/a - Not
Recovered/Not
Resolved - Disabling)
EU-EC- 10/10/2021 | Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Hypoaesthesia (4d - |COMIRNATY Not reported ICSR
10010274728 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Professional |Area -) (S-n/a-n/a-
[n/a - 1{DF} -
n/a])
EU-EC- 10/10/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Male No Arthritis (n/a - Not | COMIRNATY Not reported ICSR
10010274792 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN]
Professional |Area Resolved - ) (S-nfa-n/a-
[n/a - 2{DF} -
n/a])
EU-EC- 10/10/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Abdominal pain (n/fa |COMIRNATY Not reported ICSR
10010274856 Healthcare |Economic |available |Years |Specified - Not Recovered/Not |[TOZINAMERAN]
Professional |Area Resolved - ), (S - CoviD-19
immunisation - Not
Menstruation delayed |applicable - [n/a -
(n/a - Not 1{DF} - n/a])
Recovered/Not
Resolved - ),
Nausea (n/a - Not
Recovered/Not
Resolved - ),
Vomiting (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 10/10/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |[Female |No Dyskinesia (44d - COMIRNATY Not reported ICSR
10010274896 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Professional |Area - ) (S - Immunisation
-nfa-[nfa-n/a-
Tremor (22d - n/a])
Recovered/Resolved
EU-EC- 10/10/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |[Female |No Cholestasis (n/a - COMIRNATY Not reported ICSR
10010274994 Healthcare |Economic |available |Years Recovering/Resolving |[TOZINAMERAN]
Professional |Area - Caused/Prolonged | (S - Immunisation
Hospitalisation), -n/a-[n/a-n/a-
n/a])
Liver disorder (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
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EU-EC- 10/10/2021 |Spontaneous | Non European |Not 12-17 |Not Male No Paraesthesia (n/fa- |COMIRNATY Not reported ICSR
10010274997 Healthcare |Economic |available |Years |Specified Recovering/Resolving | [TOZINAMERAN]
Professional |Area =) (S - CovID-19
immunisation - Not
Rash erythematous |applicable - [n/a -
(n/a - 1{DF} - n/al)
Recovering/Resolving
-)
EU-EC- 10/10/2021 | Spontaneous |Non European |Not 12-17 |Not Male No Lymphadenopathy ~ |COMIRNATY Not reported ICSR
10010275033 Healthcare |Economic |available |Years |Specified (n/a - Not [TOZINAMERAN]
Professional |Area Recovered/Not (S - CoviD-19
Resolved - ), immunisation - Not
applicable - [n/a -
Malaise (n/a - 1{DF} - n/al)
Recovering/Resolving
EU-EC- 10/10/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Cough (4d - COMIRNATY Not reported ICSR
10010275062 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Professional |Area =), (S - COvID-19
immunisation - Not
Erythema (4d - applicable - [n/a -
Recovered/Resolved |1{DF} -
-), Intramuscular])
Gait inability (4d -
Recovered/Resolved
=)
Influenza like illness
(4d -
Recovered/Resolved
=)
Pain in extremity (4d
Recovered/Resolved
=)
Platypnoea (4d -
Recovered/Resolved
-)
EU-EC- 09/10/2021 |Spontaneous | Non European |Not 12-17 |Not Female |No Abdominal pain (nfa |COMIRNATY [PARACETAMOL] (C - n/a - ICSR
10010268751 Healthcare |Economic |available |Years |Specified - [TOZINAMERAN] |n/a-[n/a-n/a-n/a])
Professional |Area Recovered/Resolved |(S - COVID-19
=) immunisation - Not
applicable - [n/a -
Headache (0d - 1{DF} - n/a])
Recovered/Resolved
=)
Malaise (0d -
Recovered/Resolved
=)
Menarche (1d -
Recovered/Resolved
=)
Nausea (0d -
Recovered/Resolved
=)
Syncope (n/a -
Recovered/Resolved
EU-EC- 09/10/2021 |Spontaneous | Healthcare |European |Not 12-17 |Not Female |No Administration site | COMIRNATY Not reported ICSR
10010270821 Professional |Economic |available |Years |Specified pain (7d - [TOZINAMERAN]
Area Recovered/Resolved |(S - COVID-19
=), immunisation - Not
applicable - [n/a -
Pain in extremity (7d |.3mL -
- Intramuscular])
Recovered/Resolved
EU-EC- 09/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Not Male No Oral herpes (11d -  |COMIRNATY Not reported ICSR
10010270858 Professional |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN]
Area - (S - COVID-19
prophylaxis - Not
applicable - [n/a -
.3mL -
Intramuscular])
EU-EC- 09/10/2021 |Spontaneous | Non European |Not 12-17 |Not Female |No Injection site pain COMIRNATY Not reported ICSR
10010270921 Healthcare |Economic |available |Years |Specified (n/a - Not [TOZINAMERAN]
Professional |Area Recovered/Not (S - COVID-19
Resolved - ), immunisation -
Unknown - [n/a -
Nausea (n/a - Not 1{DF} -
Recovered/Not Intramuscular])
Resolved - ),
Vomiting (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 09/10/2021 |Spontaneous | Healthcare |European |Not 12-17 |Not Male No Facial paralysis (n/a - |COMIRNATY [EPINEPHRINE, ICSR
10010271092 Professional |Economic |available |Years |Specified Recovering/Resolving |[[TOZINAMERAN] | MEPIVACAINE] (C - n/a - n/a
Area - Other Medically (S - CovID-19 - [n/a - n/a - Dental])
Important Condition) |immunisation - n/a
-[n/a-.3mL-
Intramuscular])
EU-EC- 09/10/2021 |Spontaneous | Non European |Not 12-17 |Not Female |No Asthenia (n/a - COMIRNATY Not reported ICSR
10010271451 Healthcare |Economic |available |Years |Specified Unknown - ), [TOZINAMERAN]
Professional |Area (S-n/a-n/a-
Bone pain (n/a - [n/a-n/a-
Unknown - ), Cutaneous])
Contusion (n/a -
Unknown - ),
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Hot flush (n/a -
Unknown - ),
Lymphadenopathy
(n/a - Unknown - ),
Malaise (n/a -
Unknown - ),
Myalgia (n/a -
Unknown - ),
Pyrexia (n/a -
Unknown - )
EU-EC- 09/10/2021 |Spontaneous | Healthcare |European |Not 12-17 |Not Male No Dizziness (n/a - COMIRNATY Not reported ICSR
10010271616 Professional |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN]
Area - (S - COVID-19
immunisation - Not
applicable - [n/a -
.3mL -
Intramuscular])
EU-EC- 09/10/2021 |Spontaneous | Non European |Not 12-17 |Not Female |No Asthenia (n/a - COMIRNATY Not reported ICSR
10010271626 Healthcare |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN]
Professional |Area =), (S - CovID-19
immunisation - Not
Fatigue (n/a - applicable - [n/a -
Recovered/Resolved |1{DF} -
=), Intramuscular])
Headache (n/a -
Recovered/Resolved
=)
Lymphadenopathy
(n/a-
Recovered/Resolved
=),
Pyrexia (n/a -
Recovered/Resolved
=)
Visual impairment
(n/a-
Recovered/Resolved
EU-EC- 09/10/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Abdominal pain (n/a |COMIRNATY Not reported ICSR
10010271631 Healthcare |Economic |available |Years |Specified - [TOZINAMERAN]
Professional |Area Recovered/Resolved |(S - COVID-19
=), immunisation - n/a
-[n/a-n/a-
Diarrhoea (n/a - Intramuscular])
Recovered/Resolved
=)
Nausea (n/a -
Recovered/Resolved
=)
Vomiting (n/a -
Recovered/Resolved
EU-EC- 09/10/2021 |Spontaneous | Non European |Not 12-17 |Not Female |No Headache (n/a - Not |COMIRNATY Not reported ICSR
10010271642 Healthcare |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN]
Professional |Area Resolved - ), (S - CovID-19
immunisation - Not
Menstruation delayed |applicable - [n/a -
(n/a - Not 1{DF} - n/al)
Recovered/Not
Resolved - ),
Myalgia (1d -
Recovered/Resolved
EU-EC- 09/10/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Heavy menstrual COMIRNATY Not reported ICSR
10010271665 Healthcare |Economic |available |Years |Specified bleeding (n/a - Not |[TOZINAMERAN]
Professional |Area Recovered/Not (S - CoviD-19
Resolved - ) immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 09/10/2021 |Spontaneous | Non European |Not 12-17 |Not Male No Herpes zoster (n/a - |COMIRNATY Not reported ICSR
10010271674 Healthcare |Economic |available |Years |Specified Not Recovered/Not  |[TOZINAMERAN]
Professional |Area Resolved - ) (S - CoviD-19
immunisation - Not
applicable - [n/a -
1{DF} - n/al)
EU-EC- 09/10/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Injection site pain COMIRNATY Not reported ICSR
10010271677 Healthcare |Economic |available |Years |Specified (n/a - Not [TOZINAMERAN]
Professional |Area Recovered/Not (S - CovID-19
Resolved - ), immunisation - Not
applicable - [n/a -
Intermenstrual 1{DF} - n/al)
bleeding (n/a - Not
Recovered/Not
Resolved - ),
Malaise (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 09/10/2021 |Spontaneous | Non European |Not 12-17 |Not Male No Fatigue (n/a - Not COMIRNATY Not reported ICSR
10010271694 Healthcare |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN]
Professional |Area Resolved - ), (S - CoviD-19
immunisation - Not
Headache (n/a - Not |applicable - [n/a -
Recovered/Not 1{DF} - n/al)
Resolved - ),
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Nausea (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 09/10/2021 |Spontaneous | Non European |Not 12-17 |Not Male No Chills (n/a - Not COMIRNATY Not reported ICSR
10010271711 Healthcare |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN]
Professional |Area Resolved - ), (S - COVID-19
immunisation - Not
Fatigue (n/a - Not applicable - [n/a -
Recovered/Not 1{DF} - n/al)
Resolved - ),
Headache (n/a - Not
Recovered/Not
Resolved - ),
Injection site pain
(2d -
Recovered/Resolved
=)
Malaise (n/a - Not
Recovered/Not
Resolved - ),
Nausea (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 09/10/2021 |Spontaneous | Non European |Not 12-17 |Not Female |No Headache (n/a - Not |COMIRNATY Not reported ICSR
10010271741 Healthcare |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN]
Professional |Area Resolved - ) (S - CovID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 09/10/2021 |Spontaneous | Non European |Not 12-17 |Not Female |No Fatigue (n/a - Not COMIRNATY Not reported ICSR
10010271758 Healthcare |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN]
Professional |Area Resolved - ), (S - COVID-19
immunisation - Not
Headache (n/a - Not |applicable - [n/a -
Recovered/Not 1{DF} - n/al)
Resolved - ),
Malaise (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 09/10/2021 |Spontaneous | Healthcare |Non Not 12-17 |Not Female |No Coma scale abnormal | COMIRNATY Not reported ICSR
10010271979 Professional |European |available |Years |Specified (7572min - [TOZINAMERAN]
Economic Recovered/Resolved |(S - COVID-19
Area - Caused/Prolonged |immunisation - Not
Hospitalisation, applicable - [n/a -
Other Medically n/a-
Important Intramuscular])
Condition),
Headache (131h -
Recovered/Resolved
=)
Malaise (131h -
Recovered/Resolved
=)
Maternal exposure
during pregnancy
(n/a - Unknown -
Other Medically
Important
Condition),
Tonic convulsion
(7635min -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important Condition)
EU-EC- 09/10/2021 |Spontaneous | Healthcare |Non Not 12-17 |Not Male No Pericarditis (n/a - COMIRNATY Not reported ICSR
10010272005 Professional |European |available |Years |Specified Unknown - Other [TOZINAMERAN]
Economic Medically Important |(S - COVID-19
Area Condition) immunisation - Not
applicable - [n/a -
n/a - n/al)
EU-EC- 09/10/2021 |Spontaneous | Non European |Not 12-17 |Not Female |No Fatigue (n/a - COMIRNATY [COLECALCIFEROL] (C - n/a - |ICSR
10010272161 Healthcare |Economic |available |Years |Specified Recovering/Resolving |[TOZINAMERAN] |n/a - [n/a - n/a - n/a]),
Professional |Area =), (S - CoviD-19
immunisation - Not [[DRY EXTRACT FROM
Feeling hot (n/a - applicable - [n/a - |ANDROGRAPHIS
Recovering/Resolving |n/a - n/a]) PANICULATA; EXTRACTION
=) SOLVENT: ETHANOL 70%
V/V, DRY EXTRACT FROM
Hyperhidrosis (n/a - ELEUTHEROCOCCUS
Recovering/Resolving SENTICOSUS; EXTRACTION
=), SOLVENT: ETHANOL 70%
V/V, ELEUTHEROCOCCUS,
Mobility decreased ADHATODA VASICA,
(n/a - ECHINACEA PURPUREA L.
Recovering/Resolving MOENCH DRY EXTRACT,
=) SOFT EXTRACT OF JUSTICIA
ADHATODA LEAF (3.5-5.0:1),
Musculoskeletal pain EXTRACTION SOLVENT:
(n/a - WATER, EXTRACT OF PURPLE
Recovering/Resolving CONEFLOWER ROOT (2.5-
=) 7.0:1), EXTRACTION
SOLVENT: ETHANOL 55%,
Musculoskeletal EXTRACT OF
stiffness (n/a - ELEUTHEROCOCCUS (17 -
Recovering/Resolving 30: 1), EXTRACTION
=) SOLVENT: ETHANOL 70%] (C
https://dap.ema.europa.eu/analytics/saw.dlI?Go 26/67
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Myalgia (n/a -
Recovering/Resolving

=)

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

Pain in extremity
(n/a-
Recovering/Resolving

'

Vaccination site pain
(n/a -
Recovering/Resolving

-n/a-n/a-[nfa-n/a-
n/al),

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

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

[PARACETAMOL] (C - n/a -

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

EU-EC-
10010272243

09/10/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

No

Menstrual disorder
(1mo -
Recovered/Resolved

=)

Menstruation delayed
(1mo -
Recovered/Resolved

-)

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

Not reported

Ty
(92}
0

EU-EC-
10010272250

09/10/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

No

Abdominal pain (n/a

Recovering/Resolving

»

Chills (2d -
Recovered/Resolved

)

Diarrhoea (n/a -
Recovering/Resolving
=)

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

Injection site
inflammation (n/a -
Recovering/Resolving

=)

Injection site pain
(n/fa-
Recovering/Resolving

-

Injection site
swelling (n/a -
Recovering/Resolving

»

Malaise (n/a -
Recovering/Resolving

)

Myalgia (n/a -
Recovering/Resolving

)

Pyrexia (2d -
Recovered/Resolved

-

Syncope (1h -
Recovered/Resolved
=)

Vomiting (1h -
Recovered/Resolved

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

[MACROGOL 4000] (C - n/a -

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

—
(9]
(2]
|0

EU-EC-
10010272253

09/10/2021

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/al)

Not reported

,_.
(2]
0

EU-EC-
10010272260

09/10/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

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

Not
available

12-17
Years

Not
Specified

Female

Chills (n/a -
Recovering/Resolving

i

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

Headache (n/a -
Recovering/Resolving
=)

Malaise (n/a -
Recovering/Resolving

-

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

Nausea (n/a -
Recovering/Resolving

I

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

Not reported

—
2]
pel

27/67
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Pyrexia (n/a -
Recovering/Resolving
=)
Syncope (n/a -
Recovering/Resolving
-)
EU-EC- 09/10/2021 |Spontaneous | Non European |Not 12-17 |Not Male No Diarrhoea (n/a - COMIRNATY Not reported ICSR
10010272271 Healthcare |Economic |available |Years |Specified Recovering/Resolving |[TOZINAMERAN]
Professional |Area =), (S - COvID-19
immunisation - Not
Malaise (6h - applicable - [n/a -
Recovered/Resolved |1{DF} - n/a])
=)
Nausea (6h -
Recovered/Resolved
=)
Vomiting (n/a -
Recovering/Resolving
EU-EC- 09/10/2021 |Spontaneous | Healthcare |European |Not 12-17 |Adolescent Male No Presyncope (1h - COMIRNATY Not reported ICSR
10010272349 Professional |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Area - (S - COVID-19
immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 09/10/2021 |Spontaneous | Non European |Not 12-17 |Not Male No Nasopharyngitis (n/a |COMIRNATY Not reported ICSR
10010272356 Healthcare |Economic |available |Years |Specified - Not Recovered/Not |[TOZINAMERAN]
Professional |Area Resolved - ), (S - COVID-19
immunisation - Not
Oropharyngeal pain |applicable - [n/a -
(n/a - Not 1{DF} - n/al)
Recovered/Not
Resolved - ),
Pyrexia (1d -
Recovered/Resolved
-)
EU-EC- 09/10/2021 |Spontaneous | Healthcare |European |Not 12-17 |Not Female |No Chills (1d - COMIRNATY RELVAR ELLIPTA 184 ICSR
10010272521 Professional |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] |MICROGRAMS/22
Area =) (S - COVID-19 MICROGRAMS INHALATION
immunisation - Not |/POWDER, PRE-DISPENSED
Fatigue (3d - applicable - [n/a - |[FLUTICASONE FUROATE,
Recovered/Resolved |1{DF} - n/a]) VILANTEROL] (C - nfa - n/a -
=) [n/a - n/a - n/a])
Headache (2d -
Recovered/Resolved
=)
Injection site pain
Recovered/Resolved
=)
Malaise (3d -
Recovered/Resolved
=)
Pyrexia (3d -
Recovered/Resolved
-)
EU-EC- 09/10/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |[Female |No Application site pain  |COMIRNATY Not reported ICSR
10010272557 Healthcare |Economic |available |Years (n/a - Not [TOZINAMERAN]
Professional |Area Recovered/Not (S-n/a - Not
Resolved - ), applicable - [n/a -
n/a - n/al)
Chills (n/a - Not
Recovered/Not
Resolved - ),
Headache (n/a - Not
Recovered/Not
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 09/10/2021 |Spontaneous | Non European |Not 12-17 |Not Female |No Menstrual discomfort | COMIRNATY Not reported ICSR
10010272692 Healthcare |Economic |available |Years |Specified (n/a - Not [TOZINAMERAN]
Professional |Area Recovered/Not (S - COVID-19
Resolved - ) immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 09/10/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Dyspnoea (n/a - COMIRNATY NOT AVAILABLE (C - n/a - n/a |ICSR
10010272718 Healthcare |Economic |available |Years |Specified Recovering/Resolving |[TOZINAMERAN] |- [n/a - n/a - n/a)]),
Professional |Area - (S - CovID-19
immunisation - Not |RELVAR ELLIPTA 92
applicable - [n/a - |MICROGRAMS/22
1{DF} - n/al) MICROGRAMS INHALATION
POWDER, PRE-DISPENSED
[FLUTICASONE FUROATE,
VILANTEROL] (C - nfa - n/a -
[n/a - n/fa - n/a]),
[SALBUTAMOL] (C - n/a - n/a
- [n/a - n/a - n/a])
EU-EC- 09/10/2021 |Spontaneous | Non European |Not 12-17 |Not Female |No Arthralgia (n/a - COMIRNATY Not reported ICSR
10010272757 Healthcare |Economic |available |Years |Specified Recovering/Resolving |[TOZINAMERAN]
Professional |Area -), (S - CoviD-19
immunisation - Not
Fatigue (n/a - Not applicable - [n/a -
Recovered/Not 1{DF} - n/al)
Resolved - ),
https://dap.ema.europa.eu/analytics/saw.dlI?Go 28/67
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Headache (n/a - Not
Recovered/Not
Resolved - ),
Malaise (n/a - Not
Recovered/Not
Resolved - ),
Paraesthesia (n/a -
Not Recovered/Not
Resolved - )
EU-EC- 09/10/2021 |Spontaneous |Non European |Not 12-17 |Not Male No Body temperature COMIRNATY Not reported ICSR
10010272763 Healthcare |Economic |available |Years |Specified increased (n/a - Not |[TOZINAMERAN]
Professional |Area Recovered/Not (S - CovID-19
Resolved - ), immunisation - Not
applicable - [n/a -
Nasopharyngitis (n/a |1{DF} - n/a])
- Not Recovered/Not
Resolved - )
EU-EC- 09/10/2021 |Spontaneous | Non European |Not 12-17 |Not Female |No Fatigue (n/a - Not COMIRNATY Not reported ICSR
10010272800 Healthcare |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN]
Professional |Area Resolved - ), (S - CoviD-19
immunisation - Not
Malaise (n/a - Not applicable - [n/a -
Recovered/Not 1{DF} - n/a])
Resolved - ),
Oropharyngeal pain
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 09/10/2021 |Spontaneous | Non European |Not 12-17 |Not Female |No Menstrual disorder | COMIRNATY Not reported ICSR
10010272801 Healthcare |Economic |available |Years |Specified (10d - [TOZINAMERAN]
Professional |Area Recovered/Resolved |(S - COVID-19
- immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 09/10/2021 |Spontaneous | Non European |Not 12-17 |Not Female |No Chills (n/a - COMIRNATY NOT AVAILABLE (C - n/a - n/a |ICSR
10010272988 Healthcare |Economic |available |Years |Specified Recovering/Resolving |[TOZINAMERAN] |- [n/a - n/a - n/a])
Professional |Area -), (S - CovID-19
immunisation - Not
Malaise (n/a - applicable - [n/a -
Recovering/Resolving | 1{DF} - n/a])
=)
Myalgia (n/a - Not
Recovered/Not
Resolved - ),
Nausea (n/a -
Recovering/Resolving
Pyrexia (6h -
Recovered/Resolved
=)
Vomiting (1h -
Recovered/Resolved
-)
EU-EC- 09/10/2021 |Spontaneous | Non European |Not 12-17 |Not Female |No Myalgia (4d - COMIRNATY Not reported ICSR
10010272999 Healthcare |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN]
Professional |Area -), (S - CovID-19
immunisation - Not
Petechiae (2d - applicable - [n/a -
Recovered/Resolved |1{DF} - n/a])
-)
EU-EC- 09/10/2021 |Spontaneous | Non European |Not 12-17 |Not Male No Arthralgia (n/a - COMIRNATY Not reported ICSR
10010273104 Healthcare |Economic |available |Years |Specified Recovering/Resolving |[TOZINAMERAN]
Professional |Area - ) (S - CovID-19
immunisation - Not
Fatigue (n/a - applicable - [n/a -
Recovering/Resolving | 1{DF} - n/a])
=)
Headache (n/a -
Recovering/Resolving
=)
Lymphadenopathy
(n/a - Not
Recovered/Not
Resolved - ),
Malaise (n/a -
Recovering/Resolving
=)
Myalgia (n/a - Not
Recovered/Not
Resolved - ),
Nausea (1d -
Recovered/Resolved
-)
EU-EC- 09/10/2021 |Spontaneous | Non European |Not 12-17 |Not Male No Fatigue (n/a - Not COMIRNATY Not reported ICSR
10010273123 Healthcare |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN]
Professional |Area Resolved - ), (S - CoviD-19
immunisation - Not
Hyperpyrexia (n/a - |applicable - [n/a -
Not Recovered/Not | 1{DF} - n/a])
Resolved - ),
Malaise (n/a - Not
Recovered/Not
Resolved - ),
https://dap.ema.europa.eu/analytics/saw.dll?Go 29/67
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Nasopharyngitis (n/a
- Not Recovered/Not
Resolved - )
EU-EC- 09/10/2021 |Spontaneous | Non European |Not 12-17 |Not Male No Headache (n/a - Not |COMIRNATY Not reported ICSR
10010273126 Healthcare |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN]
Professional |Area Resolved - ), (S - CovID-19
immunisation - Not
Injection site pain applicable - [n/a -
(n/a - Not 1{DF} - n/al)
Recovered/Not
Resolved - ),
Presyncope (0d -
Recovered/Resolved
-)
EU-EC- 09/10/2021 |Spontaneous |Non European |Not 12-17 |Not Male No Chills (1d - COMIRNATY Not reported ICSR
10010273139 Healthcare |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN]
Professional |Area -), (S - CovID-19
immunisation - Not
Dizziness (1d - applicable - [n/a -
Recovered/Resolved |1{DF} - n/a])
=)
Fatigue (n/a -
Recovering/Resolving
=)
Lymphadenitis (n/a -
Not Recovered/Not
Resolved - ),
Malaise (n/a -
Recovering/Resolving
=)
Myalgia (n/a -
Recovering/Resolving
=)
Nausea (1d -
Recovered/Resolved
=)
Pyrexia (1d -
Recovered/Resolved
EU-EC- 09/10/2021 | Spontaneous | Non European |Not 12-17 |Not Female |No Chills (n/a - Not COMIRNATY Not reported ICSR
10010273157 Healthcare |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN]
Professional |Area Resolved - ), (S - COVID-19
immunisation - Not
Headache (n/a - applicable - [n/a -
Recovering/Resolving | 1{DF} - n/a])
=)
Injection site
swelling (n/a - Not
Recovered/Not
Resolved - ),
Malaise (n/a - Not
Recovered/Not
Resolved - ),
Nausea (n/a - Not
Recovered/Not
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - ),
Vomiting (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 09/10/2021 | Spontaneous | Non European |Not 12-17 |Not Male No Dizziness (0Oh - COMIRNATY [PARACETAMOL] (C - n/a - ICSR
10010273232 Healthcare |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] |n/a-[n/a - n/a-n/a])
Professional |Area -), (S - CovID-19
immunisation - Not
Pyrexia (1d - applicable - [n/a -
Recovered/Resolved |1{DF} - n/a])
=)
Syncope (1d -
Recovered/Resolved
-)
EU-EC- 09/10/2021 |Spontaneous | Non European |Not 12-17 |Not Male No Abdominal pain COMIRNATY Not reported ICSR
10010273362 Healthcare |Economic |available |Years |Specified lower (n/a - Not [TOZINAMERAN]
Professional |Area Recovered/Not (S - CoviD-19
Resolved - ), immunisation - Not
applicable - [n/a -
Headache (n/a - Not |1{DF} - n/a])
Recovered/Not
Resolved - ),
Injection site pain
(n/a -
Recovering/Resolving
=)
Nausea (1d -
Recovered/Resolved
-)
EU-EC- 09/10/2021 |Spontaneous | Non European |Not 12-17 |Not Female |No Intermenstrual COMIRNATY [MEDROXYPROGESTERONE] |ICSR
10010273365 Healthcare |Economic |available |Years |Specified bleeding (n/a - Not |[TOZINAMERAN] |(C-n/a-n/a-[n/a-n/a-
Professional |Area Recovered/Not (S - COVID-19 n/al)
Resolved - ) immunisation - Not
applicable - [n/a -
1{DF} - n/a])
https://dap.ema.europa.eu/analytics/saw.dlI?Go 30/67
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EU-EC- 09/10/2021 |Spontaneous |Non European |Not 12-17 |Not Male No Erythema (n/a - COMIRNATY Not reported ICSR
10010273479 Healthcare |Economic |available |Years |Specified Recovering/Resolving | [TOZINAMERAN]
Professional |Area - ) (S - COovID-19
immunisation - Not
Injection site applicable - [n/a -
erythema (n/a - Not |1{DF} - n/a])
Recovered/Not
Resolved - ),
Injection site
inflammation (n/a -
Not Recovered/Not
Resolved - ),
Injection site pain
(n/a - Not
Recovered/Not
Resolved - ),
Injection site
swelling (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 09/10/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Chills (1d - COMIRNATY Not reported ICSR
10010273534 Healthcare |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN]
Professional |Area =), (S - CoviD-19
immunisation - Not
Fatigue (n/a - applicable - [n/a -
Recovering/Resolving | 1{DF} - n/a])
=)
Headache (n/a -
Recovering/Resolving
=)
Injection site
inflammation (n/a -
Recovering/Resolving
=)
Injection site pain
(n/a -
Recovering/Resolving
=)
Injection site
swelling (n/a -
Recovering/Resolving
=)
Lymphadenopathy
(n/a - Not
Recovered/Not
Resolved - ),
Malaise (n/a -
Recovering/Resolving
=)
Myalgia (n/a -
Recovering/Resolving
=)
Pyrexia (1d -
Recovered/Resolved
-)
EU-EC- 08/10/2021 |Spontaneous | Non European |Not 12-17 |Not Male No Pain in extremity COMIRNATY Not reported ICSR
10010257378 Healthcare |Economic |available |Years |Specified (n/a- [TOZINAMERAN]
Professional |Area Recovered/Resolved |(S - COVID-19
=), immunisation -
Unknown - [n/a -
Pyrexia (n/a - 1{DF} -
Recovered/Resolved |Intramuscular])
=)
Tachycardia (n/a -
Recovered/Resolved
-)
EU-EC- 08/10/2021 |Spontaneous | Healthcare |European |Not 12-17 |Not Male No Cough (n/a - COMIRNATY Not reported ICSR
10010257723 Professional |Economic |available |Years |Specified Recovering/Resolving |[TOZINAMERAN]
Area =) (S - COVID-19
immunisation - n/a
Nasopharyngitis (n/a |- [n/a - 30ug -
- Intramuscular])
Recovering/Resolving
EU-EC- 08/10/2021 |Spontaneous | Non European |Not 12-17 |Not Female |No Intermenstrual COMIRNATY Not reported ICSR
10010257837 Healthcare |Economic |available |Years |Specified bleeding (n/a - [TOZINAMERAN]
Professional |Area Recovered/Resolved |(S - COVID-19
- immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 08/10/2021 |Spontaneous | Non European |Not 12-17 |Not Female |No Intermenstrual COMIRNATY Not reported ICSR
10010257838 Healthcare |Economic |available |Years |Specified bleeding (n/a - [TOZINAMERAN]
Professional |Area Recovering/Resolving | (S - COVID-19
- immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 08/10/2021 |Spontaneous | Non European |Not 12-17 |Not Male No Myopericarditis (n/a - |COMIRNATY Not reported ICSR
10010257929 Healthcare |Economic |available |Years |Specified Not Recovered/Not  |[TOZINAMERAN]
Professional |Area Resolved - (S - COovID-19
Caused/Prolonged immunisation - Not
Hospitalisation) applicable - [n/a -
3mL -
Intramuscular])
EU-EC- 08/10/2021 |Spontaneous | Healthcare |European |Not 12-17 |Not Female |No Asthenia (n/a - Not |COMIRNATY Not reported ICSR
https://dap.ema.europa.eu/analytics/saw.dlI?Go 31/67
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10010258008 Professional |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN]
Area Resolved - ), (S - CovID-19
immunisation - Not
Dyspnoea (n/a - Not |applicable - [n/a -
Recovered/Not 1{DF} -
Resolved - ), Intramuscular])
Feeling hot (n/a -
Not Recovered/Not
Resolved - ),
Headache (n/a - Not
Recovered/Not
Resolved - ),
Paraesthesia (n/a -
Not Recovered/Not
Resolved - ),
Tinnitus (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 08/10/2021 |Spontaneous | Non Non Not 12-17 |Not Female |No Coeliac disease (n/fa |TOZINAMERAN [ETHINYLESTRADIOL, ICSR
10010258387 Healthcare |European |available |Years |Specified - [TOZINAMERAN] |GESTODENE] (C - Acne - n/a
Professional |Economic Recovering/Resolving | (S - COVID-19 - [n/a - n/a - n/al),
Area - Other Medically immunisation - Not
Important applicable - [1d - |[LYMECYCLINE] (C - Acne -
Condition), n/a - n/a]) n/a-[n/a-n/a-n/a])
Epistaxis (n/a - Not
Recovered/Not
Resolved - ),
Nasopharyngitis (n/a
- Unknown - ),
Oropharyngeal pain
(n/a - Unknown - ),
Rhinorrhoea (n/a -
Unknown - ),
Sinus congestion
(n/a - Unknown - )
EU-EC- 08/10/2021 |Spontaneous | Non Non Not 12-17 |Not Male No Cardiac infection TOZINAMERAN Not reported ICSR
10010258686 Healthcare |European |available |Years |Specified (n/a - Unknown - [TOZINAMERAN]
Professional |Economic Other Medically (S - CoviD-19
Area Important immunisation - Not
Condition), applicable - [n/a -
n/a - n/al)
Troponin increased
(n/a - Unknown - )
EU-EC- 08/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Herpes zoster (n/a - |COMIRNATY Not reported ICSR
10010258748 Professional |Economic |available |Years Recovering/Resolving |[TOZINAMERAN]
Area -) (S-n/a-n/a-[1d
-n/a-
Intramuscular])
EU-EC- 08/10/2021 |Spontaneous |Non European |Not 12-17 |Child Male No Nausea (n/a - Not COMIRNATY Not reported ICSR
10010258753 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN]
Professional |Area Resolved - ), (S-n/a-n/a-[1d
-n/a-
Pyrexia (n/a - Not Intramuscular])
Recovered/Not
Resolved - ),
Vomiting (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 08/10/2021 |Spontaneous | Non Non Not 12-17 |Not Female |No Rash (n/a - Unknown | TOZINAMERAN Not reported ICSR
10010259042 Healthcare |European |available |Years |Specified - Other Medically [TOZINAMERAN]
Professional |Economic Important (S - COVID-19
Area Condition), immunisation - Not
applicable - [1d -
Rash erythematous |n/a - n/a])
(n/a - Unknown -
Other Medically
Important
Condition),
Rash pruritic (n/a -
Unknown - Other
Medically Important
Condition),
Urticaria (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 08/10/2021 |Spontaneous |Non European |Not 12-17 |Adolescent Male No Arthralgia (n/a - Not |COMIRNATY Not reported ICSR
10010259143 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN]
Professional |Area Resolved - ), (S-n/a-n/a-[1d
-n/a-
Headache (n/a - Not |Intramuscular])
Recovered/Not
Resolved - ),
Lymphadenopathy
(n/a - Not
Recovered/Not
Resolved - ),
Malaise (n/a - Not
Recovered/Not
Resolved - ),
Myalgia (n/a - Not
Recovered/Not
Resolved - ),
https://dap.ema.europa.eu/analytics/saw.dlI?Go 32/67
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Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 08/10/2021 |Spontaneous | Non European |Not 12-17 |Not Female |No Dizziness (n/a - COMIRNATY Not reported ICSR
10010259212 Healthcare |Economic |available |Years |Specified Recovering/Resolving |[TOZINAMERAN]
Professional |Area =) (S - COVID-19
immunisation - Not
Headache (n/a - applicable - [1d -
Recovering/Resolving |n/a - n/a])
=)
Oropharyngeal pain
(n/a-
Recovering/Resolving
Pain in extremity
(n/a-
Recovering/Resolving
=k
Pyrexia (n/a -
Recovering/Resolving
EU-EC- 08/10/2021 |Spontaneous | Non European |Not 12-17 |Not Female |No Herpes simplex (11d |COMIRNATY Not reported ICSR
10010259276 Healthcare |Economic |available |Years |Specified - [TOZINAMERAN]
Professional |Area Recovered/Resolved (S - Immunisation
- -n/fa-[n/a-n/a-
Intramuscular])
EU-EC- 08/10/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Heavy menstrual COMIRNATY NOT AVAILABLE (C - n/a - n/a |ICSR
10010259316 Healthcare |Economic |available |Years |Specified bleeding (n/a - [TOZINAMERAN] |- [n/a - n/a - n/a])
Professional |Area Unknown - ), (S - Immunisation
-nfa-[n/a-n/a-
Intermenstrual Intramuscular])
bleeding (n/a -
Unknown - ),
Menstruation
irregular (22d -
Recovered/Resolved
-)
EU-EC- 08/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Myocarditis (n/a - COMIRNATY Not reported ICSR
10010259977 Professional |European |available |Years |Specified Recovered/Resolved |[TOZINAMERAN]
Economic - Caused/Prolonged |(S - COVID-19
Area Hospitalisation, immunisation - Not
Other Medically applicable - [n/a -
Important n/a-
Condition), Intramuscular])
Pericarditis (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important Condition)
EU-EC- 08/10/2021 |Spontaneous | Non European |Not 12-17 |Not Female |No Chest discomfort COMIRNATY Not reported ICSR
10010260467 Healthcare |Economic |available |Years |Specified (1wk - [TOZINAMERAN]
Professional |Area Recovered/Resolved |(S - COVID-19
=) immunisation - Not
applicable - [n/a -
Dyspnoea (1wk - 1{DF} - n/a])
Recovered/Resolved
=)
Headache (2d -
Recovered/Resolved
=)
Myalgia (2d -
Recovered/Resolved
=)
Palpitations (1wk -
Recovered/Resolved
-)
EU-EC- 08/10/2021 |Spontaneous |Non Non Not 12-17 |Not Male No Epistaxis (n/a - Not | TOZINAMERAN Not reported ICSR
10010260660 Healthcare |European |available |Years |Specified Recovered/Not [TOZINAMERAN]
Professional |Economic Resolved - Other (S - CoviD-19
Area Medically Important  |immunisation - Not
Condition), applicable - [1d -
n/a - n/al)
Haemoptysis (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition),
Headache (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),
Lethargy (n/a -
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 08/10/2021 |Spontaneous | Healthcare |European |Not 12-17 |Not Male No Abdominal pain COMIRNATY Not reported ICSR
10010260662 Professional |Economic |available |Years |Specified upper (2h - [TOZINAMERAN]
Area Recovered/Resolved |(S - COVID-19
=), immunisation - Not
applicable - [n/a -
Dizziness (2h - n/a - n/al)
Recovered/Resolved
EU-EC- 08/10/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Anaphylactic reaction | COMIRNATY Not reported ICSR
https://dap.ema.europa.eu/analytics/saw.dlI?Go 33/67
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Professional

European
Economic
Area

available

Years

Specified

Run Line Listing Report

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

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

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

Gait disturbance (n/a

Recovering/Resolving

)2

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

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

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

Intervertebral disc
protrusion (n/a -
Recovering/Resolving

=)

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

Muscular weakness
(n/a -
Recovering/Resolving

)

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

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

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

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

Somatic symptom
disorder (n/a -
Unknown - ),

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

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

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

EU-EC-
10010261245

08/10/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

No

Fatigue (n/a -
Recovering/Resolving

'

Peripheral swelling
(nfa-
Recovering/Resolving

2

Rash pruritic (n/a -
Recovering/Resolving

-)

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

Not reported

—
(2]
0

EU-EC-
10010261248

08/10/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

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

Not
available

12-17
Years

Not
Specified

Female

No

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

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

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

Not reported

—
(N
y=l
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Headache (n/a - Not
Recovered/Not
Resolved - ),

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

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

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

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

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

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

Nausea (n/a -
Recovering/Resolving

»

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

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

EU-EC-
10010261666

08/10/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

Circulatory collapse
(n/a - Unknown - )

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

Not reported

—
(2]
r=l

EU-EC-
10010261847

08/10/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

No

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

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

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

Not reported

—
(92
pe)

EU-EC-
10010261886

08/10/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No

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

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

Not reported

—
(2]
o

EU-EC-
10010261927

08/10/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No

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

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

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

Not reported

—
(2]
|0

EU-EC-
10010262162

08/10/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No

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

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

n/aj)

Not reported

EU-EC-
10010262173

08/10/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Arthralgia (n/a -
Recovered/Resolved
=)

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

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

Not reported

EU-EC-
10010262760

08/10/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

No

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

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

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

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

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

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

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

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

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

—
(L
0

https://dap.ema.europa.eu/analytics/saw.dll?Go
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EU-EC-
10010262777

08/10/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Run Line Listing Report

Female

No

Menstruation
irregular (21d -
Recovered/Resolved

-)

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

Not reported

—
L
rel

EU-EC-
10010262780

08/10/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

Abdominal pain (28d

Recovered/Resolved

-

Menstruation delayed
(28d -
Recovered/Resolved

-)

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

DESLORATADINE 5 MG -
ORODISPERSIBLE TABLET (C
-n/a-n/a-[n/a-n/a-n/a))

—
(2}
|0

EU-EC-
10010262801

08/10/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

No

Arthralgia (n/a -
Recovering/Resolving

-

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

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

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

Headache (n/a -
Recovering/Resolving

-

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

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

Injection site pain
(n/fa-
Recovering/Resolving
=)

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

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

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

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

Pyrexia (n/a -
Recovering/Resolving

-)

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

Not reported

ICSR

EU-EC-
10010263279

08/10/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Dizziness (n/a -
Unknown - ),

Hypoaesthesia (n/a -
Unknown - ),

Paraesthesia (n/a -
Unknown -)

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

n/a])

Not reported

—
(2]
0

EU-EC-
10010263406

08/10/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

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

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

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

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

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

Not reported

—
(2]
yel

EU-EC-
10010263569

08/10/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No

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

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

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

Not reported

—
(2]
pel

https://dap.ema.europa.eu/analytics/saw.dll?Go
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EU-EC-
10010263584

08/10/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Run Line Listing Report

Male

No

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

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

Hyperventilation (n/a

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

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

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

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

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

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

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

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

[CETIRIZINE, CETIRIZINE
DIHYDROCHLORIDE] (C -
Seasonal allergy - n/a - [n/a -

n/a - n/a)),

[HUMAN PAPILLOMAVIRUS
VACCINE] (C - Immunisation -
n/a - [1d - n/a - n/a])

EU-EC-
10010263702

08/10/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No

Rash (8d -
Recovered/Resolved

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

Not reported

=
(2]
p)

EU-EC-
10010263714

08/10/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

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

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

[PARACETAMOL, CAFFEINE]
(C-nfa-n/a-[nfa-n/a-
n/aj)

—
(N
yel

EU-EC-
10010264705

08/10/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

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

Not
available

12-17
Years

Not
Specified

Female

Dizziness (n/a -
Recovering/Resolving

-

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

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

Malaise (n/a -
Recovering/Resolving

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

Not reported

—
(2]
0

37/67



30.11.2022 12.00

Run Line Listing Report

EU-EC- 08/10/2021 |Spontaneous | Non European |Not 12-17 |Adolescent Male No Headache (3d - COMIRNATY Not reported ICSR
10010264753 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Professional |Area =) (S-nfa-n/a-
[n/a - n/a - n/a])
Nausea (n/a -
Recovered/Resolved
=)
Pyrexia (n/a -
Recovered/Resolved
EU-EC- 08/10/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |Female |No Chills (n/a - COMIRNATY Not reported ICSR
10010264776 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Professional |Area - (S-n/a-n/a-
[n/a - n/a - n/a])
EU-EC- 08/10/2021 |Spontaneous | Non European |Not 12-17 |Not Male No Diarrhoea (n/a - COMIRNATY Not reported ICSR
10010264983 Healthcare |Economic |available |Years |Specified Unknown - ), [TOZINAMERAN]
Professional |Area (S - CovID-19
Nasopharyngitis (n/a |immunisation - Not
- Unknown - ) applicable - [1d -
n/a - n/al)
EU-EC- 08/10/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Heavy menstrual COVID-19 MRNA  |[DRIED FERROUS SULFATE, |ICSR
10010265338 Healthcare |Economic |available |Years bleeding (n/a - Not |VACCINE FERROUS SULFATE] (C - n/a -
Professional |Area Recovered/Not (NUCLEOSIDE Unknown - ),
Resolved - ) MODIFIED)
COMIRNATY [ETHINYLESTRADIOL,
CONCENTRATE LEVONORGESTREL] (C - n/a -
FOR DISPERSION |Unknown - [n/a - n/a - n/a]),
FOR INJECTION
[TOZINAMERAN]  |[FLUOXETINE
(S - COVID-19 HYDROCHLORIDE] (C - n/a -
immunisation - Not |Unknown - ),
applicable - [n/a -
n/a - n/a]) [QUETIAPINE] (C - n/a -
Unknown - )
EU-EC- 08/10/2021 |Spontaneous | Non European |Not 12-17 |Not Female |No Malaise (n/a - COMIRNATY Not reported ICSR
10010265736 Healthcare |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN]
Professional |Area -) (S - CovID-19
immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 08/10/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |Female |No Menstrual disorder | COMIRNATY Not reported ICSR
10010265739 Healthcare |Economic |available |Years (n/a- [TOZINAMERAN]
Professional |Area Recovering/Resolving | (S - COVID-19
=) immunisation - Not
applicable - [n/a -
Viral pharyngitis (n/a | 1{DF} -
- Intramuscular])
Recovering/Resolving
EU-EC- 08/10/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |Female |No Menstrual disorder |COMIRNATY Not reported ICSR
10010265767 Healthcare |Economic |available |Years (n/a - Not [TOZINAMERAN]
Professional |Area Recovered/Not (S - COVID-19
Resolved - ) immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 08/10/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |Female |No Headache (n/a - Not |COMIRNATY [ETHINYLESTRADIOL, ICSR
10010265769 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN] |LEVONORGESTREL] (C - n/a -
Professional |Area Resolved - ), (S - CovID-19 n/a - [n/a - n/a - n/a])
prophylaxis - Not
Heavy menstrual applicable - [n/a -
bleeding (n/a - Not  |1{DF} -
Recovered/Not Intramuscular])
Resolved - )
EU-EC- 08/10/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |[Female |No Polymenorrhoea COMIRNATY Not reported ICSR
10010265773 Healthcare |Economic |available |Years (46d - [TOZINAMERAN]
Professional |Area Recovered/Resolved |(S - COVID-19
- immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 08/10/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |Female |No Loss of COMIRNATY [ALPRAZOLAM] (C - n/a - n/fa |ICSR
10010265782 Healthcare |Economic |available |Years consciousness (10s - |[TOZINAMERAN] |- [n/a - n/a - n/a]),
Professional |Area Recovered/Resolved |(S - COVID-19
- immunisation - n/a |[SERTRALINE
- [n/a-1{DF}-  |HYDROCHLORIDE] (C - n/a -
Intramuscular]) n/a - [n/a - n/a - n/a])
EU-EC- 08/10/2021 |Spontaneous | Non European |Not 12-17 |Adolescent Male No Asthenia (n/a - COMIRNATY Not reported ICSR
10010265806 Healthcare |Economic |available |Years Recovering/Resolving |[TOZINAMERAN]
Professional |Area -), (S - CoviD-19
immunisation - Not
Headache (n/a - applicable - [1d -
Recovering/Resolving | 1{DF} -
=), Intramuscular])
Oropharyngeal pain
(n/a -
Recovering/Resolving
=)
Vaccination site pain
(n/a-
Recovering/Resolving
EU-EC- 08/10/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |Female |No Amenorrhoea (n/a - |COMIRNATY Not reported ICSR
10010265807 Healthcare |Economic |available |Years Not Recovered/Not  |[TOZINAMERAN]
Professional |Area Resolved - ) (S - CoviD-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 08/10/2021 |Spontaneous | Healthcare |European |Not 12-17 |Adolescent Male No Abdominal pain (n/fa |COMIRNATY Not reported ICSR
10010265848 Professional |Economic |available |Years - Not Recovered/Not |[TOZINAMERAN]
Area Resolved - ), (S - CovID-19
https://dap.ema.europa.eu/analytics/saw.dll?Go 38/67
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immunisation - Not
Immunisation applicable - [1d -
reaction (n/a - Not |1{DF} -
Recovered/Not Intramuscular])
Resolved - )
EU-EC- 08/10/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |Male No Dizziness (n/a - Not |COMIRNATY Not reported ICSR
10010265970 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN]
Professional |Area Resolved - ), (S - COVID-19
immunisation - Not
Influenza like iliness |applicable - [1d -
(n/a - Not 1{DF} -
Recovered/Not Intramuscular])
Resolved - )
EU-EC- 08/10/2021 |Spontaneous |Non Non Not 12-17 |Not Male No Headache (n/a - Not | TOZINAMERAN Not reported ICSR
10010266012 Healthcare |European |available |Years |Specified Recovered/Not [TOZINAMERAN]
Professional |Economic Resolved - Other (S - CoviD-19
Area Medically Important  |immunisation - Not
Condition), applicable - [1d -
n/a - n/a])
Nausea (n/a -
Unknown - Other
Medically Important
Condition),
Vomiting (n/a -
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 08/10/2021 |Spontaneous | Healthcare |European |Not 12-17 |Not Female |No Immunisation COMIRNATY Not reported ICSR
10010266033 Professional |Economic |available |Years |Specified reaction (n/a - Not  |[TOZINAMERAN]
Area Recovered/Not (S - COovID-19
Resolved - ), immunisation -
Drug withdrawn -
Presyncope (n/a - [n/a - 1{DF} -
Recovered/Resolved |Intramuscular])
EU-EC- 08/10/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |[Female |No Gastrointestinal COMIRNATY [SERTRALINE ICSR
10010266085 Healthcare |Economic |available |Years disorder (n/a - [TOZINAMERAN] |HYDROCHLORIDE] (C - n/a -
Professional |Area Recovering/Resolving | (S - COVID-19 n/a-[n/a - n/a - n/al)
-), immunisation - Not
applicable - [n/a -
Malaise (n/a - 1{DF} -
Recovering/Resolving | Intramuscular])
-)
EU-EC- 08/10/2021 |Spontaneous | Healthcare |European |Not 12-17 |Adolescent |Male No Rash pruritic (n/a- |COMIRNATY Not reported ICSR
10010266093 Professional |Economic |available |Years Not Recovered/Not  |[TOZINAMERAN]
Area Resolved - ) (S - COvVID-19
immunisation - Not
applicable - [n/a -
n/a-
Intramuscular])
EU-EC- 08/10/2021 |Spontaneous | Healthcare |European |Not 12-17 |Adolescent |Male No Presyncope (n/a - COMIRNATY Not reported ICSR
10010266129 Professional |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Area -) (S - COVID-19
immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 08/10/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |[Female |No Malaise (n/a - COMIRNATY Not reported ICSR
10010266156 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Professional |Area -) (S - CoviD-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 08/10/2021 |Spontaneous | Healthcare |European |Not 12-17 |Adolescent |Female |No Angioedema (n/a - |COMIRNATY Not reported ICSR
10010266157 Professional |Economic |available |Years Not Recovered/Not  |[TOZINAMERAN]
Area Resolved - ) (S - COVID-19
immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 08/10/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |Female |No Herpes zoster (n/a - |COMIRNATY [ZINC, ZINC GLUCONATE] (C |ICSR
10010266222 Healthcare |Economic |available |Years Not Recovered/Not  |[TOZINAMERAN] |- n/a - n/a - [n/a - n/a - n/a])
Professional |Area Resolved - ), (S - COovID-19
immunisation - Not
Menstrual disorder  |applicable - [1d -
(n/a- 1{DF} -
Recovered/Resolved |Intramuscular])
EU-EC- 08/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Heavy menstrual COMIRNATY Not reported ICSR
10010266225 Professional |Economic |available |Years bleeding (n/a - [TOZINAMERAN]
Area Recovered/Resolved |(S - COVID-19
- immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 08/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Heavy menstrual COMIRNATY Not reported ICSR
10010266230 Professional |Economic |available |Years bleeding (n/a - Not |[TOZINAMERAN]
Area Recovered/Not (S - CoviD-19
Resolved - ) immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 08/10/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |Female |No Heavy menstrual COMIRNATY Not reported ICSR
10010266259 Healthcare |Economic |available |Years bleeding (12d - [TOZINAMERAN]
Professional |Area Recovered/Resolved |(S - COVID-19
- immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 08/10/2021 |Spontaneous | Healthcare |European |Not 12-17 |Adolescent |Female |No Vaccination site COMIRNATY Not reported ICSR
10010266262 Professional |Economic |available |Years lymphadenopathy [TOZINAMERAN]
Area (n/a - (S - CovID-19
Recovering/Resolving |immunisation - Not
=), applicable - [1d -
https://dap.ema.europa.eu/analytics/saw.dlI?Go 39/67
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Run Line Listing Report

Vaccination site pain |1{DF} -
(n/a- Intramuscular])
Recovering/Resolving
-)
EU-EC- 08/10/2021 |Spontaneous | Healthcare |European |Not 12-17 |Adolescent |Female |No Rash (n/a - Not COMIRNATY Not reported ICSR
10010266281 Professional |Economic |available |Years Recovered/Not [TOZINAMERAN]
Area Resolved - ) (S - CovID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 08/10/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |Male No Immunisation COMIRNATY Not reported ICSR
10010266287 Healthcare |Economic |available |Years reaction (n/a - Not  |[TOZINAMERAN]
Professional |Area Recovered/Not (S - CovID-19
Resolved - ), immunisation - Not
applicable - [1d -
Injection site 1{DF} -
hypersensitivity (n/a |Intramuscular])
- Not Recovered/Not
Resolved - )
EU-EC- 08/10/2021 | Spontaneous | Non European |Not 12-17 |Not Female |No Headache (n/a - Not |COMIRNATY Not reported ICSR
10010266437 Healthcare |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN]
Professional |Area Resolved - ), (S - COVID-19
immunisation - Not
Injection site pain applicable - [n/a -
(n/a - Not 1{DF} - n/a])
Recovered/Not
Resolved - ),
Malaise (n/a - Not
Recovered/Not
Resolved - ),
Syncope (0d -
Recovered/Resolved
EU-EC- 08/10/2021 |Spontaneous | Healthcare |European |Not 12-17 |Not Male No Headache (n/a - Not |COMIRNATY Not reported ICSR
10010266452 Professional |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN]
Area Resolved - ), (S - CoviD-19
immunisation - Not
Pain (n/a - Not applicable - [n/a -
Recovered/Not 1{DF} - n/al)
Resolved - )
EU-EC- 08/10/2021 | Spontaneous | Non European |Not 12-17 |Not Male No Depressed mood COMIRNATY Not reported ICSR
10010266456 Healthcare |Economic |available |Years |Specified (n/a - Not [TOZINAMERAN]
Professional |Area Recovered/Not (S - CovID-19
Resolved - ) immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 08/10/2021 |Spontaneous | Healthcare |European |Not 12-17 |Adolescent |Male No Myocarditis (n/a - COMIRNATY Not reported ICSR
10010266611 Professional |Economic |available |Years Recovering/Resolving | [TOZINAMERAN]
Area - Caused/Prolonged |(S - COVID-19
Hospitalisation) prophylaxis - Not
applicable - [n/a -
1{DF} -
Parenteral])
EU-EC- 08/10/2021 |Spontaneous | Healthcare |European |Not 12-17 |Adolescent |Male No Influenza like illness | COMIRNATY Not reported ICSR
10010266816 Professional |Economic |available |Years (n/a- [TOZINAMERAN]
Area Recovered/Resolved |(S - COVID-19
=), immunisation - Not
applicable - [1d -
Myocarditis (n/a - 1{DF} -
Not Recovered/Not  |Intramuscular])
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 08/10/2021 | Spontaneous | Healthcare |Non Not 12-17 |Not Female |No Dry skin (n/a - COMIRNATY Not reported ICSR
10010266888 Professional |European |available |Years |Specified Recovering/Resolving |[TOZINAMERAN]
Economic -), (S - CovID-19
Area immunisation - Not
Erythema (n/a - applicable - [n/a -
Recovering/Resolving |n/a - n/a])
=)
Feeding disorder
(n/a-
Recovering/Resolving
=)
Headache (n/a -
Recovering/Resolving
=)
Malaise (n/a -
Recovering/Resolving
=)
Nausea (n/a -
Recovering/Resolving
=)
Skin exfoliation (n/a
Recovering/Resolving
EU-EC- 08/10/2021 |Spontaneous | Non European |Not 12-17 |Not Female |No Heavy menstrual COMIRNATY Not reported ICSR
10010267026 Healthcare |Economic |available |Years |Specified bleeding (n/a - [TOZINAMERAN]
Professional |Area Recovering/Resolving | (S - COVID-19
- immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 08/10/2021 |Spontaneous | Healthcare |European |Not 12-17 |Not Male No Chest pain (n/a - COMIRNATY [SALBUTAMOL, SALBUTAMOL |ICSR
10010267681 Professional |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] |MICRONIZED, SALBUTAMOL
Area - Other Medically (S - CovID-19 SULFATE] (C - Asthma - n/a -
Important Condition) |immunisation - Not |)
applicable - [n/a -
n/a - n/al)
https://dap.ema.europa.eu/analytics/saw.dlI?Go 40/67
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EU-EC-
10010267854

08/10/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Run Line Listing Report

Female

No

Pruritus (n/a -
Recovering/Resolving

=)

Rash macular (n/a -
Recovering/Resolving

)

Throat tightness (n/a
Recovering/Resolving
- Other Medically

Important Condition)

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

Not reported

,_.
L
0

EU-EC-
10010267866

08/10/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

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

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

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

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

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

Not reported

—
(92}
0

EU-EC-
10010267896

08/10/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

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

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

Not reported

—
(2]
|0

EU-EC-
10010268301

08/10/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

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

Not
available

12-17
Years

Not
Specified

Male

No

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

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

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

Not reported

—
(D
0

41/67
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EU-EC- 08/10/2021 |Spontaneous | Non European |Not 12-17 |Not Male No Chest discomfort COMIRNATY [INSULIN INJECTION ICSR
10010268387 Healthcare |Economic |available |Years |Specified (n/a - Not [TOZINAMERAN] |SOLUBLE] (C-n/a-n/a-
Professional |Area Recovered/Not (S - COVID-19 [n/a - n/a - n/a])
Resolved - ), immunisation - Not
applicable - [n/a -
Palpitations (n/a - 1{DF} - n/a])
Not Recovered/Not
Resolved - )
EU-EC- 08/10/2021 |Spontaneous | Non European |Not 12-17 |Not Male No Abdominal pain (n/fa |COMIRNATY Not reported ICSR
10010268391 Healthcare |Economic |available |Years |Specified - Not Recovered/Not |[TOZINAMERAN]
Professional |Area Resolved - ), (S - COVID-19
immunisation - Not
Body temperature applicable - [n/a -
increased (n/a - Not |1{DF} - n/a])
Recovered/Not
Resolved - ),
Diarrhoea (n/a - Not
Recovered/Not
Resolved - ),
Headache (n/a -
Recovering/Resolving
),
Malaise (n/a - Not
Recovered/Not
Resolved - ),
Myalgia (n/a -
Recovering/Resolving
EU-EC- 08/10/2021 |Spontaneous | Non European |Not 12-17 |Not Male No Arthralgia (2d - COMIRNATY [FLUTICASONE PROPIONATE] |ICSR
10010268398 Healthcare |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] |(C-n/a-n/a-[n/a-n/a-
Professional |Area =) (S - COVID-19 n/al)
immunisation - Not
Chills (0d - applicable - [n/a -
Recovered/Resolved |1{DF} - n/a])
=)
Headache (3d -
Recovered/Resolved
=)
Rash (n/a -
Recovering/Resolving
-)
EU-EC- 08/10/2021 |Spontaneous | Healthcare |European |Not 12-17 |Adolescent |Female |No Fatigue (n/a - Not COMIRNATY [ADAPALENE, BENZOYL ICSR
10010269177 Professional |Economic |available |Years Recovered/Not [TOZINAMERAN] |PEROXIDE] (C - Acne - n/a -
Area Resolved - (S - CoviD-19 [n/a - 1{DF} - Cutaneous])
Disabling), immunisation - Not
applicable - [n/a -
Influenza (n/a - Not |1{DF} - n/a])
Recovered/Not
Resolved -
Disabling),
Pyrexia (n/a - Not
Recovered/Not
Resolved - Disabling)
EU-EC- 08/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent Male No Dyspnoea (n/a - COMIRNATY Not reported ICSR
10010269195 Professional |Economic |available |Years Recovering/Resolving |[TOZINAMERAN]
Area - (S - COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 08/10/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Fatigue (n/a - Not COMIRNATY Not reported ICSR
10010269198 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN]
Professional |Area Resolved - (S - CovID-19
Caused/Prolonged immunisation - Not
Hospitalisation), applicable - [n/a -
1{DF} - n/al)
Influenza (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Nausea (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Pyrexia (14d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)
EU-EC- 08/10/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Heavy menstrual COMIRNATY Not reported ICSR
10010269207 Healthcare |Economic |available |Years bleeding (n/a - Not |[TOZINAMERAN]
Professional |Area Recovered/Not (S - CovID-19
Resolved - ) immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 08/10/2021 | Spontaneous | Healthcare |European |Not 12-17 |Adolescent |Male No Lip oedema (n/a - COMIRNATY Not reported ICSR
10010269242 Professional |Economic |available |Years Recovering/Resolving |[TOZINAMERAN]
Area =) (S - COVID-19
immunisation -
Rash (n/a - Drug withdrawn -
Recovering/Resolving |[1d - n/a -
- Intramuscular])
EU-EC- 08/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Lymphadenopathy ~ |COMIRNATY Not reported ICSR
10010269251 Professional |Economic |available |Years (n/a- [TOZINAMERAN]
Area Recovering/Resolving | (S - COVID-19
- immunisation - Not
applicable - [1d -
n/a - n/a])
EU-EC- 08/10/2021 |Spontaneous | Non European |Not 12-17 |Not Female |No Amenorrhoea (n/a - |COMIRNATY Not reported ICSR
10010269319 Healthcare |Economic |available |Years |Specified Not Recovered/Not  |[TOZINAMERAN]
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Professional |Area Resolved - ) (S - COovID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 08/10/2021 |Spontaneous | Non European |Not 12-17 |Not Female |No Arthralgia (n/a - Not |COMIRNATY [PREDNISOLONE ACETATE] |ICSR
10010270184 Healthcare |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN] |(C-n/a-n/a-[n/a-n/a-
Professional |Area Resolved - ), (S - COVID-19 n/al)
immunisation - Not
Fatigue (n/a - Not applicable - [n/a -
Recovered/Not 1{DF} - n/al)
Resolved - ),
Headache (n/a -
Recovering/Resolving
=)
Malaise (n/a - Not
Recovered/Not
Resolved - ),
Myalgia (n/a - Not
Recovered/Not
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 08/10/2021 |Spontaneous | Non European |Not 12-17 |Not Female |No Headache (n/a - Not |COMIRNATY Not reported ICSR
10010270196 Healthcare |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN]
Professional |Area Resolved - ), (S - CovID-19
immunisation - Not
Oropharyngeal pain |applicable - [n/a -
(n/a - Not 1{DF} - n/al)
Recovered/Not
Resolved - )
EU-EC- 08/10/2021 | Spontaneous | Non European |Not 12-17 |Not Male No Erythema (n/a - Not |COMIRNATY Not reported ICSR
10010270485 Healthcare |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN]
Professional |Area Resolved - ), (S - COovID-19
immunisation - Not
Fatigue (n/a - Not applicable - [n/a -
Recovered/Not 1{DF} - n/a])
Resolved - ),
Headache (n/a -
Recovered/Resolved
=)
Injection site pain
(n/a -
Recovered/Resolved
=)
Myalgia (n/a -
Recovered/Resolved
=)
Nausea (n/a -
Recovered/Resolved
=)
Pyrexia (n/a -
Recovered/Resolved
EU-EC- 08/10/2021 |Spontaneous | Healthcare |European |Not 12-17 |Not Female |No Herpes zoster (10d - |COMIRNATY Not reported ICSR
10010270493 Professional |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN]
Area -) (S - CovID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 07/10/2021 | Spontaneous | Healthcare |European |Not 12-17 |Not Male No Urticaria (1d - COMIRNATY Not reported ICSR
10010242666 Professional |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN]
Area -) (S - COVID-19
immunisation - n/a
-[n/a-.3mL-
Intramuscular])
EU-EC- 07/10/2021 |Spontaneous | Healthcare |European |Not 12-17 |Not Male No Erythema (n/a - COMIRNATY Not reported ICSR
10010242701 Professional |Economic |available |Years |Specified Recovering/Resolving | [TOZINAMERAN]
Area =), (S - COVID-19
immunisation -
Pruritus (n/a - Unknown - [n/a -
Recovering/Resolving |.3mL -
-), Intramuscular])
Urticaria (n/a -
Recovering/Resolving
EU-EC- 07/10/2021 |Spontaneous | Non European |Not 12-17 |Not Female |No Oropharyngeal COMIRNATY Not reported ICSR
10010242742 Healthcare |Economic |available |Years |Specified discomfort (n/a - Not |[TOZINAMERAN]
Professional |Area Recovered/Not (S - CoviD-19
Resolved - ) immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 07/10/2021 |Spontaneous |Non European |Not 12-17 |Not Male No Bradyphrenia (n/a - |COMIRNATY Not reported ICSR
10010242786 Healthcare |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN]
Professional |Area - Caused/Prolonged |(S - COVID-19
Hospitalisation), immunisation - n/a
- [n/a - 1{DF} -
Disorganised speech |Intramuscular])
(n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Headache (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
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Injection site pain
(n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Paraesthesia (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Pyrexia (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)
EU-EC- 07/10/2021 |Spontaneous | Healthcare |European |Not 12-17 |Not Male No Lymphadenopathy COMIRNATY Not reported ICSR
10010242793 Professional |Economic |available |Years |Specified (n/a - Not [TOZINAMERAN]
Area Recovered/Not (S - CovID-19
Resolved - ) immunisation - Not
applicable - [n/a -
n/a -
Intramuscular])
EU-EC- 07/10/2021 |Spontaneous | Healthcare |European |Not 12-17 |Not Female |No Lymphadenopathy COMIRNATY Not reported ICSR
10010242794 Professional |Economic |available |Years |Specified (n/a - Not [TOZINAMERAN]
Area Recovered/Not (S - CovID-19
Resolved - ), immunisation - Not
applicable - [n/a -
Vaccination site n/a-
reaction (n/a - Not  |Intramuscular])
Recovered/Not
Resolved - )
EU-EC- 07/10/2021 |Spontaneous | Healthcare |European |Not 12-17 |Not Female |No Periorbital oedema  |COMIRNATY Not reported ICSR
10010242949 Professional |Economic |available |Years |Specified (1d - [TOZINAMERAN]
Area Recovered/Resolved |(S - COVID-19
- Other Medically immunisation - n/a
Important - [n/a - 1{DF} -
Condition), Intramuscular])
Urticaria (1d -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 07/10/2021 |Spontaneous | Healthcare |Non Not 12-17 |Not Female |No Breath sounds COMIRNATY Not reported ICSR
10010243146 Professional |European |available |Years |Specified abnormal (n/a - [TOZINAMERAN]
Economic Recovered/Resolved |(S - COVID-19
Area - Other Medically immunisation - Not
Important applicable - [n/a -
Condition), n/a - n/al)
Choking sensation
(n/a-
Recovered/Resolved
- Other Medically
Important
Condition),
Flushing (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),
Orthopnoea (n/a -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 07/10/2021 | Spontaneous | Non European |Not 12-17 |Adolescent |Female |No Arthralgia (n/a - COMIRNATY Not reported ICSR
10010243190 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Professional |Area -), (S-n/a - Not
applicable - [n/a -
Headache (n/a - n/a - n/a])
Recovered/Resolved
=)
Pyrexia (n/a -
Recovered/Resolved
EU-EC- 07/10/2021 |Spontaneous |Non European |Not 12-17 |Not Male No Headache (1d - COMIRNATY Not reported ICSR
10010243201 Healthcare |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN]
Professional |Area =) (S - COVID-19
immunisation - Not
Malaise (1d - applicable - [n/a -
Recovered/Resolved |1{DF} - n/a])
=)
Nausea (1d -
Recovered/Resolved
=)
Syncope (24h -
Recovered/Resolved
-)
EU-EC- 07/10/2021 |Spontaneous | Healthcare |Non Not 12-17 |Not Female |No Feeling abnormal COMIRNATY Not reported ICSR
10010243226 Professional |European |available |Years |Specified (n/a- [TOZINAMERAN]
Economic Recovering/Resolving | (S - COVID-19
Area - Other Medically immunisation - Not
Important applicable - [n/a -
Condition), n/a - n/al)
Pallor (n/a -
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 07/10/2021 |Spontaneous |Non European |Not 12-17 |Not Male No Chills (15d - COMIRNATY Not reported ICSR
10010244755 Healthcare |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN]
Professional |Area - ) (S - CovID-19
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immunisation - Not
Delirium (1d - applicable - [n/a -
Recovered/Resolved |1{DF} - n/a])
=)
Headache (1d -
Recovered/Resolved
=)
Myalgia (1d -
Recovered/Resolved
=)
Nausea (0d -
Recovered/Resolved
=)
Pyrexia (1d -
Recovered/Resolved
=)
Syncope (1d -
Recovered/Resolved
-)
EU-EC- 07/10/2021 |Spontaneous |Non European |Not 12-17 |Not Male No Fatigue (2d - COMIRNATY Not reported ICSR
10010244867 Healthcare |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN]
Professional |Area =) (S - CovID-19
immunisation - Not
Headache (1d - applicable - [n/a -
Recovered/Resolved |1{DF} - n/a])
=)
Pyrexia (1d -
Recovered/Resolved
=)
Syncope (1d -
Recovered/Resolved
-)
EU-EC- 07/10/2021 |Spontaneous | Non European |Not 12-17 |Not Male No Dyspnoea (n/a - Not |COMIRNATY Not reported ICSR
10010244877 Healthcare |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN]
Professional |Area Resolved - ), (S - COvID-19
immunisation - Not
Headache (n/a - Not |applicable - [n/a -
Recovered/Not 1{DF} - n/al)
Resolved - ),
Nausea (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 07/10/2021 |Spontaneous | Healthcare |European |Not 12-17 |Not Male No Asthenia (n/a - Not |COMIRNATY Not reported ICSR
10010244926 Professional |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN]
Area Resolved - ) (S - Immunisation
- Not applicable -
[n/a - 1mL - n/a])
EU-EC- 07/10/2021 |Spontaneous | Healthcare |European |Not 12-17 |Not Male No Hallucination (n/a - |COMIRNATY ABILIFY 5 MG TABLETS ICSR
10010244990 Professional |Economic |available |Years |Specified Recovering/Resolving |[TOZINAMERAN] | [ARIPIPRAZOLE] (C -
Area -), (S - CovID-19 Tourette's disorder - n/a -
immunisation - n/a |[n/a - n/a - n/a])
Limb discomfort (n/a |- [n/a - .3mL -
- Intramuscular])
Recovering/Resolving
=)
Myalgia (n/a -
Recovering/Resolving
=)
Pyrexia (n/a -
Recovering/Resolving
=)
Somnambulism (n/a
Recovering/Resolving
=)
Vaccination site pain
(n/a -
Recovering/Resolving
=)
Vomiting (n/a -
Recovering/Resolving
-)
EU-EC- 07/10/2021 |Spontaneous | Non European |Not 12-17 |Not Female |No Administration site | COMIRNATY Not reported ICSR
10010244991 Healthcare |Economic |available |Years |Specified bruise (n/a - [TOZINAMERAN]
Professional |Area Recovering/Resolving |(S - COVID-19
=) immunisation - n/a
-[n/fa-n/a-
Asthenia (n/a - Intramuscular])
Recovering/Resolving
=)
Menstrual disorder
(n/a-
Recovering/Resolving
=)
Migraine (n/a -
Recovering/Resolving
=)
Pain in extremity
(n/a-
Recovering/Resolving
=)
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Pain in jaw (n/a -
Recovering/Resolving
=)
Pyrexia (n/a -
Recovering/Resolving
=)
Vaccination site pain
(n/a-
Recovering/Resolving
EU-EC- 07/10/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Blister (n/a - Not COMIRNATY Not reported ICSR
10010245124 Healthcare |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN]
Professional |Area Resolved - ) (S - CovID-19
immunisation - Not
applicable - [n/a -
n/a-
Intramuscular])
EU-EC- 07/10/2021 |Spontaneous | Healthcare |European |Not 12-17 |Not Male No Lymphadenopathy COMIRNATY Not reported ICSR
10010245191 Professional |Economic |available |Years |Specified (n/a- [TOZINAMERAN]
Area Recovering/Resolving |(S - COVID-19
- immunisation - Not
applicable - [n/a -
.3mL -
Intramuscular])
EU-EC- 07/10/2021 |Spontaneous | Healthcare |European |Not 12-17 |Not Female |No Chest pain (n/a - COMIRNATY Not reported ICSR
10010245217 Professional |Economic |available |Years |Specified Unknown - ), [TOZINAMERAN]
Area (S-n/a-n/a-
Dyspnoea (n/a - [n/a - n/a - n/al)
Unknown - ),
Palpitations (n/a -
Unknown - ),
Pyrexia (n/a -
Unknown - ),
Troponin increased
(n/a - Unknown - )
EU-EC- 07/10/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Pruritus (n/a - COMIRNATY Not reported ICSR
10010245230 Healthcare |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN]
Professional |Area - ) (S - CovID-19
immunisation - Not
Pyrexia (n/a - applicable - [n/a -
Recovered/Resolved |1{DF} -
-), Intramuscular])
Urticaria (n/a -
Recovered/Resolved
EU-EC- 07/10/2021 |Spontaneous | Healthcare |European |Not 12-17 |Not Male No Oedema (0d - COMIRNATY Not reported ICSR
10010245302 Professional |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN]
Area -) (S - CovID-19
immunisation - n/a
-[n/a-.3mL-
Intramuscular])
EU-EC- 07/10/2021 |Spontaneous | Healthcare |European |Not 12-17 |Not Not No Injection site pain COMIRNATY Not reported ICSR
10010245511 Professional |Economic |available |Years |Specified |Specified (id - [TOZINAMERAN]
Area Recovered/Resolved |(S - COVID-19
=), immunisation - n/a
- [n/a-n/a-n/a])
Myalgia (1d -
Recovered/Resolved
Pyrexia (1d -
Recovered/Resolved
EU-EC- 07/10/2021 | Spontaneous | Healthcare |European |Not 12-17 |Not Male No Chest pain (n/a - COMIRNATY Not reported ICSR
10010245529 Professional |Economic |available |Years |Specified Recovering/Resolving | [TOZINAMERAN]
Area - (S - Immunisation
- Not applicable -
[n/a-n/a-
Intramuscular])
EU-EC- 07/10/2021 | Spontaneous | Non European |Not 12-17 |Not Male No Headache (n/a - COMIRNATY Not reported ICSR
10010245542 Healthcare |Economic |available |Years |Specified Recovering/Resolving |[TOZINAMERAN]
Professional |Area -), (S - CoviD-19
immunisation - n/a
Pain in extremity - [n/a - 1{DF} -
(n/a- Intramuscular])
Recovering/Resolving
=)
Pyrexia (n/a -
Recovering/Resolving
=)
Vomiting (n/a -
Recovering/Resolving
EU-EC- 07/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Not Male No Rash papular (n/a- |COMIRNATY Not reported ICSR
10010245581 Professional |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN]
Area With Sequelae - ) (S - CovID-19
immunisation - n/a
- [n/a - 1{DF} -
Intramuscular])
EU-EC- 07/10/2021 | Spontaneous | Non European |Not 12-17 |Adolescent |Male No Asthenia (n/a - COMIRNATY Not reported ICSR
10010245614 Healthcare |Economic |available |Years Unknown - ), [TOZINAMERAN]
Professional |Area (S - n/a - Not
Cardiovascular applicable - [n/a -
disorder (n/a - n/a - n/al)
Unknown -
Caused/Prolonged
Hospitalisation),
Loss of
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consciousness (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Nausea (n/a -
Unknown - ),

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

EU-EC-
10010245936

07/10/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No

Blood pressure
increased (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),

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

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

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

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

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

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

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

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

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

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

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

Not reported

,_.
]
rel

EU-EC-
10010246747

07/10/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

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

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

Not reported

—
(2]
|0

EU-EC-
10010246818

07/10/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

No

Bell's palsy (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Oropharyngeal pain
(n/a - Unknown - )

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

Not reported

,_,
(2]
0

EU-EC-
10010246873

07/10/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

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

Not
available

12-17
Years

Adolescent

Female

No

Adnexa uteri pain
(n/a - Not
Recovered/Not
Resolved - ),

Confusional state
(n/a - Not
Recovered/Not
Resolved - ),

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

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

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

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

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

Not reported

—
(2}
|0

47167
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Tremor (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 07/10/2021 |Spontaneous | Healthcare |European |Not 12-17 |Adolescent Male No Headache (n/a - COMIRNATY Not reported ICSR
10010246887 Professional |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Area -), (S-n/a-n/a-
[n/a - n/a - n/a])
Nausea (n/a -
Recovered/Resolved
=)
Pyrexia (n/a -
Recovered/Resolved
=)
Vaccination site
oedema (n/a -
Recovered/Resolved
=)
Vaccination site pain
(n/a-
Recovered/Resolved
EU-EC- 07/10/2021 |Spontaneous | Healthcare |European |Not 12-17 |Child Female |No Pyrexia (n/a - COMIRNATY Not reported ICSR
10010246895 Professional |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Area =), (S-n/a-n/a-[1d
-n/a-
Vaccination site pain |Intramuscular])
(n/a-
Recovered/Resolved
-)
EU-EC- 07/10/2021 |Spontaneous | Healthcare |European |Not 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10010247050 Professional |Economic |available |Years Unknown - Other [TOZINAMERAN]
Area Medically Important |(S-n/a-n/a-
Condition), [n/a-n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 07/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Not Female |No Rash papular (n/a - |COMIRNATY Not reported ICSR
10010247314 Professional |Economic |available |Years |Specified Not Recovered/Not  |[TOZINAMERAN]
Area Resolved - ) (S - Immunisation
-n/a-[n/a-n/a-
Intramuscular])
EU-EC- 07/10/2021 |Spontaneous |Non Non Not 12-17 |Not Male No COVID-19 (n/a - TOZINAMERAN Not reported ICSR
10010247326 Healthcare |European |available |Years |Specified Unknown - Other [TOZINAMERAN]
Professional |Economic Medically Important |(S - COVID-19
Area Condition), immunisation - Not
applicable - [1d -
Vaccination failure n/a - n/al)
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 07/10/2021 |Spontaneous | Non Non Not 12-17 |Not Female |No Heavy menstrual TOZINAMERAN Not reported ICSR
10010247359 Healthcare |European |available |Years |Specified bleeding (6d - [TOZINAMERAN]
Professional |Economic Recovered/Resolved |(S - COVID-19
Area - Other Medically immunisation - Not
Important applicable - [1d -
Condition), n/a - n/al)
Menstruation
irregular (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Pain (n/a -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 07/10/2021 | Spontaneous | Non Non Not 12-17 |Not Female |No Malaise (n/a - Not | TOZINAMERAN Not reported ICSR
10010247371 Healthcare |European |available |Years |Specified Recovered/Not [TOZINAMERAN]
Professional |Economic Resolved - Disabling) |(S - COVID-19
Area immunisation - Not
applicable - [1d -
n/a - n/al)
EU-EC- 07/10/2021 | Spontaneous | Non European |Not 12-17 |Not Male No Abdominal pain (n/fa |COMIRNATY Not reported ICSR
10010247456 Healthcare |Economic |available |Years |Specified - Not Recovered/Not |[TOZINAMERAN]
Professional |Area Resolved - ), (S - COVID-19
immunisation - Not
Injection site pain applicable - [n/a -
(n/a - Not 1{DF} - n/al)
Recovered/Not
Resolved - )
EU-EC- 07/10/2021 | Spontaneous | Non European |Not 12-17 |Not Female |No Myalgia (n/a - Not ~ |COMIRNATY [MEDROXYPROGESTERONE ~ ICSR
10010247469 Healthcare |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN] |ACETATE] (C - COVID-19
Professional |Area Resolved - ), (S - COvVID-19 immunisation - Not applicable
immunisation - Not |- [n/a - 1{DF} - n/a])
Vaginal haemorrhage |applicable - [n/a -
(n/a - Not 1{DF} - n/al)
Recovered/Not
Resolved - )
EU-EC- 07/10/2021 |Spontaneous | Healthcare |European |Not 12-17 |Adolescent |Female |No Arthralgia (n/a - Not |COMIRNATY Not reported ICSR
10010247504 Professional |Economic |available |Years Recovered/Not [TOZINAMERAN]
Area Resolved - ), (S - COVID-19
immunisation - Not
Arthritis (n/a - Not  |applicable - [n/a -
Recovered/Not 1{DF} - n/al),
Resolved - ),
[NOT AVAILABLE]
Fatigue (n/a - Not (S - Iron deficiency
Recovered/Not - Drug withdrawn -
Resolved - ),
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[n/a - 1{DF} -
Injection site pain n/al)
(id -
Recovered/Resolved
=)
Myalgia (n/a -
Recovering/Resolving
EU-EC- 07/10/2021 |Spontaneous | Non European |Not 12-17 |Adolescent Male No Arthralgia (n/a - COMIRNATY Not reported ICSR
10010247709 Healthcare |Economic |available |Years Unknown - ), [TOZINAMERAN]
Professional |Area (S-n/a-n/a-
Local reaction (n/a - |[n/a - 2{DF} -
Unknown - ), n/a])
Nasopharyngitis (n/a
- Unknown - )
EU-EC- 07/10/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |Female |No Myalgia (0d - COMIRNATY Not reported ICSR
10010247920 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Professional |Area =) (S - Immunisation
-n/a-[n/a-n/a-
Pain in extremity (0d |n/a])
Recovered/Resolved
EU-EC- 07/10/2021 |Spontaneous |Non Non Not 12-17 |Not Female |No Anxiety (n/a - TOZINAMERAN [LEVONORGESTREL] (C - ICSR
10010248232 Healthcare |European |available |Years |Specified Unknown - Other [TOZINAMERAN] | Contraception - n/a - [n/a -
Professional |Economic Medically Important |(S - COVID-19 n/a - n/a])
Area Condition), immunisation - Not
applicable - [1d -
Depressed mood n/a - n/al)
(n/a - Unknown -
Other Medically
Important
Condition),
Lethargy (n/a -
Unknown - Other
Medically Important
Condition),
Polymenorrhoea (n/a
- Not Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 07/10/2021 | Spontaneous | Healthcare |Non Not 12-17 |Not Female |No Pruritus (n/a - COMIRNATY Not reported ICSR
10010248258 Professional |European |available |Years |Specified Recovering/Resolving | [TOZINAMERAN]
Economic =), (S - CoviD-19
Area immunisation - Not
Rash (n/a - applicable - [n/a -
Recovering/Resolving |n/a - n/al)
Type I
hypersensitivity (n/a
Recovering/Resolving
- Other Medically
Important
Condition),
Urticaria (n/a -
Recovering/Resolving
-)
EU-EC- 07/10/2021 |Spontaneous | Non European |Not 12-17 |Not Female |No Hypoaesthesia (n/a - | COMIRNATY Not reported ICSR
10010248342 Healthcare |Economic |available |Years |Specified Not Recovered/Not  |[TOZINAMERAN]
Professional |Area Resolved - ) (S - CoviD-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 07/10/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |[Female |No Amenorrhoea (n/a - |COMIRNATY Not reported ICSR
10010248382 Healthcare |Economic |available |Years Not Recovered/Not  |[TOZINAMERAN]
Professional |Area Resolved - ) (S - CoviD-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 07/10/2021 | Spontaneous | Non European |Not 12-17 |Adolescent |Male No Type 1 diabetes COMIRNATY Not reported ICSR
10010248733 Healthcare |Economic |available |Years mellitus (n/a - Not [TOZINAMERAN]
Professional |Area Recovered/Not (S-n/a-n/a-
Resolved - Life [n/a - n/a - n/a])
Threatening, Other
Medically Important
Condition)
EU-EC- 07/10/2021 | Spontaneous | Non European |Not 12-17 |Not Female |No Nausea (n/a - COMIRNATY Not reported ICSR
10010249207 Healthcare |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN]
Professional |Area -), (S - CovID-19
immunisation - Not
Rash pruritic (n/a - |applicable - [n/a -
Recovering/Resolving | 1{DF} - n/a])
EU-EC- 07/10/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Amenorrhoea (n/a - |COMIRNATY Not reported ICSR
10010249225 Healthcare |Economic |available |Years |Specified Not Recovered/Not  |[TOZINAMERAN]
Professional |Area Resolved - ) (S - CovID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 07/10/2021 | Spontaneous | Non European |Not 12-17 |Not Female |No Abdominal pain (2d - | COMIRNATY Not reported ICSR
10010249233 Healthcare |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN]
Professional |Area =), (S - CovID-19
immunisation - Not
Amenorrhoea (n/a - |applicable - [n/a -
Unknown - ), 1{DF} - n/al)
Nausea (1d -
Recovered/Resolved
https://dap.ema.europa.eu/analytics/saw.dlI?Go 49/67
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EU-EC-
10010249237

07/10/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Run Line Listing Report

Female

No

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

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

Not reported

,_.
L
0

EU-EC-
10010249263

07/10/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

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

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

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

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

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

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

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

Myalgia (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-
10010249266

07/10/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

No

Chills (n/a -
Recovered/Resolved
=)

Dizziness (n/a -
Recovered/Resolved

»

Fall (n/a -
Recovered/Resolved

)

Feeling cold (n/a -
Recovered/Resolved

-

Syncope (n/a -
Recovered/Resolved
-)

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

Not reported

—_
{92}
|

EU-EC-
10010249407

07/10/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No

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

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

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

Hypotonic-
hyporesponsive
episode (n/a -
Recovering/Resolving
- Other Medically
Important Condition)

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

Not reported

EU-EC-
10010249592

07/10/2021

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

Chest pain (12h -
Recovered/Resolved
=)

Fatigue (7d -
Recovered/Resolved

»

Limb discomfort (n/a

Recovered/Resolved

)
Lymphadenopathy
(7d -

Recovered/Resolved
=)

Nausea (7d -
Recovered/Resolved

)

Pain in jaw (7d -
Recovered/Resolved

»

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

Not reported

,_.
(2]
0

50/67
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Painful respiration
(12h -
Recovered/Resolved

=)

Somnolence (7d -
Recovered/Resolved
-)

EU-EC-
10010249634

07/10/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

No

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

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

Not reported

,_,
(2]
0

EU-EC-
10010249709

07/10/2021

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]
rel

EU-EC-
10010249868

07/10/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

No

Abdominal pain (1d -
Recovered/Resolved

A

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

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

Malaise (2d -
Recovered/Resolved

-

Nausea (2d -
Recovered/Resolved
-)

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

Not reported

—
L
0

EU-EC-
10010249902

07/10/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

Chills (0d -
Recovered/Resolved

-

Headache (1d -
Recovered/Resolved

)

Injection site pain
(od -
Recovered/Resolved

=)
Nausea (n/a -
Recovered/Resolved

A

Pyrexia (n/a -
Recovered/Resolved

)

Syncope (n/a -
Recovered/Resolved
-)

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

Not reported

,_.
(2]
pel

EU-EC-
10010249932

07/10/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

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

Fatigue (n/a -
Recovering/Resolving

=)

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

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

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

Malaise (n/a -
Recovering/Resolving

»

Nausea (1d -
Recovered/Resolved

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

Not reported

—
(2]
0

EU-EC-
10010249941

07/10/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

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

Not
available

12-17
Years

Not
Specified

Female

No

Arthralgia (75h -
Recovered/Resolved

-

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

Chills (n/a -
Recovering/Resolving

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

MELATONIN [MELATONIN] (C

-nfa-nfa-[nfa-n/a-
n/al),

NOT AVAILABLE (C-n/a-n/a

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

—
(2]
pl

51/67
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=)
Diarrhoea (n/a -
Recovering/Resolving
=)
Fatigue (n/a - Not
Recovered/Not
Resolved - ),
Headache (n/a -
Recovering/Resolving
=)
Malaise (n/a - Not
Recovered/Not
Resolved - ),
Myalgia (75h -
Recovered/Resolved
=)
Nausea (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 07/10/2021 |Spontaneous | Non European |Not 12-17 |Not Female |No Arthralgia (n/a - Not |COMIRNATY Not reported ICSR
10010249958 Healthcare |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN]
Professional |Area Resolved - ), (S - CoviD-19
immunisation - Not
Headache (2d - applicable - [n/a -
Recovered/Resolved |1{DF} - n/a])
=)
Nausea (n/a -
Recovered/Resolved
=)
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 07/10/2021 |Spontaneous | Healthcare |European |Not 12-17 |Not Male No Syncope (n/a - COMIRNATY Not reported ICSR
10010249991 Professional |Economic |available |Years |Specified Recovering/Resolving |[TOZINAMERAN]
Area - Caused/Prolonged |(S-n/a-n/a-
Hospitalisation, [n/a-n/a-
Other Medically Intramuscular])
Important Condition)
EU-EC- 07/10/2021 |Spontaneous | Non European |Not 12-17 |Not Female |No Fatigue (n/a - Not COMIRNATY Not reported ICSR
10010250345 Healthcare |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN]
Professional |Area Resolved - ), (S - COVID-19
immunisation - Not
Herpes zoster (n/a - |applicable - [n/a -
Not Recovered/Not  |n/a - n/a])
Resolved - ),
Nausea (n/a - Not
Recovered/Not
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - ),
Skin disorder (n/a -
Not Recovered/Not
Resolved - )
EU-EC- 07/10/2021 | Spontaneous | Non European |Not 12-17 |Not Male No Body temperature COMIRNATY [ISOTRETINOIN] (C - Acne - [ICSR
10010250545 Healthcare |Economic |available |Years |Specified increased (n/a - CONCENTRATE Unknown -)
Professional |Area Recovered/Resolved |FOR DISPERSION
=) FOR INJECTION
[TOZINAMERAN]
Chest pain (n/a - (S - CovID-19
Recovered/Resolved |immunisation - Not
=) applicable - [n/a -
.3mL - n/a])
Chest pain (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),
Dyspnoea (n/a -
Recovered/Resolved
=)
Palpitations (n/a -
Recovered/Resolved
-)
EU-EC- 07/10/2021 |Spontaneous | Non European |Not 12-17 |Not Male No Chills (n/a - COMIRNATY Not reported ICSR
10010250871 Healthcare |Economic |available |Years |Specified Unknown - ), [TOZINAMERAN]
Professional |Area (S - COVID-19
Epididymitis (2d - immunisation - Not
Recovered/Resolved |applicable - [n/a -
=) 1{DF} - n/a])
Pyrexia (n/a -
Unknown -)
EU-EC- 07/10/2021 | Spontaneous | Non European |Not 12-17 |Not Male No Back pain (n/a - COMIRNATY Not reported ICSR
10010251270 Healthcare |Economic |available |Years |Specified Recovering/Resolving |[TOZINAMERAN]
Professional |Area - Disabling), (S - CoviD-19
immunisation - Not
Fatigue (n/a - applicable - [n/a -
Recovering/Resolving |n/a - n/a])
- Disabling),
Headache (n/a -
Recovering/Resolving
- Disabling),
https://dap.ema.europa.eu/analytics/saw.dlI?Go 52/67
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Injection site pain
(n/a-
Recovering/Resolving
- Disabling),
Injection site
reaction (n/a -
Recovering/Resolving
- Disabling),
Lymphadenopathy
(n/a-
Recovering/Resolving
- Disabling),
Swelling (n/a -
Recovering/Resolving
- Disabling)
EU-EC- 07/10/2021 |Spontaneous | Non European |Not 12-17 |Not Female |No Menarche (n/a - Not |COMIRNATY Not reported ICSR
10010251725 Healthcare |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN]
Professional |Area Resolved - ) (S - CoviD-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 07/10/2021 | Spontaneous | Non European |Not 12-17 |Not Female |No Chills (0d - COMIRNATY Not reported ICSR
10010251726 Healthcare |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN]
Professional |Area -), (S - CoviD-19
immunisation - Not
Dizziness (0d - applicable - [n/a -
Recovered/Resolved |1{DF} - n/a])
=)
Malaise (0d -
Recovered/Resolved
=)
Syncope (0d -
Recovered/Resolved
-)
EU-EC- 07/10/2021 |Spontaneous | Non European |Not 12-17 |Not Male No Syncope (0d - COMIRNATY Not reported ICSR
10010251730 Healthcare |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN]
Professional |Area -) (S - CovID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 07/10/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |Female |No Chest discomfort COMIRNATY Not reported ICSR
10010251750 Healthcare |Economic |available |Years (n/a- [TOZINAMERAN]
Professional |Area Recovering/Resolving | (S - COVID-19
-) immunisation - Not
applicable - [n/a -
Chest pain (n/a - 1{DF} - n/al)
Recovering/Resolving
Palpitations (n/a -
Recovering/Resolving
EU-EC- 07/10/2021 | Spontaneous | Non European |Not 12-17 |Not Male No Cough (n/a - COMIRNATY Not reported ICSR
10010251762 Healthcare |Economic |available |Years |Specified Recovering/Resolving |[TOZINAMERAN]
Professional |Area =) (S - COVID-19
immunisation - Not
Fatigue (n/a - applicable - [n/a -
Recovering/Resolving | 1{DF} - n/a])
=)
Headache (1d -
Recovered/Resolved
=)
Malaise (n/a -
Recovering/Resolving
=)
Nasopharyngitis (n/a
Recovered/Resolved
=)
Oropharyngeal
discomfort (n/a -
Recovering/Resolving
EU-EC- 07/10/2021 |Spontaneous | Non European |Not 12-17 |Not Female |No Amenorrhoea (n/a - |COMIRNATY Not reported ICSR
10010251867 Healthcare |Economic |available |Years |Specified Not Recovered/Not  |[TOZINAMERAN]
Professional |Area Resolved - ) (S - CoviD-19
immunisation - Not
applicable - [n/a -
n/a - n/al)
EU-EC- 07/10/2021 |Spontaneous | Non European |Not 12-17 |Not Female |No Menstrual disorder ~ |COMIRNATY Not reported ICSR
10010251922 Healthcare |Economic |available |Years |Specified (n/a - Unknown - )  |[TOZINAMERAN]
Professional |Area (S - Immunisation
-n/a-[n/a-n/a-
Intramuscular])
EU-EC- 07/10/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Erythema (n/a - COMIRNATY Not reported ICSR
10010251947 Healthcare |Economic |available |Years |Specified Unknown - ), [TOZINAMERAN]
Professional |Area (S - Immunisation
Rash (1d - -nfa-[n/a-n/a-
Recovered/Resolved |Intramuscular])
=)
Swelling (n/a -
Unknown -)
EU-EC- 07/10/2021 |Spontaneous | Healthcare |European |Not 12-17 |Not Male No Urticaria (n/a - COMIRNATY Not reported ICSR
10010251948 Professional |Economic |available |Years |Specified Recovering/Resolving | [TOZINAMERAN]
Area - (S - Immunisation
-n/a-[n/a-n/a-
Intramuscular])
https://dap.ema.europa.eu/analytics/saw.dlI?Go 53/67
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EU-EC- 07/10/2021 |Spontaneous | Healthcare |European |Not 12-17 |Not Male No Bell's palsy (10d - COMIRNATY Not reported ICSR
10010251951 Professional |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN]
Area - Caused/Prolonged | (S - Immunisation
Hospitalisation), -nf/a-[nfa-n/a-
Intramuscular])
Herpes zoster (n/a -
Recovering/Resolving
=)
Hypoaesthesia (n/a -
Recovering/Resolving
=)
Malaise (n/a -
Recovering/Resolving
=)
Pain (n/a -
Recovering/Resolving
=)
Rash vesicular (n/a -
Recovering/Resolving
-)
EU-EC- 07/10/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Heavy menstrual COMIRNATY Not reported ICSR
10010252010 Healthcare |Economic |available |Years |Specified bleeding (8d - [TOZINAMERAN]
Professional |Area Recovered/Resolved (S - Immunisation
-), -nfa-[nfa-n/a-
Intramuscular])
Polymenorrhoea (8d
Recovered/Resolved
EU-EC- 07/10/2021 | Spontaneous | Healthcare |Non Not 12-17 |Not Male No Eye swelling (n/fa- | TOZINAMERAN Not reported ICSR
10010252113 Professional |European |available |Years |Specified Not Recovered/Not  |[TOZINAMERAN]
Economic Resolved - ), (S - COvVID-19
Area immunisation - Not
Lip swelling (n/a - applicable - [n/a -
Not Recovered/Not  |n/a - n/a])
Resolved - ),
Pruritus (n/a - Not
Recovered/Not
Resolved - ),
Rash (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Rash erythematous
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Swelling face (n/a -
Not Recovered/Not
Resolved - )
EU-EC- 07/10/2021 |Spontaneous | Non Non Not 12-17 |Not Male No Myocarditis (n/a - TOZINAMERAN INTUNIV [GUANFACINE] (C - |ICSR
10010252209 Healthcare |European |available |Years |Specified Recovering/Resolving |[TOZINAMERAN]  |n/a - n/a - [n/a - 4mg - n/a])
Professional |Economic - Other Medically (S - CoviD-19
Area Important Condition) |immunisation - Not
applicable - [n/a -
n/a - n/al)
EU-EC- 07/10/2021 |Spontaneous | Healthcare |European |Not 12-17 |Not Male No Myopericarditis (n/a - | COMIRNATY Not reported ICSR
10010252340 Professional |Economic |available |Years |Specified Recovering/Resolving |[TOZINAMERAN]
Area - Caused/Prolonged |(S-n/a-n/a-
Hospitalisation) [n/a - n/a - n/al)
EU-EC- 07/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Myocarditis (n/a - COMIRNATY Not reported ICSR
10010252479 Professional |Economic |available |Years Recovering/Resolving |[TOZINAMERAN]
Area - Caused/Prolonged |(S - COVID-19
Hospitalisation) immunisation - n/a
- [n/a - 1{DF} -
Intramuscular])
EU-EC- 07/10/2021 | Spontaneous | Healthcare |European |Not 12-17 |Adolescent |Female |No Myocarditis (n/a - COMIRNATY Not reported ICSR
10010252556 Professional |Economic |available |Years Recovering/Resolving |[TOZINAMERAN]
Area - Caused/Prolonged |(S - COVID-19
Hospitalisation) immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 07/10/2021 |Spontaneous | Non European |Not 12-17 |Adolescent Male No Lymphadenopathy | COMIRNATY Not reported ICSR
10010252587 Healthcare |Economic |available |Years (1d - [TOZINAMERAN]
Professional |Area Recovered/Resolved |(S - Immunisation
=) -n/a-[n/a-n/a-
n/a])
Malaise (0d -
Recovered/Resolved
EU-EC- 07/10/2021 |Spontaneous | Non European |Not 12-17 |Not Female |No Limb discomfort (0d |COMIRNATY Not reported ICSR
10010252592 Healthcare |Economic |available |Years |Specified - [TOZINAMERAN]
Professional |Area Recovered/Resolved (S - Immunisation
- -n/a-[n/a-n/a-
n/a])
EU-EC- 07/10/2021 |Spontaneous | Healthcare |European |Not 12-17 |Adolescent |Male No Syncope (60s - COMIRNATY Not reported ICSR
10010252601 Professional |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Area - Other Medically (S - Immunisation
Important Condition) |- n/a - [n/a - n/a -
Intramuscular])
EU-EC- 07/10/2021 | Spontaneous | Non European |Not 12-17 |Adolescent |Male No Rash (5d - Not COMIRNATY Not reported ICSR
10010252604 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN]
Professional |Area Resolved - ) (S - Immunisation
-n/a-[n/a-n/a-
n/a])
https://dap.ema.europa.eu/analytics/saw.dlI?Go 54/67
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EU-EC- 07/10/2021 |Spontaneous |Non European |Not 12-17 |Not Male No Headache (n/a - COMIRNATY Not reported ICSR
10010252693 Healthcare |Economic |available |Years |Specified Recovering/Resolving | [TOZINAMERAN]
Professional |Area =) (S - CovID-19
immunisation - Not
Injection site applicable - [n/a -
haematoma (n/a - 1{DF} - n/a])
Not Recovered/Not
Resolved - ),
Malaise (1d -
Recovered/Resolved
=)
Nausea (1d -
Recovered/Resolved
EU-EC- 07/10/2021 |Spontaneous | Non European |Not 12-17 |Adolescent Male No Chills (n/a - COMIRNATY NOT AVAILABLE (C - n/a - n/a |ICSR
10010252709 Healthcare |Economic |available |Years Recovering/Resolving |[TOZINAMERAN] |- [n/a - n/a - n/a])
Professional |Area =), (S - CovID-19
immunisation - Not
Fatigue (200h - applicable - [n/a -
Recovered/Resolved |1{DF} - n/a])
=)
Feeling abnormal
(n/a - Not
Recovered/Not
Resolved - ),
Headache (n/a -
Recovering/Resolving
=)
Insomnia (n/a - Not
Recovered/Not
Resolved - ),
Malaise (n/a - Not
Recovered/Not
Resolved - ),
Nausea (24h -
Recovered/Resolved
=)
Pyrexia (n/a -
Recovering/Resolving
-)
EU-EC- 07/10/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Male No Influenza like iliness |COMIRNATY Not reported ICSR
10010252761 Healthcare |Economic |available |Years (1d - [TOZINAMERAN]
Professional |Area Recovered/Resolved |(S - COVID-19
-) immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 07/10/2021 |Spontaneous | Healthcare |European |Not 12-17 |Adolescent |[Female |No Heavy menstrual COMIRNATY Not reported ICSR
10010252770 Professional |Economic |available |Years bleeding (n/a - [TOZINAMERAN]
Area Unknown - ) (S - CovID-19
immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 07/10/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |Male No Immunisation COMIRNATY Not reported ICSR
10010252771 Healthcare |Economic |available |Years reaction (2d - [TOZINAMERAN]
Professional |Area Recovered/Resolved |(S - COVID-19
-) immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 07/10/2021 |Spontaneous | Healthcare |European |Not 12-17 |Adolescent |Female |No Menstruation delayed | COMIRNATY Not reported ICSR
10010252775 Professional |Economic |available |Years (n/a- [TOZINAMERAN]
Area Recovered/Resolved |(S - COVID-19
- immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 07/10/2021 |Spontaneous | Healthcare |European |Not 12-17 |Adolescent |[Female |No Asthenia (n/a - Not |COMIRNATY Not reported ICSR
10010252783 Professional |Economic |available |Years Recovered/Not [TOZINAMERAN]
Area Resolved - ), (S - CovID-19
immunisation - Not
Headache (n/a - Not |applicable - [1d -
Recovered/Not 1{DF} -
Resolved - ) Intramuscular])
EU-EC- 07/10/2021 |Spontaneous | Healthcare |European |Not 12-17 |Adolescent |[Female |No Menstrual disorder ~ |COMIRNATY Not reported ICSR
10010252832 Professional |Economic |available |Years (n/a - Not [TOZINAMERAN]
Area Recovered/Not (S - CoviD-19
Resolved - ), immunisation - Not
applicable - [1d -
Polymenorrhoea (n/a |1{DF} -
- Not Recovered/Not | Intramuscular])
Resolved - )
EU-EC- 07/10/2021 |Spontaneous | Non European |Not 12-17 |Adolescent Male No Nausea (1d - COMIRNATY Not reported ICSR
10010252850 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Professional |Area =) (S - COVID-19
immunisation - n/a
Pyrexia (1d - -[1d - .3mL -
Recovered/Resolved |Intramuscular])
EU-EC- 07/10/2021 |Spontaneous | Healthcare |European |Not 12-17 |Adult Male No Vaccination site COMIRNATY Not reported ICSR
10010252857 Professional |Economic |available |Years reaction (1d - [TOZINAMERAN]
Area Recovered/Resolved |(S - COVID-19
- immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 07/10/2021 |Spontaneous | Healthcare |European |Not 12-17 |Adolescent |[Female |No Glossodynia (4d - COMIRNATY Not reported ICSR
10010252893 Professional |Economic |available |Years Recovering/Resolving |[TOZINAMERAN]
https://dap.ema.europa.eu/analytics/saw.dlI?Go 55167
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Area =) (S - COVID-19
immunisation - Not
Limb injury (4d - applicable - [1d -
Recovering/Resolving |.3mL -
=), Intramuscular])
Swelling face (4d -
Recovering/Resolving
-)
EU-EC- 07/10/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |Female |No Diarrhoea (n/a - COMIRNATY Not reported ICSR
10010252903 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Professional |Area =) (S - COVID-19
immunisation - Not
Dyspnoea (n/a - applicable - [1d -
Recovered/Resolved |n/a -
=), Intramuscular])
Ear discomfort (n/a -
Recovering/Resolving
=)
Lacrimation
increased (n/a -
Recovered/Resolved
=)
Loss of
consciousness (1d -
Recovered/Resolved
=)
Nausea (n/a -
Recovered/Resolved
=)
Pharyngeal
hypoaesthesia (n/a -
Recovering/Resolving
=)
Vision blurred (n/a -
Recovered/Resolved
-)
EU-EC- 07/10/2021 |Spontaneous | Healthcare |European |Not 12-17 |Adolescent |[Female |No Rash pruritic (n/a- |COMIRNATY Not reported ICSR
10010252906 Professional |Economic |available |Years Recovering/Resolving | [TOZINAMERAN]
Area - (S - COVID-19
immunisation - Not
applicable - [1d -
3mL -
Intramuscular])
EU-EC- 07/10/2021 | Spontaneous | Non European |Not 12-17 |Adolescent |Female |No Headache (n/a - Not |COMIRNATY Not reported ICSR
10010252923 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN]
Professional |Area Resolved - ), (S - CovID-19
immunisation -
Paraesthesia (n/a -  |Drug withdrawn -
Not Recovered/Not  |[1d - 1{DF} -
Resolved - ), Intramuscular])
Vision blurred (n/a -
Not Recovered/Not
Resolved - )
EU-EC- 07/10/2021 |Spontaneous | Healthcare |European |Not 12-17 |Adolescent Male No Rash (n/a - Not COMIRNATY Not reported ICSR
10010252945 Professional |Economic |available |Years Recovered/Not [TOZINAMERAN]
Area Resolved - ) (S - CoviD-19
immunisation - n/a
- [1d - 1{DF} -
Intramuscular])
EU-EC- 07/10/2021 |Spontaneous | Non European |Not 12-17 |Adolescent |Female |No Heavy menstrual COMIRNATY Not reported ICSR
10010252983 Healthcare |Economic |available |Years bleeding (n/a - Not |[TOZINAMERAN]
Professional |Area Recovered/Not (S - CoviD-19
Resolved - ), immunisation - Not
applicable - [1d -
Intermenstrual 1{DF} -
bleeding (n/a - Not  |Intramuscular])
Recovered/Not
Resolved - ),
Malaise (n/a -
Recovering/Resolving
EU-EC- 07/10/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Influenza like iliness |COMIRNATY Not reported ICSR
10010253004 Healthcare |Economic |available |Years (n/a- [TOZINAMERAN]
Professional |Area Recovering/Resolving | (S - COVID-19
=) immunisation - Not
applicable - [n/a -
Menstrual disorder  |1{DF} -
(n/a- Intramuscular])
Recovering/Resolving
EU-EC- 07/10/2021 |Spontaneous | Healthcare |European |Not 12-17 |Adolescent Male No Herpes zoster (n/a - |COMIRNATY Not reported ICSR
10010253084 Professional |Economic |available |Years Unknown - ) [TOZINAMERAN]
Area (S - CovID-19
immunisation - n/a
- [n/a - 2{DF} -
Intramuscular])
EU-EC- 07/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Contusion (6d - COMIRNATY Not reported ICSR
10010253097 Professional |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Area - (S - CoviD-19
immunisation - n/a
- [n/a - 2{DF} -
Intramuscular])
EU-EC- 07/10/2021 | Spontaneous | Non European |Not 12-17 |Adolescent |Female |No Menarche (n/a - COMIRNATY Not reported ICSR
10010253111 Healthcare |Economic |available |Years Recovering/Resolving | [TOZINAMERAN]
Professional |Area -) (S - COVID-19
immunisation - n/a
-[n/a-n/a-
Intramuscular])
https://dap.ema.europa.eu/analytics/saw.dlI?Go 56/67
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EU-EC- 07/10/2021 |Spontaneous | Healthcare |European |Not 12-17 |Adolescent |Female |No Asymptomatic COMIRNATY Not reported ICSR
10010253469 Professional |Economic |available |Years COVID-19 (n/a - [TOZINAMERAN]
Area Unknown - ), (S - CovID-19
immunisation - Not
Drug ineffective (n/a |applicable - [21d -
- Unknown - ) .3mL -
Intramuscular])
EU-EC- 07/10/2021 |Spontaneous |Non European |Not 12-17 |Not Male No Cough (n/a - COMIRNATY Not reported ICSR
10010253664 Healthcare |Economic |available |Years |Specified Unknown - ), [TOZINAMERAN]
Professional |Area (S - CovID-19
Diarrhoea (n/a - immunisation - Not
Unknown - ), applicable - [1d -
n/a - n/al)
Nasopharyngitis (n/a
- Unknown - )
EU-EC- 07/10/2021 |Spontaneous | Non European |Not 12-17 |Not Female |No Menstruation delayed | COMIRNATY Not reported ICSR
10010254019 Healthcare |Economic |available |Years |Specified (n/a - Not [TOZINAMERAN]
Professional |Area Recovered/Not (S - CovID-19
Resolved - ) immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 07/10/2021 |Spontaneous | Non European |Not 12-17 |Not Male No Chills (1d - COMIRNATY Not reported ICSR
10010254064 Healthcare |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN]
Professional |Area =) (S - COVID-19
immunisation - Not
Eye pain (1d - applicable - [n/a -
Recovered/Resolved |1{DF} - n/a])
=)
Fatigue (n/a -
Recovering/Resolving
=)
Headache (n/a -
Recovering/Resolving
=)
Injection site
inflammation (n/a -
Recovering/Resolving
=)
Injection site pain
(n/a -
Recovering/Resolving
Injection site pruritus
(n/a-
Recovering/Resolving
=)
Injection site
swelling (n/a -
Recovering/Resolving
=)
Injection site warmth
(n/fa-
Recovering/Resolving
=)
Malaise (2d -
Recovered/Resolved
=)
Myalgia (1d -
Recovered/Resolved
=)
Nausea (n/a -
Recovering/Resolving
=)
Pyrexia (1d -
Recovered/Resolved
-)
EU-EC- 07/10/2021 |Spontaneous | Non European |Not 12-17 |Not Male No Chills (n/a - COMIRNATY NOT AVAILABLE (C - n/a - n/a |ICSR
10010254075 Healthcare |Economic |available |Years |Specified Recovering/Resolving |[TOZINAMERAN] |- [n/a - n/a - n/a])
Professional |Area =), (S - CoviD-19
immunisation - Not
Headache (n/a - Not |applicable - [n/a -
Recovered/Not 1{DF} - n/a])
Resolved - ),
Malaise (n/a - Not
Recovered/Not
Resolved - ),
Myalgia (n/a -
Recovered/Resolved
=)
Pyrexia (n/a -
Recovering/Resolving
EU-EC- 07/10/2021 | Spontaneous | Non European |Not 12-17 |Not Female |No Oligomenorrhoea COMIRNATY Not reported ICSR
10010254097 Healthcare |Economic |available |Years |Specified (n/a - Unknown - )  |[TOZINAMERAN]
Professional |Area (S - CovID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 07/10/2021 | Spontaneous | Healthcare |European |Not 12-17 |Adolescent |Male No Myocarditis (n/a - COMIRNATY Not reported ICSR
10010254768 Professional |Economic |available |Years Unknown - [TOZINAMERAN]
Area Caused/Prolonged  |(S - Immunisation
Hospitalisation) -nfa-[nfa-
2{DF} - n/a])
EU-EC- 07/10/2021 |Spontaneous | Non European |Not 12-17 |Not Male No Abdominal COMIRNATY Not reported ICSR
https://dap.ema.europa.eu/analytics/saw.dlI?Go 57167
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10010254822

Healthcare
Professional

Economic
Area

available

Years

Specified

Run Line Listing Report

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

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

Bedridden (n/a -
Recovered/Resolved
- Disabling),

Chest pain (n/a -
Recovering/Resolving
- Disabling),

Decreased activity
(n/a -
Recovering/Resolving
- Disabling),

Decreased appetite
(n/a -
Recovered/Resolved
- Disabling),

Epstein-Barr virus
infection (n/a -
Recovering/Resolving
- Disabling),

Fatigue (n/a -
Recovering/Resolving

»

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

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

Infectious
mononucleosis (n/a -
Recovering/Resolving
- Disabling),

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

Loss of personal
independence in
daily activities (n/a -
Recovering/Resolving
- Disabling),

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

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

Swelling face (n/a -
Recovering/Resolving
- Disabling),

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

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

EU-EC-
10010254896

07/10/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No

Fatigue (n/a -
Recovering/Resolving

A

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

Malaise (n/a -
Recovering/Resolving

-

Nausea (2h -
Recovered/Resolved

)2

Syncope (n/a -
Recovered/Resolved

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

Not reported

—
(2]
pel

EU-EC-
10010254909

07/10/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

No

Abdominal pain (1d -
Recovered/Resolved

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

Not reported

—
(2]
0

EU-EC-
10010255042

07/10/2021

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)

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

Not reported

—
(2]
yl

EU-EC-
10010255231

07/10/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

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

Not
available

12-17
Years

Not
Specified

Female

No

Menstruation delayed
(n/a - Not

COMIRNATY
[TOZINAMERAN]
(S - COVID-19

Not reported

ICSR

58/67
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Recovered/Not
Resolved - )

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

EU-EC-
10010255267

07/10/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

No

Blood pressure
increased (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),

Breath sounds
abnormal (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),

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

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

Hypersensitivity (n/a

Recovering/Resolving
- Other Medically
Important
Condition),

Pruritus (n/a -
Recovering/Resolving
- 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

»—<
(2]
0

EU-EC-
10010255293

07/10/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No

Arthralgia (n/a -
Recovering/Resolving
=)

Fatigue (n/a -
Recovering/Resolving

)

Headache (3d -
Recovered/Resolved
=)

Malaise (n/a -
Recovering/Resolving
=)

Myalgia (n/a -
Recovering/Resolving

»

Pyrexia (2d -
Recovered/Resolved

=)

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

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

Not reported

=
(2]
pel

EU-EC-
10010255299

07/10/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No

Arthralgia (3d -
Recovered/Resolved

)

Dyspnoea (n/a -
Recovered/Resolved

=)

Fatigue (5d -
Recovered/Resolved

=)
Headache (n/a -
Recovered/Resolved

=)

Injection site
erythema (n/a -
Recovered/Resolved

=)

Injection site
inflammation (n/a -
Recovered/Resolved
=)

Injection site
swelling (n/a -
Recovered/Resolved

)

Malaise (n/a -
Recovered/Resolved

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

Not reported

,_,
(2]
0

EU-EC-

07/10/2021

Spontaneous

Non

European

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

12-17

Male

No

Body temperature

COMIRNATY

Not reported

,_.
(2]
0
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10010255340 Healthcare |Economic |available |Years |Specified increased (1d - [TOZINAMERAN]
Professional |Area Recovered/Resolved |(S - COVID-19
- ) immunisation - Not
applicable - [n/a -
Chills (1d - 1{DF} - n/al])
Recovered/Resolved
=)
Fatigue (n/a -
Recovering/Resolving
=)
Headache (3d -
Recovered/Resolved
=)
Malaise (2d -
Recovered/Resolved
EU-EC- 07/10/2021 |Spontaneous | Healthcare |European |Not 12-17 |Adolescent |[Female |No Guillain-Barre COMIRNATY Not reported ICSR
10010255390 Professional |Economic |available |Years syndrome (20d - [TOZINAMERAN]
Area Recovered/Resolved |(S - COVID-19
- Caused/Prolonged |immunisation - Not
Hospitalisation) applicable - [1d -
.3mL -
Intramuscular])
EU-EC- 07/10/2021 |Spontaneous | Non Non Not 12-17 |Not Female |No Chest discomfort TOZINAMERAN Not reported ICSR
10010255554 Healthcare |European |available |Years |Specified (n/a - Unknown - [TOZINAMERAN]
Professional |Economic Other Medically (S - COVID-19
Area Important immunisation - Not
Condition), applicable - [n/a -
n/a - n/al)
Chest pain (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 07/10/2021 |Spontaneous | Non European |Not 12-17 |Not Female |No Malaise (n/a - Not COMIRNATY Not reported ICSR
10010255610 Healthcare |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN]
Professional |Area Resolved - ), (S - CoviD-19
immunisation - Not
Menarche (n/a - Not |applicable - [n/a -
Recovered/Not 1{DF} - n/al)
Resolved - )
EU-EC- 07/10/2021 |Spontaneous | Non Non Not 12-17 |Not Male No Angina pectoris (n/a | TOZINAMERAN Not reported ICSR
10010255625 Healthcare |European |available |Years |Specified - Unknown - Other  |[TOZINAMERAN]
Professional |Economic Medically Important |(S - COVID-19
Area Condition), immunisation - Not
applicable - [1d -
Chest discomfort (4d |n/a - n/a])
Recovered/Resolved
- Other Medically
Important
Condition),
Initial insomnia (n/a
- Unknown - Other
Medically Important
Condition),
Palpitations (1d -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 07/10/2021 |Spontaneous | Non European |Not 12-17 |Child Female |No Vaccination site COMIRNATY Not reported ICSR
10010255783 Healthcare |Economic |available |Years reaction (n/a - [TOZINAMERAN]
Professional |Area Recovering/Resolving |(S - COVID-19
-) immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 07/10/2021 |Spontaneous |Non European |Not 12-17 |Not Male No Arthralgia (1d - COMIRNATY NOT AVAILABLE (C - n/a - n/a |ICSR
10010255794 Healthcare |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] |- [n/a - n/a - n/a])
Professional |Area -), (S - CoviD-19
immunisation - Not
Chills (17h - applicable - [n/a -
Recovered/Resolved |1{DF} - n/a])
=)
Dyspnoea (n/a - Not
Recovered/Not
Resolved - ),
Fatigue (n/a -
Recovering/Resolving
=)
Headache (n/a - Not
Recovered/Not
Resolved - ),
Injection site
erythema (n/a -
Recovering/Resolving
=)
Injection site
inflammation (n/a -
Recovering/Resolving
=)
Injection site pain
(n/a-
Recovering/Resolving
=)
Injection site warmth
(n/a -
https://dap.ema.europa.eu/analytics/saw.dlI?Go 60/67
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Recovering/Resolving
=),
Malaise (n/a -
Recovering/Resolving
=)
Myalgia (n/a -
Recovering/Resolving
=)
Neck pain (n/a - Not
Recovered/Not
Resolved - ),
Pyrexia (n/a -
Recovering/Resolving
=)
Skin burning
sensation (5h -
Recovered/Resolved
-)
EU-EC- 07/10/2021 |Spontaneous | Healthcare |European |Not 12-17 |Adolescent Male No Chest pain (n/a - Not | COMIRNATY Not reported ICSR
10010255966 Professional |Economic |available |Years Recovered/Not [TOZINAMERAN]
Area Resolved - ) (S - CoviD-19
immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 07/10/2021 |Spontaneous | Non European |Not 12-17 |Not Female |No Herpes zoster (n/a - |COMIRNATY Not reported ICSR
10010256068 Healthcare |Economic |available |Years |Specified Not Recovered/Not  |[TOZINAMERAN]
Professional |Area Resolved - ) (S - CoviD-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 07/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent Male No Myocarditis (n/a - COMIRNATY Not reported ICSR
10010256108 Professional |Economic |available |Years Recovering/Resolving |[TOZINAMERAN]
Area - Life Threatening, |(S - COVID-19
Caused/Prolonged immunisation - Not
Hospitalisation) applicable - [1d -
n/a - nfal)
EU-EC- 07/10/2021 | Spontaneous | Non European |Not 12-17 |Adolescent |[Female |No Rash (n/a - Not COMIRNATY Not reported ICSR
10010256243 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN]
Professional |Area Resolved - ) (S - CovIiD-19
immunisation -
Unknown - [n/a -
1{DF} - n/a])
EU-EC- 07/10/2021 |Spontaneous | Healthcare |European |Not 12-17 |Adolescent |Female |No Syncope (0d - COMIRNATY Not reported ICSR
10010256335 Professional |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Area - Other Medically (S - CoviD-19
Important immunisation -
Condition), Dose not changed
- [n/a - 1{DF} -
Syncope (n/a - n/al)
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 07/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Dizziness (1d - COMIRNATY Not reported ICSR
10010256389 Professional |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Area =) (S - COVID-19
immunisation - Not
Hypotension (1d - applicable - [1d -
Recovered/Resolved |1{DF} - n/a])
-)
EU-EC- 07/10/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Male No Oral herpes (n/a - COMIRNATY Not reported ICSR
10010256423 Healthcare |Economic |available |Years Not Recovered/Not  |[TOZINAMERAN]
Professional |Area Resolved - ) (S - COVID-19
immunisation - Not
applicable - [1d -
n/a - n/al)
EU-EC- 07/10/2021 |Spontaneous | Healthcare |European |Not 12-17 |Adolescent Male No Syncope (1d - COMIRNATY Not reported ICSR
10010256459 Professional |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Area - Other Medically (S - CovID-19
Important Condition) |immunisation - Not
applicable - [1d -
1{DF} - n/a])
EU-EC- 07/10/2021 |Spontaneous | Healthcare |European |Not 12-17 |Adolescent |Female |No Pruritus (n/a - COMIRNATY Not reported ICSR
10010256464 Professional |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Area - Other Medically (S - CovID-19
Important immunisation - Not
Condition), applicable - [n/a -
1{DF} - n/al)
Rash maculo-papular
(26d -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 07/10/2021 | Spontaneous | Non European |Not 12-17 |Adolescent |Female |No Syncope (1d - COMIRNATY Not reported ICSR
10010256474 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Professional |Area - Other Medically (S - COvVID-19
Important Condition) |immunisation - Not
applicable - [1d -
1{DF} - n/a])
EU-EC- 07/10/2021 |Spontaneous | Non European |Not 12-17 |Not Female |No Heavy menstrual COMIRNATY Not reported ICSR
10010256632 Healthcare |Economic |available |Years |Specified bleeding (n/a - Not  |[TOZINAMERAN]
Professional |Area Recovered/Not (S - CovID-19
Resolved - ) immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 07/10/2021 |Spontaneous | Non European |Not 12-17 |Not Male No Body temperature COMIRNATY Not reported ICSR
10010256635 Healthcare |Economic |available |Years |Specified increased (1d - [TOZINAMERAN]
Professional |Area Recovered/Resolved |(S - COVID-19
=) immunisation - Not
applicable - [n/a -
Malaise (n/a - Not 1{DF} - n/al)
Recovered/Not
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Resolved - ),
Nasal congestion
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 07/10/2021 | Spontaneous | Non European |Not 12-17 |Not Female |No Chills (n/a - Not COMIRNATY Not reported ICSR
10010256651 Healthcare |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN]
Professional |Area Resolved - ), (S - CoviD-19
immunisation - Not
Diarrhoea (n/a - applicable - [n/a -
Recovering/Resolving | 1{DF} - n/a])
=)
Headache (n/a - Not
Recovered/Not
Resolved - ),
Nausea (n/a -
Recovering/Resolving
=)
Oropharyngeal pain
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 07/10/2021 | Spontaneous | Non European |Not 12-17 |Not Male No Arthralgia (n/a - Not |COMIRNATY Not reported ICSR
10010256654 Healthcare |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN]
Professional |Area Resolved - ), (S - CovID-19
immunisation - Not
Myalgia (n/a - Not applicable - [n/a -
Recovered/Not 1{DF} - n/al)
Resolved - )
EU-EC- 07/10/2021 | Spontaneous | Healthcare |European |Not 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10010256760 Professional |Economic |available |Years Unknown - Other [TOZINAMERAN]
Area Medically Important |(S-n/a-n/a-
Condition), [n/a-n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 07/10/2021 |Spontaneous |Non European |Not 12-17 |Not Male No Fatigue (n/a - COMIRNATY [AMYLMETACRESOL, 2,4 ICSR
10010256850 Healthcare |Economic |available |Years |Specified Recovering/Resolving |[TOZINAMERAN] | DICHLOROBENZYL ALCOHOL]
Professional |Area =), (S - CovID-19 (C-n/a-n/a-[nfa-n/a-
immunisation - Not |n/a]),
Malaise (n/a - applicable - [n/a -
Recovering/Resolving | 1{DF} - n/a]) [ASCORBIC ACID,
=), PARACETAMOL] (C - n/a - n/a
- [n/a-n/a-n/a])
Nasopharyngitis (n/a
Recovering/Resolving
EU-EC- 06/10/2021 | Spontaneous | Healthcare |European |Not 12-17 |Not Female |No Headache (n/a - COMIRNATY Not reported ICSR
10010230671 Professional |Economic |available |Years |Specified Recovering/Resolving |[TOZINAMERAN]
Area =) (S - COVID-19
immunisation - n/a
Injection site pain - [n/a-n/a-n/a])
(n/a-
Recovering/Resolving
=)
Pyrexia (n/a -
Recovering/Resolving
-)
EU-EC- 06/10/2021 |Spontaneous | Non European |Not 12-17 |Not Female |No Dizziness (n/a - Not |COMIRNATY Not reported ICSR
10010230797 Healthcare |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN]
Professional |Area Resolved - (S-n/a-n/a-
Caused/Prolonged [n/a - n/a - n/al)
Hospitalisation),
Nausea (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Nystagmus (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Vomiting (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 06/10/2021 |Spontaneous | Non European |Not 12-17 |Not Female |No Nausea (n/a - COMIRNATY Not reported ICSR
10010231082 Healthcare |Economic |available |Years |Specified Recovering/Resolving |[TOZINAMERAN]
Professional |Area - (S-nfa-n/a-
[n/a - n/a - n/a])
EU-EC- 06/10/2021 |Spontaneous |Non European |Not 12-17 |Not Male No Pain in extremity COMIRNATY Not reported ICSR
10010231084 Healthcare |Economic |available |Years |Specified (nfa- [TOZINAMERAN]
Professional |Area Recovering/Resolving |(S - n/a - n/a -
=) [n/a - n/a - n/a])
Paraesthesia (n/a -
Recovering/Resolving
=)
Pyrexia (n/a -
Recovering/Resolving
-)
EU-EC- 06/10/2021 |Spontaneous | Healthcare |European |Not 12-17 |Not Female |No Asthenia (n/a - Not |COMIRNATY Not reported ICSR
10010231144 Professional |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN]
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Area Resolved - ), (S - COVID-19
immunisation - n/a
Diarrhoea (n/a - Not |- [n/a - .3mL -
Recovered/Not Intramuscular])
Resolved - ),
Headache (n/a - Not
Recovered/Not
Resolved - ),
Myalgia (n/a - Not
Recovered/Not
Resolved - ),
Vomiting (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 06/10/2021 |Spontaneous | Healthcare |European |Not 12-17 |Not Male No Presyncope (n/a - COMIRNATY Not reported ICSR
10010231266 Professional |[Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN]
Area - (S - COVID-19
immunisation - n/a
-[n/a-.3mL-
Intramuscular])
EU-EC- 06/10/2021 |Spontaneous | Non European |Not 12-17 |Not Male No Fatigue (n/a - Not COMIRNATY Not reported ICSR
10010231276 Healthcare |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN]
Professional |Area Resolved - ), (S - CoviD-19
immunisation - n/a
Headache (n/a - Not |- [n/a - n/a - n/al)
Recovered/Not
Resolved - ),
Localised oedema
(n/a - Not
Recovered/Not
Resolved - ),
Oedema peripheral
(n/a - Not
Recovered/Not
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - ),
Rash (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 06/10/2021 |Spontaneous | Healthcare |European |Not 12-17 |Not Female |No Amenorrhoea (n/a - |COMIRNATY Not reported ICSR
10010231319 Professional |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN]
Area - (S - COVID-19
immunisation - n/a
- [n/a - 1{DF} -
Intramuscular])
EU-EC- 06/10/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Axillary pain (n/fa- |COMIRNATY Not reported ICSR
10010231337 Healthcare |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN]
Professional |Area =), (S - CoviD-19
immunisation - n/a
Headache (n/a - -[n/a-.3mL-
Recovered/Resolved | Intramuscular])
=)
Pyrexia (n/a -
Recovered/Resolved
-)
EU-EC- 06/10/2021 |Spontaneous | Non European |Not 12-17 |Not Female |No Menstrual disorder | COMIRNATY Not reported ICSR
10010231355 Healthcare |Economic |available |Years |Specified (n/a - [TOZINAMERAN]
Professional |Area Recovering/Resolving |(S - COVID-19
=), immunisation - n/a
- [n/a - 30ug -
Pain in extremity Intramuscular])
(n/a-
Recovering/Resolving
EU-EC- 06/10/2021 | Spontaneous | Non European |Not 12-17 |Not Male No Pain in extremity COMIRNATY Not reported ICSR
10010231359 Healthcare |Economic |available |Years |Specified (nfa- [TOZINAMERAN]
Professional |Area Recovering/Resolving | (S - COVID-19
- immunisation -
Unknown - [n/a -
1{DF} -
Intramuscular])
EU-EC- 06/10/2021 |Spontaneous | Healthcare |European |Not 12-17 |Not Male No Chest pain (n/a - COMIRNATY Not reported ICSR
10010231367 Professional |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN]
Area With Sequelae - (S - CoviD-19
Caused/Prolonged immunisation - Not
Hospitalisation), applicable - [n/a -
1{DF} -
Myopericarditis (n/a - | Intramuscular])
Recovered/Resolved
With Sequelae -
Caused/Prolonged
Hospitalisation),
Pyrexia (n/a -
Recovered/Resolved
With Sequelae -
Caused/Prolonged
Hospitalisation)
EU-EC- 06/10/2021 | Spontaneous | Non European |Not 12-17 |Not Female |No Amenorrhoea (n/a - |COMIRNATY Not reported ICSR
10010231417 Healthcare |Economic |available |Years |Specified Not Recovered/Not  |[TOZINAMERAN]
Professional |Area Resolved - ) (S - CoviD-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 06/10/2021 |Spontaneous |Healthcare |European |Not 12-17 |Not Female |No Amenorrhoea (n/a - |COMIRNATY Not reported ICSR
10010231418 Professional |Economic |available |Years |Specified Unknown - ) [TOZINAMERAN]
Area (S - COVID-19
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immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 06/10/2021 |Spontaneous | Non European |Not 12-17 |Not Male No Headache (n/a - COMIRNATY Not reported ICSR
10010231436 Healthcare |Economic |available |Years |Specified Recovering/Resolving |[TOZINAMERAN]
Professional |Area -), (S - CovID-19
immunisation - Not
Malaise (n/a - applicable - [n/a -
Recovering/Resolving | 1{DF} - n/a])
=)
Nasopharyngitis (n/a
Recovering/Resolving
=)
Oropharyngeal pain
(n/a-
Recovering/Resolving
=
Pyrexia (n/a -
Recovering/Resolving
EU-EC- 06/10/2021 |Spontaneous | Non European |Not 12-17 |Not Female |No Amenorrhoea (n/a - |COMIRNATY [FLUOXETINE] (C - n/a - n/a - | ICSR
10010231441 Healthcare |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] |[n/a - n/a - n/a])
Professional |Area -) (S - CoviD-19
immunisation - Not
applicable - [n/a -
1{DF} - n/al)
EU-EC- 06/10/2021 |Spontaneous | Non Non Not 12-17 |Not Female |No Diabetic ketoacidosis | TOZINAMERAN Not reported ICSR
10010232169 Healthcare |European |available |Years |Specified (n/a - Unknown - [TOZINAMERAN]
Professional |Economic Other Medically (S - CoviD-19
Area Important immunisation - Not
Condition), applicable - [1d -
n/a - n/al)
Thirst (n/a -
Unknown - ),
Type 1 diabetes
mellitus (n/a - Not
Recovered/Not
Resolved - Life
Threatening,
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),
Weight decreased
(n/a - Unknown - )
EU-EC- 06/10/2021 |Spontaneous | Healthcare |European |Not 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10010232548 Professional |Economic |available |Years Unknown - Other [TOZINAMERAN]
Area Medically Important |(S - n/a-n/a-
Condition), [n/a-n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 06/10/2021 | Spontaneous | Non European |Not 12-17 |Not Female |No Genital pain (n/fa-  |COMIRNATY Not reported ICSR
10010232617 Healthcare |Economic |available |Years |Specified Not Recovered/Not  |[TOZINAMERAN]
Professional |Area Resolved - ), (S - Immunisation
-n/a-[n/a-n/a-
Headache (n/a - Not |Intramuscular])
Recovered/Not
Resolved - ),
Impaired work ability
(n/a - Unknown - )
EU-EC- 06/10/2021 |Spontaneous |Non European |Not 12-17 |Not Male No Palpitations (n/a - COMIRNATY Not reported ICSR
10010233215 Healthcare |Economic |available |Years |Specified Not Recovered/Not  |[TOZINAMERAN]
Professional |Area Resolved - ) (S - CoviD-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 06/10/2021 | Spontaneous | Non European |Not 12-17 |Adolescent |Female |No Dysmenorrhoea (n/a | COMIRNATY [DROSPIRENONE, ICSR
10010233483 Healthcare |Economic |available |Years - Not Recovered/Not |[TOZINAMERAN] |ETHINYLESTRADIOL,
Professional |Area Resolved - ), (S-n/a-n/a- LACTOSE ANHYDROUS] (C -
[44d - n/a - n/a]) |Dysmenorrhoea - n/a - [n/a -
Intermenstrual n/a - njal)
bleeding (n/a - Not
Recovered/Not
Resolved - ),
Menstrual disorder
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 06/10/2021 | Spontaneous | Healthcare |Non Not 12-17 |Not Male No Anaphylactic reaction | COMIRNATY Not reported ICSR
10010233762 Professional |European |available |Years |Specified (n/a - [TOZINAMERAN]
Economic Recovered/Resolved |(S - COVID-19
Area - Other Medically immunisation - Not
Important applicable - [n/a -
Condition), .3mL -
Intramuscular])
Blood pressure
systolic decreased
(n/a -
Recovered/Resolved
=)
Feeling abnormal
(n/a -
Recovered/Resolved
=)
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Hyperhidrosis (n/a -
Recovered/Resolved

=)

Oxygen saturation
decreased (n/a -
Recovered/Resolved

EU-EC-
10010234228

06/10/2021 |Spontaneous

Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Child

Female

No

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

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

Not reported

—
(2]
yel

EU-EC-
10010234239

06/10/2021 |Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

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

Localised oedema
(n/a - Not
Recovered/Not
Resolved - ),

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

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

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

—
(2]
o

EU-EC-
10010234262

06/10/2021 |Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

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

Angina pectoris (n/a
- Not Recovered/Not
Resolved -
Disabling),

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

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

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

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

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

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

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

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

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

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

Not reported

—
(2]
ye)

EU-EC-
10010234600

06/10/2021 |Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No

Chills (n/a -
Recovering/Resolving

-

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

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

Not reported

ICSR

EU-EC-
10010234631

06/10/2021 |Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

No

Hot flush (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-
10010234696

06/10/2021 |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

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

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

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

Not reported

—
(2]
pel
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Anaphylactic reaction
(n/a-
Recovering/Resolving
- Life Threatening,
Other Medically
Important
Condition),

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

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

Base excess
decreased (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),

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

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

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

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

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

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

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

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

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

Pallor (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Respiratory distress
(n/a-
Recovering/Resolving
- Other Medically
Important
Condition),

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

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

Use of accessory
respiratory muscles
(n/a-
Recovering/Resolving
- Other Medically
Important Condition)

EU-EC-
10010234746

06/10/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent |Male No

Fatigue (n/a -
Recovered/Resolved

=)
Headache (n/a -
Recovered/Resolved

»

Oropharyngeal pain
(n/a-
Recovered/Resolved

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

Not reported

—
(2]
yel

EU-EC-
10010234832

06/10/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent |Male No

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

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

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

Not reported

—
2]
yel

EU-EC-
10010234988

06/10/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent |Female |No

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

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

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

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

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

Not reported

—
2]
0
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