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Line Listing Report
Time run: 30/11/2022 15:16:33

Run Line Listing Report
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Primary Suspect/interacting | Concomitant/Not
EV . Source . Patient Reaction List PT Drug List (Drug Char |Administered Dru
EU Local Gateyvay Report Type 28::22 Country Literature Reference the'ent Age Group |Patient Eﬁg&nt (Durgtion — Outcome |- quication PT - (Drug Char - Indi
umber Receipt Qualification for Group (as per Sex Report | Seriousness Action taken - PT - Action taken
Date Regulatory reporter) Criteria) [Duration - Dose - [Duration - Dose
Purposes Route]) Route])
EU-EC- 03/08/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Dizziness (n/a - COMIRNATY Not reported
10013159596 Professional |Economic Years |Specified Unknown - ), [TOZINAMERAN] (S -
Area COVID-19
Headache (n/a - Not |immunisation - Not
Recovered/Not applicable - [1d - n/a
Resolved - ), - n/a])
Iliness (n/a -
Unknown - )
EU-EC- 03/08/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Asthenia (n/a - COMIRNATY Not reported
10013159716 Professional |Economic Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Area - COVID-19
immunisation - Not
Gait disturbance (n/a |applicable - [1d - n/a
- - n/a])
Recovering/Resolving
EU-EC- 03/08/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Influenza like illness |COMIRNATY Not reported
10013159921 Healthcare |Economic Years |Specified (n/a - Unknown - ), |[TOZINAMERAN] (S -
Professional |Area COVID-19
Pyrexia (n/a - immunisation - Not
Unknown - ), applicable - [n/a - n/a
- n/a])
Vaccination site pain
(n/a - Unknown - )
EU-EC- 03/08/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Fatigue (0d - COMIRNATY Not reported
10013160191 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =), COVID-19
immunisation - Not
Lymphadenopathy applicable - [1d - n/a
- - n/a])
Recovered/Resolved
Urticaria (0d -
Recovered/Resolved
EU-EC- 03/08/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Chest pain (6d - COMIRNATY Not reported
10013160218 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Economic - Other Medically COvID-19
Area Important immunisation - Not
Condition), applicable - [1d - n/a
- n/a])
Dizziness (6d -
Recovered/Resolved
=)
Headache (6d -
Recovered/Resolved
Pyrexia (6d -
Recovered/Resolved
EU-EC- 03/08/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Myocarditis (n/a - COMIRNATY Not reported
10013160304 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Economic - Other Medically COVID-19
Area Important immunisation - Not
Condition), applicable - [n/a - n/a
- Intramuscular use])
Pyrexia (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),
Sinus tachycardia
(nfa-
Recovered/Resolved
- Other Medically
Important
Condition),
Vomiting (n/a -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 03/08/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Hypoalbuminaemia |COMIRNATY Not reported
10013160933 Professional |European Years |Specified (nfa- [TOZINAMERAN] (S -
Economic Recovered/Resolved |COVID-19
Area - Other Medically immunisation - Not
Important applicable - [n/a - n/a
Condition), - Intramuscular use])
Nephrotic syndrome
(n/a -
Recovered/Resolved
- Other Medically
Important
Condition),
Oedema peripheral
(nfa-
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 03/08/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Malaise (2d - COMIRNATY Not reported
10013162010 Professional |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Area - COVID-19
immunisation - Not
Myalgia (2d - applicable - [1d - n/a
Recovered/Resolved |- Intramuscular use])
EU-EC- 02/08/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Pleuropericarditis (9d | COMIRNATY Not reported
10013140631 Professional | Economic Years |Specified - [TOZINAMERAN] (S -
Area Recovered/Resolved |COVID-19
immunisation - n/a -
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- Caused/Prolonged |[n/a - .3mL -
Hospitalisation) Intramuscular use])
EU-EC- 02/08/2022 | Spontaneous |Non Non Not available 12-17 |Not Male No COVID-19 (n/a - Not |COMIRNATY Not reported
10013141053 Healthcare |European Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional | Economic Resolved - Other COVID-19
Area Medically Important |immunisation - Not
Condition), applicable - [1d - n/a
- n/a])
Drug ineffective (n/a
- Not Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 02/08/2022 | Spontaneous |Healthcare  |Non Not available 12-17 |Not Male No Dizziness (n/a - COMIRNATY Not reported
10013141209 Professional |European Years |Specified Recovering/Resolving | [TOZINAMERAN] (S -
Economic - Caused/Prolonged |COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d - n/a
Pruritus (n/a - - Intramuscular use])
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Rash (n/a - Unknown
- Caused/Prolonged
Hospitalisation),
Restlessness (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 02/08/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Epilepsy (0d - COMIRNATY Not reported
10013141647 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Economic - Other Medically COvID-19
Area Important Condition) |immunisation - Not
applicable - [1d - n/a
- n/a])
EU-EC- 02/08/2022 | Spontaneous | Healthcare |Non Not available 12-17 |Not Female |No Pharyngitis (3d - COMIRNATY Not reported
10013142204 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Economic - Caused/Prolonged |COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d - n/a
Sepsis (3d - - Intramuscular use])
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important Condition)
EU-EC- 02/08/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Abdominal pain COMIRNATY Not reported
10013142447 Professional |European Years |Specified upper (n/a - [TOZINAMERAN] (S -
Economic Recovered/Resolved |COVID-19
Area - Caused/Prolonged |immunisation - Not
Hospitalisation), applicable - [n/a - n/a
- Intramuscular use])
Chest pain (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Decreased appetite
(nfa-
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Epistaxis (n/a -
Unknown - ),
Headache (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Paraesthesia (n/a -
Unknown - ),
Pyrexia (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Rash (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Vomiting (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)
EU-EC- 02/08/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Urticaria (1d - COMIRNATY Not reported
10013142675 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area - COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/al)
EU-EC- 02/08/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Epilepsy (n/a - COMIRNATY Not reported
10013143039 Professional |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Area With Sequelae - n/fa-nf/a-[1d-n/a-
Caused/Prolonged Intramuscular use])
Hospitalisation),
Humerus fracture
(nfa-
Recovered/Resolved
With Sequelae -
Caused/Prolonged
Hospitalisation),
Joint dislocation (n/a
Recovered/Resolved
With Sequelae -
Caused/Prolonged
Hospitalisation)
EU-EC- 02/08/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Chest discomfort COMIRNATY Not reported
10013143093 Professional |European Years |Specified (n/a- [TOZINAMERAN] (S -
Recovering/Resolving | COVID-19
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Economic - Other Medically immunisation - Not
Area Important applicable - [1d - n/a
Condition), - Intramuscular use])
Chest pain (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Nausea (n/a -
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 02/08/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Abdominal pain COMIRNATY Not reported
10013143445 Healthcare |Economic Years |Specified upper (n/a - [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving | COVID-19
=), immunisation - Not
applicable - [n/a -
Faeces soft (n/a - 1{DF} - Intramuscular
Recovering/Resolving |use])
Headache (n/a -
Recovering/Resolving
=)
Hypersensitivity (n/a
Recovering/Resolving
Pyrexia (n/a -
Recovering/Resolving
=)
Syncope (n/a -
Recovering/Resolving
=)
Vomiting (n/a -
Recovering/Resolving
EU-EC- 02/08/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Loss of COMIRNATY Not reported
10013143940 Professional |European Years |Specified consciousness (n/a - |[TOZINAMERAN] (S -
Economic Recovering/Resolving | COVID-19
Area - Other Medically immunisation - Not
Important Condition) |applicable - [1d - n/a
- Intramuscular use])
EU-EC- 02/08/2022 | Spontaneous |Non European |Not available 12-17 |Child Female |No Angioedema (n/a - |COMIRNATY Not reported
10013144107 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area - Disabling), n/a-n/a-[1d-n/a-
n/aj)
Idiopathic urticaria
(n/a -
Recovering/Resolving
- Disabling)
EU-EC- 02/08/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Paraesthesia (180d - | COMIRNATY Not reported
10013144203 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area - Caused/Prolonged |COVID-19
Hospitalisation) immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 02/08/2022 | Spontaneous |Non European |Not available 12-17 | Child Male No Fatigue (n/a - Not ~ |COMIRNATY Not reported
10013144229 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - COVID-19
Caused/Prolonged  |immunisation - n/a -
Hospitalisation) [n/a - n/a - n/a])
EU-EC- 02/08/2022 | Spontaneous |Healthcare  |Non Not available 12-17 |Not Female |No Dyspnoea (n/a - COMIRNATY Not reported
10013144478 Professional |European Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Economic =), COovID-19
Area immunisation - Not
Myocarditis (n/a - applicable - [1d - n/a
Recovering/Resolving |- Intramuscular use])
- Other Medically
Important
Condition),
Syncope (n/a -
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 02/08/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Chest discomfort (1d |COMIRNATY Not reported
10013144809 Professional |European Years |Specified - [TOZINAMERAN] (S -
Economic Recovered/Resolved |COVID-19
Area - Other Medically immunisation - Not
Important applicable - [1d - n/a
Condition), - Intramuscular use])
Wheezing (1d -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 02/08/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Pain in extremity COMIRNATY Not reported
10013144839 Healthcare |Economic Years |Specified (n/a - Unknown - )  |[TOZINAMERAN] (S -
Professional |Area COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - Intramuscular
use])
EU-EC- 02/08/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Chest discomfort COMIRNATY Not reported
10013144979 Professional |European Years |Specified (n/a - [TOZINAMERAN] (S -
Economic Recovering/Resolving | COVID-19
Area - Other Medically immunisation - Not
Important applicable - [1d - n/a
Condition), - Intramuscular use])
Chest pain (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Myalgia (n/a -
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 02/08/2022 | Spontaneous |Healthcare  |Non Not available 12-17 |Not Male No Chest discomfort COMIRNATY Not reported
10013145201 Professional |European Years | Specified (n/a- [TOZINAMERAN] (S -
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Economic Recovered/Resolved |COVID-19
Area - Other Medically immunisation - Not
Important applicable - [1d - n/a
Condition), - Intramuscular use])
Chest pain (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),
Headache (n/a -
Recovered/Resolved
=l
Pyrexia (n/a -
Recovered/Resolved
-)
EU-EC- 02/08/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Abdominal pain COMIRNATY Not reported
10013145281 Professional |European Years | Specified upper (n/a - [TOZINAMERAN] (S -
Economic Recovering/Resolving | COVID-19
Area - Caused/Prolonged |immunisation - Not
Hospitalisation), applicable - [1d - n/a
- Intramuscular use])
Vaccination site pain
(n/a - Unknown - )
EU-EC- 02/08/2022 | Spontaneous |Healthcare  |Non Not available 12-17 |Not Male No Diarrhoea (n/a - COMIRNATY Not reported
10013145370 Professional |European Years |Specified Unknown - [TOZINAMERAN] (S -
Economic Caused/Prolonged ~ |COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d - n/a
Epistaxis (n/a - - Intramuscular use])
Unknown -
Caused/Prolonged
Hospitalisation),
Pyrexia (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),
Vomiting (n/a -
Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 02/08/2022 |Spontaneous |Non Non Not available 12-17 |Not Male No COVID-19 (n/a - COMIRNATY [BECLOMETASON
10013145398 Healthcare |European Years |Specified Unknown - [TOZINAMERAN] (S - |- Mite allergy - n/
Professional | Economic Caused/Prolonged ~ |COVID-19 [n/a - n/a-n/al)
Area Hospitalisation, immunisation - Not
Other Medically applicable - [1d - n/a
Important Condition) |- n/a])
EU-EC- 02/08/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Erythema (n/a - COMIRNATY Not reported
10013145586 Healthcare |Economic Years |Specified Recovering/Resolving | [TOZINAMERAN] (S -
Professional |Area =), COvID-19
immunisation - Not
Feeling hot (n/a - applicable - [n/a -
Recovering/Resolving | 1{DF} - Intramuscular
- use])
EU-EC- 02/08/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest pain (n/a - COMIRNATY Not reported
10013145722 Professional |European Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Economic - Caused/Prolonged |COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d - n/a
Lethargy (n/a - - n/a])
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Myalgia (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Myocarditis (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Myopericarditis (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Pyrexia (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 02/08/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Vaccination site pain |COMIRNATY Not reported
10013145746 Healthcare |Economic Years |Specified (n/a - Unknown - )  |[TOZINAMERAN] (S -
Professional |Area COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - Intramuscular
use])
EU-EC- 02/08/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Headache (n/a - Not |[COMIRNATY Not reported
10013146081 Professional |European Years |Specified Recovered/Not [TOZINAMERAN] (S -
Economic Resolved - n/a - Not applicable -
Area Disabling), [1d - n/a - n/a])
Malaise (n/a - Not
Recovered/Not
Resolved -
Disabling),
Orthostatic
intolerance (n/a -
Not Recovered/Not
Resolved -
Disabling),
Pyrexia (n/a - Not
Recovered/Not
Resolved - Disabling)
EU-EC- 02/08/2022 | Spontaneous |Non Non Not available 12-17 |Not Male No Eye movement COMIRNATY [BECLOMETASON
10013146218 Healthcare |European Years |Specified disorder (n/a - [TOZINAMERAN] (S - |- Mite allergy - n/
Professional |Economic Unknown - COvID-19 [n/a - n/a - n/al)
Area Caused/Prolonged immunisation - Not
Hospitalisation,
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Other Medically
Important
Condition),

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

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

Seizure (2min -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

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

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

EU-EC-
10013146281

02/08/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Abdominal pain (n/a

Recovered/Resolved

)
Angina pectoris (n/a

Recovered/Resolved
- Other Medically
Important
Condition),

Arthralgia (n/a -
Recovered/Resolved
=)

Dyspnoea (n/a -
Recovered/Resolved

4

Eye swelling (2d -
Recovered/Resolved

'

Fatigue (n/a -
Recovered/Resolved

=)

Headache (n/a -
Recovered/Resolved

4

Malaise (n/a -
Recovered/Resolved
=)

Myalgia (n/a -
Recovered/Resolved

4

Rash (n/a -
Recovered/Resolved
-)

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

Not reported

EU-EC-
10013146779

02/08/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

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

Not reported

EU-EC-
10013146886

02/08/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

Dysmenorrhoea (n/a

Recovering/Resolving
- Other Medically
Important
Condition),

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

COMIRNATY
[TOZINAMERAN] (S -
n/a - Not applicable -
[1d - 1{DF} -
Intramuscular use])

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

EU-EC-
10013146904

02/08/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

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

Not reported

EU-EC-
10013146981

02/08/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

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

Not reported

EU-EC-
10013147065

02/08/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

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

Not available

12-17
Years

Adolescent

Female

No

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

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

Not reported
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[n/a-n/a-
Intramuscular use])
EU-EC- 02/08/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Abdominal pain (n/a |COMIRNATY Not reported
10013147089 Healthcare |Economic Years - Not Recovered/Not |[TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19
immunisation - Not
Gastrooesophageal |applicable - [1d -
reflux disease (n/a - |1{DF} - Intramuscular
Not Recovered/Not  |use])
Resolved - ),
Nausea (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 02/08/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Amenorrhoea (n/a - |COMIRNATY Not reported
10013147092 Healthcare |Economic Years Not Recovered/Not  |[TOZINAMERAN] (S -
Professional |Area Resolved - ) COvID-19
immunisation - n/a -
[36d - 2{DF} -
Intramuscular use])
EU-EC- 02/08/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Menstruation delayed | COMIRNATY Not reported
10013147208 Healthcare |Economic Years (nfa- [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving | COVID-19
=) immunisation - Not
applicable - [1d -
Oligomenorrhoea 1{DF} - Intramuscular
(n/a- use])
Recovering/Resolving
EU-EC- 02/08/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Diarrhoea (n/a - COMIRNATY Not reported
10013147219 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) COVID-19
immunisation - Not
Headache (n/a - applicable - [1d -
Recovered/Resolved |1{DF} - Intramuscular
=) use])
Pain (n/a -
Recovered/Resolved
EU-EC- 02/08/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Influenza like illness |COMIRNATY Not reported
10013147221 Healthcare |Economic Years (nfa- [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |COVID-19
=) immunisation - Not
applicable - [1d -
Pain (n/a - 1{DF} - Intramuscular
Recovered/Resolved |use])
EU-EC- 02/08/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Asthenia (n/a - COMIRNATY Not reported
10013147222 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) COVID-19
immunisation - Not
Myalgia (n/a - applicable - [1d -
Recovered/Resolved |1{DF} - Intramuscular
=) use])
Pain (n/a -
Recovered/Resolved
EU-EC- 02/08/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Influenza like illness |COMIRNATY Not reported
10013147223 Healthcare |Economic Years (n/a- [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |COVID-19
=) immunisation - Not
applicable - [1d -
Injection site 1{DF} - Intramuscular
erythema (n/a - use])
Recovered/Resolved
=)
Nausea (n/a -
Recovered/Resolved
=)
Pain (n/a -
Recovered/Resolved
EU-EC- 02/08/2022 |Spontaneous |Non European |Not available 12-17 |Adult Female |No Headache (n/a - COMIRNATY Not reported
10013147225 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) COVID-19
immunisation - Not
Myalgia (n/a - applicable - [1d -
Recovered/Resolved |1{DF} - Intramuscular
=) use])
Pain (n/a -
Recovered/Resolved
EU-EC- 02/08/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Headache (n/a - COMIRNATY Not reported
10013147230 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) COVID-19
immunisation - Not
Nausea (n/a - applicable - [1d -
Recovered/Resolved |1{DF} - Intramuscular
=) use])
Pain (n/a -
Recovered/Resolved
EU-EC- 02/08/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest pain (n/a - COMIRNATY Not reported
10013147960 Professional |European Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Economic - Caused/Prolonged |COVID-19
Area Hospitalisation), immunisation - Not
applicable - [n/a - n/a
Diarrhoea (n/a - - Intramuscular use])
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Myalgia (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Pyrexia (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 02/08/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Epstein-Barr virus COMIRNATY Not reported
https://dap.ema.europa.eu/analytics/saw.dlI?Go 6/89
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10013148014

Healthcare
Professional

Economic
Area

Run Line Listing Report

Years

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

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

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

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

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

EU-EC-
10013149206

02/08/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Angina pectoris (n/a

Recovered/Resolved
- Other Medically
Important
Condition),

Eye swelling (n/a -
Recovered/Resolved

4

Fatigue (n/a -
Recovered/Resolved

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

Not reported

EU-EC-
10013149371

02/08/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Asthma (n/a -
Recovering/Resolving

)

Chest discomfort
(n/a -
Recovering/Resolving

4

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

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

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

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

Not reported

EU-EC-
10013149696

02/08/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Chest discomfort
(n/a - Unknown - ),

Chest pain (90min -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

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

Pyrexia (n/a -
Unknown - )

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

Not reported

EU-EC-
10013150026

02/08/2022

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

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

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

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

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

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

Not reported

7/89
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Run Line Listing Report

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

EU-EC-
10013150300

02/08/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Urticaria (5d -
Recovered/Resolved

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

Not reported

EU-EC-
10013150410

02/08/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

Not reported

EU-EC-
10013151033

02/08/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

Lymphadenopathy
(n/a - Unknown - ),

Vaccination site
reaction (n/a -
Unknown - )

COMIRNATY
[TOZINAMERAN] (S -
COVID-19
immunisation - Drug
withdrawn - [1d -
.3mL - n/a])

Not reported

EU-EC-
10013151956

02/08/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

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

Not available

12-17
Years

Not
Specified

Female

Chest discomfort (7d

Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Chest pain (7d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

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

Not reported

8/89
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Run Line Listing Report

Fatigue (7d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Pyrexia (7d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Urinary tract
infection (7d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)

EU-EC-
10013151972

02/08/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Kim, S.. A child with crescentic
glomerulonephritis following SARS-CoV-2 mRNA
(Pfizer-BioNTech) vaccination. Pediatric
Nephrology.. 2022;10.1007/s00467-022-05681-
4. doi:10.1007/s00467-022-05681-4

12-17
Years

Not
Specified

Female

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

Glomerulonephritis
rapidly progressive
(n/a - Unknown -
Other Medically
Important
Condition),

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

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

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

Nausea (n/a -
Unknown - ),

Pyrexia (n/a -
Unknown - ),

Vomiting (n/a -
Unknown -)

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

Not reported

EU-EC-
10013131024

01/08/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

Not reported

EU-EC-
10013131443

01/08/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Not
Specified

Blood pressure
decreased (n/a -
Unknown - ),

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

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

Not reported

EU-EC-
10013131629

01/08/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Not
Specified

No

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

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

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

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

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

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

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

Not reported

EU-EC-
10013131637

01/08/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

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

Not available

12-17
Years

Not
Specified

Female

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

Dyspnoea (n/a -
Recovered/Resolved
- Other Medically
Important

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

Not reported

9/89
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Run Line Listing Report

Condition),

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

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

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

EU-EC-
10013132368

01/08/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

Sinus tachycardia
(nfa-
Recovering/Resolving
- Other Medically
Important Condition)

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

Not reported

EU-EC-
10013132427

01/08/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

Not reported

EU-EC-
10013132551

01/08/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

Not reported

EU-EC-
10013132596

01/08/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Not
Specified

No

Asthenia (n/a -
Unknown - ),

Hypotonia (n/a -
Unknown -),

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

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

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

Not reported

EU-EC-
10013132731

01/08/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

Not reported

EU-EC-
10013133188

01/08/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Chest pain (11d -
Recovered/Resolved
- Other Medically
Important
Condition),

Inflammation (11d -
Recovered/Resolved
- Other Medically
Important Condition)

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

Not reported

EU-EC-
10013133479

01/08/2022

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

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

Not reported

10/89
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Nausea (n/a -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 01/08/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest discomfort COMIRNATY Not reported
10013133580 Professional |European Years |Specified (nfa- [TOZINAMERAN] (S -
Economic Recovered/Resolved |COVID-19
Area - Other Medically immunisation - Not
Important Condition) |applicable - [1d - n/a
- Intramuscular use])
EU-EC- 01/08/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Bell's palsy (n/a - COMIRNATY Not reported
10013133600 Professional |European Years |Specified Not Recovered/Not  |[TOZINAMERAN] (S -
Economic Resolved - Other COVID-19
Area Medically Important |immunisation - Not
Condition), applicable - [1d - n/a
- n/a])
Hypoaesthesia (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 01/08/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Cardiac arrest (n/a - |COMIRNATY Not reported
10013133601 Professional |European Years |Specified Unknown - [TOZINAMERAN] (S -
Economic Caused/Prolonged ~ |COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d - n/a
Death (n/a - Fatal - |- n/a])
Results in Death),
Pain in extremity
(n/a - Unknown - )
EU-EC- 01/08/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Angina pectoris (n/a |COMIRNATY Not reported
10013133602 Professional |European Years |Specified - [TOZINAMERAN] (S -
Economic Recovered/Resolved |COVID-19
Area - Other Medically immunisation - Not
Important applicable - [1d -
Condition), .3mL - Intramuscular
use])
Hypoaesthesia (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),
Muscular weakness
(nfa-
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 01/08/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Headache (3mo - COMIRNATY Not reported
10013133664 Healthcare |Economic Years |Specified Not Recovered/Not  |[TOZINAMERAN] (S -
Professional |Area Resolved - ), COvID-19
immunisation - Not
Somnolence (3mo - |applicable - [n/a -
Not Recovered/Not  |.3mL - n/a])
Resolved - )
EU-EC- 01/08/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Angina pectoris (2d - | COMIRNATY Not reported
10013133680 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Economic - Other Medically COVID-19
Area Important immunisation - Not
Condition), applicable - [1d - n/a
- Intramuscular use])
Chest discomfort (2d
Recovered/Resolved
- Other Medically
Important
Condition),
Chest pain (2d -
Recovered/Resolved
- Other Medically
Important
Condition),
Headache (2d -
Recovered/Resolved
- Other Medically
Important
Condition),
Heart rate increased
(0d -
Recovered/Resolved
- Other Medically
Important
Condition),
Immunisation (n/a -
Unknown - Other
Medically Important
Condition),
Nausea (2d -
Recovered/Resolved
- Other Medically
Important
Condition),
Off label use (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 01/08/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest pain (n/a - COMIRNATY Not reported
10013133989 Professional |European Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Economic - Other Medically COVID-19
Area Important immunisation - Not
Condition), applicable - [1d -
.3mL - Intramuscular
Pyrexia (n/a - use])
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 01/08/2022 | Spontaneous |Healthcare  |Non Not available 12-17 |Not Male No Chest discomfort COMIRNATY Not reported
10013134378 Professional |European Years |Specified (n/a- [TOZINAMERAN] (S -
Economic Recovering/Resolving | COVID-19
Area =) immunisation - Not
applicable - [1d -
https://dap.ema.europa.eu/analytics/saw.dlI?Go 11/89
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Chest pain (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

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

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

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

.3mL - Intramuscular
use])

EU-EC-
10013134419

01/08/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

Not reported

EU-EC-
10013134708

01/08/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

Chest discomfort (1d
Recovered/Resolved
- Life Threatening),

Chest pain (6d -
Recovered/Resolved
- Life Threatening),

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

Dyspnoea (1d -
Recovered/Resolved
- Life Threatening),

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

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

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

Pyrexia (10d -
Recovered/Resolved
- Life Threatening)

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

Not reported

EU-EC-
10013135040

01/08/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

Blood pressure
diastolic increased
(n/a - Unknown - ),

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

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

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

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

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

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

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

Not reported

EU-EC-
10013135107

01/08/2022

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

Spontaneous

Healthcare
Professional

Non
European

Not available

12-17
Years

Not
Specified

Male

No

Chest discomfort (4d

Recovered/Resolved

COMIRNATY
[TOZINAMERAN] (S -
COVID-19

Not reported

12/89
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Economic
Area
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- Other Medically
Important
Condition),

Chest pain (4d -
Recovered/Resolved
- Other Medically
Important Condition)

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

EU-EC-
10013135356

01/08/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Chest discomfort (7d

Recovered/Resolved
- Other Medically
Important
Condition),

Chest pain (7d -
Recovered/Resolved
- Other Medically
Important Condition)

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

Not reported

EU-EC-
10013135385

01/08/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Cyanosis (n/a -
Recovered/Resolved

4

Headache (n/a -
Recovered/Resolved

4

Hypoaesthesia (n/a -
Recovered/Resolved

=)

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

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

Not reported

EU-EC-
10013136050

01/08/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Heavy menstrual
bleeding (n/a -
Recovering/Resolving
- Other Medically
Important Condition)

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

Not reported

EU-EC-
10013136299

01/08/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Amenorrhoea (12mo

Recovered/Resolved

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

Not reported

EU-EC-
10013136339

01/08/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Amnestic disorder
(n/a -
Recovered/Resolved

)

Asthenia (n/a -
Recovered/Resolved
=)

Malaise (n/a -
Recovered/Resolved

4

Pain (n/a -
Recovered/Resolved

4

Skin reaction (n/a -
Recovered/Resolved

4

Somnolence (n/a -
Recovered/Resolved
-)

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

Not reported

EU-EC-
10013136346

01/08/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Chills (n/a -
Recovered/Resolved

4

Insomnia (n/a -
Recovered/Resolved
=)

Myalgia (n/a -
Recovered/Resolved

4

Pain (n/a -
Recovered/Resolved

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

Not reported

EU-EC-
10013136372

01/08/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Asthenia (n/a -
Recovered/Resolved

=)

Diarrhoea (n/a -
Recovered/Resolved

)

Pain (n/a -
Recovered/Resolved

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

Not reported

EU-EC-
10013136374

01/08/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Pain (n/a -
Recovered/Resolved

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

Not reported

EU-EC-
10013136375

01/08/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Influenza like illness
(n/a -
Recovered/Resolved
=)
Lymphadenopathy
(n/a-
Recovered/Resolved

4

Pain (n/a -
Recovered/Resolved

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

Not reported

https://dap.ema.europa.eu/analytics/saw.dll?Go
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EU-EC- 01/08/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Influenza like illness |COMIRNATY Not reported
10013136376 Healthcare |Economic Years (n/a- [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |COVID-19
=), immunisation - Not
applicable - [1d -
Nausea (n/a - 1{DF} - Intramuscular
Recovered/Resolved |use])
Pain (n/a -
Recovered/Resolved
=k
Skin reaction (n/a -
Recovered/Resolved
EU-EC- 01/08/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Asthenia (n/a - COMIRNATY Not reported
10013136378 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) COVID-19
immunisation - Not
Myalgia (n/a - applicable - [1d -
Recovered/Resolved |1{DF} - Intramuscular
- use])
Nausea (n/a -
Recovered/Resolved
=)
Somnolence (n/a -
Recovered/Resolved
EU-EC- 01/08/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Arthralgia (n/a - COMIRNATY Not reported
10013136379 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =), COVID-19
immunisation - Not
Injection site applicable - [1d -
erythema (n/a - 1{DF} - Intramuscular
Recovered/Resolved |use])
=)
Pain (n/a -
Recovered/Resolved
EU-EC- 01/08/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Influenza like illness |COMIRNATY Not reported
10013136380 Healthcare |Economic Years (n/a- [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |COVID-19
=) immunisation - Not
applicable - [1d -
Injected limb 1{DF} - Intramuscular
mobility decreased  |use])
(nfa-
Recovered/Resolved
-)
EU-EC- 01/08/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Pain (n/a - COMIRNATY Not reported
10013136381 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area - COVID-19
immunisation - Not
applicable - [1d -
1{DF} - Intramuscular
use])
EU-EC- 01/08/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Influenza like illness | COMIRNATY Not reported
10013136382 Healthcare |Economic Years (nfa- [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |COVID-19
=) immunisation - Not
applicable - [1d -
Nausea (n/a - 1{DF} - Intramuscular
Recovered/Resolved |use])
=k
Pain (n/a -
Recovered/Resolved
EU-EC- 01/08/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Gastrointestinal COMIRNATY Not reported
10013136383 Healthcare |Economic Years disorder (n/a - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |COVID-19
=) immunisation - Not
applicable - [1d -
Influenza like illness |1{DF} - Intramuscular
(nfa- use])
Recovered/Resolved
Injection site
swelling (n/a -
Recovered/Resolved
Insomnia (n/a -
Recovered/Resolved
EU-EC- 01/08/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Asthenia (n/a - COMIRNATY Not reported
10013136384 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) COVID-19
immunisation - Not
Myalgia (n/a - applicable - [1d -
Recovered/Resolved |1{DF} - Intramuscular
- use])
Pain (n/a -
Recovered/Resolved
EU-EC- 01/08/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Influenza like illness |COMIRNATY Not reported
10013136385 Healthcare |Economic Years (n/a - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |COVID-19
=) immunisation - Not
applicable - [1d -
Nausea (n/a - 1{DF} - Intramuscular
Recovered/Resolved |use])
=)
Somnolence (n/a -
Recovered/Resolved
EU-EC- 01/08/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Arthralgia (n/a - COMIRNATY Not reported
10013136386 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =), COVID-19
immunisation - Not
Diarrhoea (n/a - applicable - [1d -
https://dap.ema.europa.eu/analytics/saw.dlI?Go 14/89
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Recovered/Resolved |1{DF} - Intramuscular
=) use])
Myalgia (n/a -
Recovered/Resolved
=)
Pain (n/a -
Recovered/Resolved
EU-EC- 01/08/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Asthenia (n/a - COMIRNATY Not reported
10013136387 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =), COVID-19
immunisation - Not
Injection site applicable - [1d -
erythema (n/a - 1{DF} - Intramuscular
Recovered/Resolved |use])
=)
Pain (n/a -
Recovered/Resolved
EU-EC- 01/08/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Headache (2d - COMIRNATY SLENYTO 5 MG
10013136392 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S - |PROLONGED-REL
Professional |Area =) COVID-19 TABLETS
immunisation - Not [MELATONIN] (C
Nausea (2d - applicable - [1d - -nfa-[n/a-nfa
Recovered/Resolved |1{DF} - Intramuscular |n/a]),
=) use])
[DESOGESTREL]
Pyrexia (2d - n/a-n/a-[n/a-
Recovered/Resolved n/al),
=)
[RISPERIDONE] (
Vaccination site pain n/a-n/a-[n/a-
(2d - n/a])
Recovered/Resolved
=)
Vertigo (2d -
Recovered/Resolved
EU-EC- 01/08/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Dizziness (n/a - COMIRNATY Not reported
10013136461 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Economic - Other Medically COVID-19
Area Important immunisation - Not
Condition), applicable - [1d - n/a
- Intramuscular use])
Headache (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),
Nausea (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),
Vomiting (n/a -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 01/08/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Antinuclear antibody |COMIRNATY Not reported
10013136583 Professional |European Years |Specified positive (n/a - [TOZINAMERAN] (S -
Economic Unknown -), COvID-19
Area immunisation - Not
Syphilis (n/a - applicable - [1d - n/a
Unknown - Other - n/aj)
Medically Important
Condition),
Vulval ulceration (n/a
Recovering/Resolving
EU-EC- 01/08/2022 | Spontaneous |Healthcare |European |Mantaka,A.. POSSIBLE VITT SYNDROME AFTER |12-17 |Not Male No Thrombosis with COMIRNATY [MESALAZINE] (C
10013136600 Professional |Economic |THE 1ST DOSE OF PFIZER COVID-19 VACCINE |Years |Specified thrombocytopenia [TOZINAMERAN] (S - |-n/a-[n/a-4g-
Area IN A PATIENT WITH CROHN&apos;S DISEASE: syndrome (n/a - COVID-19 n/al)
A QUESTION OF VACCINE SAFETY OR Unknown - Other immunisation - Not
THERAPEUTIC DECISION?. 20th Panhellenic Medically Important |applicable - [n/a - n/a
Conference of Idiopathic Inflammatory Bowel Condition) -n/a))
Di 2022;27
EU-EC- 01/08/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Dizziness (n/a - Not |COMIRNATY Not reported
10013137311 Professional |European Years |Specified Recovered/Not [TOZINAMERAN] (S -
Economic Resolved - Other COVID-19
Area Medically Important |immunisation - Not
Condition), applicable - [n/a - n/a
- Intramuscular use])
Hypoaesthesia (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition),
Muscular weakness
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Nausea (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 01/08/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Chest pain (n/a - COMIRNATY Not reported
10013137400 Professional |European Years |Specified Recovering/Resolving | [TOZINAMERAN] (S -
Economic - Caused/Prolonged |COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d - n/a
Myocarditis (n/a - - n/a))
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Pyrexia (n/a -
https://dap.ema.europa.eu/analytics/saw.dlI?Go 15/89
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Récoverihg/ Resolving
- Caused/Prolonged
Hospitalisation)

EU-EC-
10013137448

01/08/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Chest discomfort
(16d -
Recovered/Resolved
- Other Medically
Important
Condition),

Chest pain (16d -
Recovered/Resolved
- Other Medically
Important
Condition),

Cough (16d -
Recovered/Resolved
- Other Medically
Important
Condition),

Diarrhoea (17d -
Recovered/Resolved
- Other Medically
Important
Condition),

Pain in extremity
(20d -
Recovered/Resolved
- Other Medically
Important Condition)

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

Not reported

EU-EC-
10013137794

01/08/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

Not reported

EU-EC-
10013138049

01/08/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

Not reported

EU-EC-
10013138161

01/08/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

Heart rate increased
(nfa-
Recovered/Resolved

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

Not reported

EU-EC-
10013138387

01/08/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Chest pain (15d -
Recovered/Resolved
- Other Medically
Important Condition)

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

Not reported

EU-EC-
10013138454

01/08/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Dizziness (n/a -
Recovering/Resolving

4

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

Headache (n/a -
Recovering/Resolving

4

Hypoaesthesia (n/a -
Recovering/Resolving
=)

Presyncope (n/a -
Recovering/Resolving

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

Not reported

EU-EC-
10013138673

01/08/2022

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

Spontaneous

Healthcare
Professional

Non
European

Not available

12-17
Years

Not
Specified

Male

Chest discomfort
(12d -
Recovered/Resolved

COMIRNATY
[TOZINAMERAN] (S -

COVID-19

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

Economic - Caused/Prolonged |immunisation - Not
Area Hospitalisation), applicable - [1d - n/a
- n/a])
Hypotension (12d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Myocarditis (12d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),
Night sweats (12d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)
EU-EC- 01/08/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Headache (2d - COMIRNATY Not reported
10013138747 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Economic - Other Medically COVID-19
Area Important immunisation - Not
Condition), applicable - [1d - n/a
- Intramuscular use])
Vomiting (2d -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 01/08/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest pain (n/a - COMIRNATY Not reported
10013139335 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Economic - Other Medically COVID-19
Area Important immunisation - Not
Condition), applicable - [1d - n/a
- n/a])
Dyspnoea (n/a -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 31/07/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Not No Urticaria (n/a - COMIRNATY Not reported
10013129752 Professional |Economic Years |Specified |Specified Unknown - ) [TOZINAMERAN] (S -
Area COVID-19
immunisation - Not
applicable - [n/a -
.3mL - Intramuscular
use])
EU-EC- 31/07/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Not No Goitre (n/a - COMIRNATY Not reported
10013129829 Professional |Economic Years |Specified |Specified Unknown - ), [TOZINAMERAN] (S -
Area COVID-19
Thyroid pain (n/a-  |immunisation - Not
Unknown - ) applicable - [n/a - n/a
- Intramuscular use])
EU-EC- 31/07/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Not No Chills (n/a - COMIRNATY Not reported
10013129873 Professional | Economic Years |Specified |Specified Unknown - ), [TOZINAMERAN] (S -
Area COVID-19
Injection site pain immunisation - Not
(n/a - Unknown - ), |applicable - [n/a -
.3mL - Intramuscular
Injection site use])
swelling (n/a -
Unknown - ),
Nasopharyngitis (n/a
- Unknown - ),
Pyrexia (n/a -
Unknown - )
EU-EC- 31/07/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Not No Arthralgia (n/a - COMIRNATY Not reported
10013130023 Professional |Economic Years |Specified |Specified Unknown -), [TOZINAMERAN] (S -
Area COVID-19
Asthenia (n/a - immunisation - Not
Unknown -), applicable - [n/a -
.3mL - Intramuscular
Pyrexia (24h - use])
Recovered/Resolved
EU-EC- 31/07/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Not No Loss of COMIRNATY Not reported
10013130100 Professional |Economic Years |Specified |Specified consciousness (n/a - |[TOZINAMERAN] (S -
Area Unknown - Other COVID-19
Medically Important |immunisation - Not
Condition) applicable - [n/a -
.3mL - Intramuscular
use])
EU-EC- 31/07/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Pyrexia (2d - Not COMIRNATY Not reported
10013130639 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ) COvID-19
immunisation - Not
applicable - [n/a -
.3mL - Intramuscular
use])
EU-EC- 30/07/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Not No Arthralgia (n/a - COMIRNATY Not reported
10013128196 Professional |Economic Years |Specified |Specified Unknown -), [TOZINAMERAN] (S -
Area COVID-19
Malaise (n/a - immunisation - Not
Unknown - ), applicable - [n/a -
.3mL - Intramuscular
Myalgia (n/a - use])
Unknown - ),
Pyrexia (48h -
Recovered/Resolved
EU-EC- 30/07/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Not No Vaccination site COMIRNATY Not reported
10013128218 Professional |Economic Years |Specified |Specified erythema (n/a - [TOZINAMERAN] (S -
Area Unknown -) COVID-19
immunisation - Not
applicable - [n/a -
.3mL - Intramuscular
use])
EU-EC- 30/07/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Not No Rash (n/a - COMIRNATY Not reported
10013128241 Professional |Economic Years |Specified |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Area - COvID-19
immunisation - Not
applicable - [n/a - n/a
- Intramuscular use])
EU-EC- 29/07/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No COVID-19 (n/a - COMIRNATY Not reported
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10013116311 Professional |European Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Economic - Caused/Prolonged |COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d - n/a
Chest pain (n/a - - n/aj)
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Dyspnoea (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Palpitations (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Pyrexia (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 29/07/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Not No Dizziness (n/a - COMIRNATY Not reported
10013116427 Professional |Economic Years |Specified |Specified Unknown -), [TOZINAMERAN] (S -
Area COVID-19
Headache (n/a - immunisation - Not
Unknown - ), applicable - [n/a -
.3mL - Intramuscular
Injection site use])
reaction (n/a -
Unknown - ),
Pain in extremity
(n/a - Unknown - ),
Pyrexia (n/a -
Unknown - )
EU-EC- 29/07/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Not No Asthenia (n/a - COMIRNATY Not reported
10013116579 Professional |Economic Years |Specified |Specified Unknown - ), [TOZINAMERAN] (S -
Area COVID-19
Pain in extremity immunisation - Not
(n/a - Unknown - ), |applicable - [n/a -
.3mL - Intramuscular
Pallor (n/a - use])
Unknown - ),
Syncope (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 29/07/2022 | Spontaneous |Healthcare  |Non Not available 12-17 |Not Male No Bradycardia (0d - COMIRNATY TOCOPHEROL
10013118140 Professional |European Years | Specified Recovered/Resolved |[TOZINAMERAN] (S - |[TOCOPHEROL] (
Economic - Other Medically COVID-19 Arthralgia, Back ¢
Area Important immunisation - Not n/fa-[n/fa-n/a-
Condition), applicable - [1d - use]),
.3mL - Intramuscular
Headache (3d - use]) [LOXOPROFEN] (!
Recovered/Resolved Arthralgia, Back £
=) n/fa-[n/fa-n/a-
use]),
Hyperhidrosis (1d -
Unknown - ), [MECOBALAMIN]
Arthralgia, Back
Loss of n/a-[n/fa-n/a-
consciousness (n/a - use]),
Unknown - Other
Medically Important [REBAMIPIDE] (C
Condition), Arthralgia, Back ¢
n/fa-[n/fa-n/a-
Sinus bradycardia
(1d -
Recovered/Resolved
=)
Syncope (1d -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 29/07/2022 | Spontaneous | Healthcare |Non Not available 12-17 |Not Female |No Asthenia (n/a - Not  |COMIRNATY Not reported
10013118275 Professional |European Years |Specified Recovered/Not [TOZINAMERAN] (S -
Economic Resolved - ), COvID-19
Area immunisation - Not
Dyspnoea (n/a - Not |applicable - [1d - n/a
Recovered/Not - Intramuscular use])
Resolved - ),
Menstruation
irregular (n/a - Not
Recovered/Not
Resolved - Life
Threatening),
Pruritus (n/a - Not
Recovered/Not
Resolved - ),
Rash (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 29/07/2022 | Spontaneous |Healthcare  |Non Not available 12-17 |Not Male No Abdominal pain (n/a |COMIRNATY Not reported
10013118435 Professional |European Years |Specified - Fatal - Results in [TOZINAMERAN] (S -
Economic Death), COVID-19
Area immunisation - Not
Asthenia (n/a - applicable - [1d - n/a
Unknown - ), - n/a])
Restlessness (n/a -
Unknown - ),
Vomiting (n/a -
Unknown - )
EU-EC- 29/07/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Dizziness (20d - COMIRNATY Not reported
10013118457 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Economic - Other Medically COVID-19
Area Important immunisation - Not
Condition), applicable - [1d -
.3mL - Intramuscular
Vomiting (20d - use])
https://dap.ema.europa.eu/analytics/saw.dlI?Go 18/89
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Recovered/Resolved
- Other Medically
Important Condition)

EU-EC-
10013118471

29/07/2022 |Spontaneous |Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Chest discomfort (2d

Recovered/Resolved
- Other Medically
Important
Condition),

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

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

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

Not reported

EU-EC-
10013118803

29/07/2022 |Spontaneous |Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

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

Not reported

EU-EC-
10013118836

29/07/2022 |Spontaneous |Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

Not reported

EU-EC-
10013119295

29/07/2022 | Spontaneous | Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

Abdominal pain (n/a
- Unknown - ),

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

Nausea (n/a -
Unknown - ),

Vomiting (n/a -
Unknown - ),

Weight bearing
difficulty (n/a -
Unknown - )

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

Not reported

EU-EC-
10013119299

29/07/2022 | Spontaneous |Healthcare
Professional

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

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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

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

Disturbance in
attention (n/a - Not
Recovered/Not
Resolved - ),

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

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

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

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

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

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

Muscular weakness

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

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

Not reported
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(n/a - Not
Recovered/Not
Resolved - ),
Pain in extremity
(n/a - Not
Recovered/Not
Resolved - ),
Palpitations (n/a -
Not Recovered/Not
Resolved - ),
Paraesthesia (n/a -
Not Recovered/Not
Resolved - )
EU-EC- 29/07/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest discomfort COMIRNATY Not reported
10013119907 Professional |European Years |Specified (nfa- [TOZINAMERAN] (S -
Economic Recovering/Resolving | COVID-19
Area - Caused/Prolonged |immunisation - Not
Hospitalisation), applicable - [1d - n/a
- Intramuscular use])
Chest pain (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 29/07/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Lymphadenopathy | COMIRNATY Not reported
10013120223 Professional |Economic Years (n/a- [TOZINAMERAN] (S -
Area Recovered/Resolved |COVID-19
- Other Medically immunisation - Drug
Important Condition) |withdrawn - [n/a -
1{DF} - Intramuscular
use])
EU-EC- 29/07/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Dysmenorrhoea (n/a |COMIRNATY Not reported
10013120290 Healthcare |Economic Years - Not Recovered/Not |[TOZINAMERAN] (S -
Professional |Area Resolved - Other COVID-19
Medically Important |immunisation - Drug
Condition), withdrawn - [1d -
1{DF} - Intramuscular
Heavy menstrual use])
bleeding (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 29/07/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Nausea (1d - COMIRNATY Not reported
10013120301 Professional |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Area - Life Threatening), |COVID-19
immunisation - Drug
Seizure (1d - withdrawn - [1d -
Recovered/Resolved |1{DF} - Intramuscular
- Life Threatening)  |use])
EU-EC- 29/07/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Influenza like illness |COMIRNATY Not reported
10013120730 Healthcare |Economic Years (nfa- [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |COVID-19
=) immunisation - Not
applicable - [1d -
Pain (n/a - 1{DF} - Intramuscular
Recovered/Resolved |use])
EU-EC- 29/07/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Influenza like illness |COMIRNATY Not reported
10013120732 Healthcare |Economic Years (n/a- [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |COVID-19
=) immunisation - Not
applicable - [1d -
Pain (n/a - 1{DF} - Intramuscular
Recovered/Resolved |use])
Somnolence (n/a -
Recovered/Resolved
EU-EC- 29/07/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Chills (n/a - COMIRNATY Not reported
10013120733 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) COVID-19
immunisation - Not
Diarrhoea (n/a - applicable - [1d -
Recovered/Resolved |1{DF} - Intramuscular
=) use])
Injection site
swelling (n/a -
Recovered/Resolved
=k
Pain (n/a -
Recovered/Resolved
-)
EU-EC- 29/07/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Influenza like illness |COMIRNATY Not reported
10013120736 Healthcare |Economic Years (n/a- [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |COVID-19
=) immunisation - Not
applicable - [1d -
Pain (n/a - 1{DF} - Intramuscular
Recovered/Resolved |use])
EU-EC- 29/07/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Asthenia (n/a - COMIRNATY Not reported
10013120737 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) COVID-19
immunisation - Not
Chills (n/a - applicable - [1d -
Recovered/Resolved |1{DF} - Intramuscular
=) use])
Myalgia (n/a -
Recovered/Resolved
=)
Pain (n/a -
Recovered/Resolved
EU-EC- 29/07/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Headache (n/a - COMIRNATY Not reported
10013120741 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =), COVID-19
immunisation - Not
Nausea (n/a - applicable - [1d -
Recovered/Resolved |1{DF} - Intramuscular
=) use])
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Pain (n/a -
Recovered/Resolved
EU-EC- 29/07/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Arthralgia (n/a - COMIRNATY Not reported
10013120744 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) COVID-19
immunisation - Not
Asthenia (n/a - applicable - [1d -
Recovered/Resolved |1{DF} - Intramuscular
=) use])
Myalgia (n/a -
Recovered/Resolved
Pain (n/a -
Recovered/Resolved
EU-EC- 29/07/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Pain (n/a - Not COMIRNATY Not reported
10013120746 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ) COvID-19
immunisation - Not
applicable - [1d -
1{DF} - Intramuscular
use])
EU-EC- 29/07/2022 |Spontaneous |Non European |Not available 12-17 |Adult Male No Asthenia (n/a - COMIRNATY Not reported
10013120753 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =), COVID-19
immunisation - Not
Headache (n/a - applicable - [1d -
Recovered/Resolved |1{DF} - Intramuscular
=) use])
Myalgia (n/a -
Recovered/Resolved
=)
Tonsillitis (n/a -
Recovering/Resolving
EU-EC- 29/07/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Influenza like illness |COMIRNATY Not reported
10013120754 Healthcare |Economic Years (n/a- [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |COVID-19
=), immunisation - Not
applicable - [1d -
Nausea (n/a - 1{DF} - Intramuscular
Recovered/Resolved |use])
Pain (n/a -
Recovered/Resolved
EU-EC- 29/07/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Immunisation COMIRNATY Not reported
10013120758 Healthcare |Economic Years reaction (n/a - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |COVID-19
=) immunisation - Not
applicable - [1d -
Influenza like illness | 1{DF} - Intramuscular
(n/a - use])
Recovered/Resolved
Pain (n/a -
Recovered/Resolved
b
Vomiting (n/a -
Recovered/Resolved
EU-EC- 29/07/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Influenza like illness |COMIRNATY Not reported
10013120759 Healthcare |Economic Years (n/a- [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |COVID-19
=) immunisation - Not
applicable - [1d -
Pain (n/a - 1{DF} - Intramuscular
Recovered/Resolved |use])
EU-EC- 29/07/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Myalgia (2d - COMIRNATY Not reported
10013120928 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area - COVID-19
immunisation - Not
applicable - [n/a - n/a
- n/a])
EU-EC- 29/07/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Pruritus (n/a - COMIRNATY Not reported
10013121202 Professional |European Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Economic - Other Medically COVID-19
Area Important immunisation - Not
Condition), applicable - [1d - n/a
- Intramuscular use])
Rash (n/a -
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 29/07/2022 | Spontaneous |Healthcare  |Non Not available 12-17 |Not Female |No Chest discomfort COMIRNATY Not reported
10013121643 Professional |European Years |Specified (12d - [TOZINAMERAN] (S -
Economic Recovered/Resolved |COVID-19
Area - Other Medically immunisation - Not
Important applicable - [1d - n/a
Condition), - Intramuscular use])
Chest pain (12d -
Recovered/Resolved
- Other Medically
Important
Condition),
Pyrexia (n/a -
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 29/07/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Gastrointestinal COMIRNATY Not reported
10013122100 Professional |Economic Years |Specified disorder (n/a - [TOZINAMERAN] (S -
Area Recovering/Resolving | COVID-19
=) immunisation - Not
applicable - [n/a -
Pyrexia (n/a - 1{DF} - Intramuscular
use])
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Recovering/Resolving

EU-EC-
10013122689

29/07/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

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

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

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

Not reported

EU-EC-
10013123261

29/07/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

Vaccination site
swelling (n/a -
Recovering/Resolving
- Other Medically
Important Condition)

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

Not reported

EU-EC-
10013123453

29/07/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

Decreased appetite
(nfa-
Recovering/Resolving
- Other Medically
Important
Condition),

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

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

Not reported

EU-EC-
10013124459

29/07/2022

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

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Abdominal distension
(n/a - Unknown - ),

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

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

Circulatory collapse
(n/a - Fatal - Results
in Death,
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

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

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

Functional
gastrointestinal
disorder (n/a -
Unknown - ),

Ileus paralytic (n/a -
Fatal - Results in
Death, Life
Threatening,
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Immunodeficiency
(n/a - Unknown -
Other Medically
Important

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

[AMBROXOL,
AMBROXOL
HYDROCHLORIDE
- Airway secretior
clearance therapy
-[n/a-45mg - n,

[BACLOFEN,

BACLOFEN PH. El
(C - Hypotonia - 1
[n/a - 10mg - n/a

[CARBOCISTEINE
Airway secretion
clearance therapy
- [n/a - 1500mg -
n/aJ),

[CLARITHROMYC
(C - Infection
prophylaxis - n/a
- n/a - n/a]),

[CLOSTRIDIUM
BUTYRICUM] (C -
nfa-[n/fa-n/a-
n/al),

[DAIKENCHUTO,
GINGER, GINSEN
ZANTHOXYLUM F
GINSENG] (C - n/
n/a-[n/a-7.5g-
n/al),

[DANTROLENE
SODIUM] (C -
Hypotonia - n/a -
- 25mg - n/a]),

[ELOBIXIBAT
HYDRATE] (C -
Constipation - n/e
[n/a - 5mg - n/a]

[LEVETIRACETAM
Epilepsy - n/a - [r
540mg - n/al),

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

[POTASSIUM,
SODIUM, MACRO
3350, CHLORIDE
HYDROGEN
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Condition),

Infection (n/a - Fatal
- Results in Death,
Other Medically
Important
Condition),

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

Injection site
urticaria (n/a -
Unknown - ),

Multiple organ
dysfunction
syndrome (n/a -
Fatal - Results in
Death, Other
Medically Important
Condition),

Oxygen saturation
decreased (n/a -
Unknown - ),

Pancreatitis acute
(n/a - Fatal - Results
in Death, Other
Medically Important
Condition),

Physical
deconditioning (n/a -
Unknown - ),

Pleural effusion (n/a
- Fatal - Results in
Death, Life
Threatening,
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

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

Sepsis (n/a - Fatal -
Results in Death,
Other Medically
Important
Condition),

Urinary tract
infection (n/a - Fatal
- Results in Death,
Other Medically
Important
Condition),

Vaccination site
erythema (n/a -

CARBONATE, SOL
HYDROGEN
CARBONATE,
POTASSIUM
CHLORIDE, SODI
CHLORIDE,
MACROGOL 3350
Constipation - n/e
[n/a - 1{DF} - n/:

[PYRIDOXINE
HYDROCHLORIDE
VITAMIN B6] (C -
Nervous system
disorder prophyla
n/fa-[n/fa-n/a-
n/al),

[SODIUM CHLOR!
(C-n/a-nfa-[r
129 - n/a)),

[SULFAMETHOXA
TRIMETHOPRIM]
Prophylaxis urinai
tract infection - n,
[n/a-1g - n/a]),

[TIZANIDINE

HYDROCHLORIDE
- Hypotonia - n/a
[n/a - 2mg - n/a]

[TRANILAST] (C -
Excessive granula
tissue - n/a - [n/e
180mg - n/a])

Unknown - )
EU-EC- 29/07/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Chest pain (n/a - Not |COMIRNATY Not reported
10013124900 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COvID-19
immunisation - Drug
Malaise (n/a - Not withdrawn - [1d - n/a
Recovered/Not - Intramuscular use])
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 29/07/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Pyrexia (n/a - COMIRNATY Not reported
10013124906 Professional |Economic Years Unknown -) [TOZINAMERAN] (S -
Area COVID-19
immunisation - Not
applicable - [1d -
1{DF} - n/a])
EU-EC- 29/07/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Chest pain (n/a - COMIRNATY Not reported
10013125465 Professional | Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Area - Caused/Prolonged |COVID-19
Hospitalisation), immunisation - Not
applicable - [n/a -
Headache (n/a - 1{DF} - n/a])
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Myocarditis (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Pyrexia (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Vomiting (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)
EU-EC- 29/07/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Pyrexia (n/a - COMIRNATY Not reported
10013126041 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Economic - Other Medically COVID-19
Area Important immunisation - Not
Condition), applicable - [1d -
.3mL - Intramuscular
Swelling (n/a - use])
Recovered/Resolved
https://dap.ema.europa.eu/analytics/saw.dlI?Go 23/89
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- Other Medically
Important Condition)

EU-EC-
10013126055

29/07/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

Not reported

EU-EC-
10013105458

28/07/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Pyrexia (3d -
Recovered/Resolved

4

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

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

Not reported

EU-EC-
10013105703

28/07/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

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

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

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

Guillain-Barre
syndrome (n/a -
Unknown -
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

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

Muscle strength
abnormal (n/a -
Unknown -
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

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

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

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

Vaccination error

(n/a - Unknown -

Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10013106500

28/07/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Not
Specified

No

Vaccination site
reaction (n/a -
Unknown - )

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

Not reported

EU-EC- 28/07/2022

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

Spontaneous

Non

Non

Not available

12-17

Female

Breath sounds

COMIRNATY

Not reported

24/89
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10013106572 Healthcare |European Years |Specified abnormal (n/a - [TOZINAMERAN] (S -
Professional |Economic Recovering/Resolving | COVID-19
Area =), immunisation - Not
applicable - [n/a - n/a
Pyrexia (n/a - - n/al)
Recovering/Resolving
=)
Seizure (n/a -
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 28/07/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Fatigue (1d - COMIRNATY Not reported
10013106674 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) COVID-19
immunisation - Not
Myalgia (1d - applicable - [n/a - n/a
Recovered/Resolved |- n/a])
EU-EC- 28/07/2022 |Spontaneous |Non Non Not available 12-17 |Not Male No Pyrexia (2d - COMIRNATY [LISDEXAMFETAM
10013106711 Healthcare |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S - |DIMESYLATE] (C
Professional |Economic - Other Medically COvID-19 Attention deficit
Area Important immunisation - Not hyperactivity diso
Condition), applicable - [1d - n/a |n/a-[n/a-n/a-
- n/a]) n/a]),
Seizure (1d -
Recovered/Resolved [SODIUM VALPRC
- Other Medically VALPROIC ACID,
Important Condition) SODIUM VALPRO,
(C-nfa-n/a-[r
n/a - n/a])
EU-EC- 28/07/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported
10013107925 Professional | Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a - n/a - [n/a - n/a
Condition), - Intramuscular use])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 28/07/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Not No Syncope (n/a - COMIRNATY Not reported
10013108278 Professional |Economic Years |Specified |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Area - Other Medically COVID-19
Important Condition) [immunisation - Not
applicable - [n/a - n/a
- Intramuscular use])
EU-EC- 28/07/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Dizziness (n/a - Fatal |COMIRNATY Not reported
10013108396 Professional |Economic Years |Specified - Results in Death,  |[TOZINAMERAN] (S -
Area Life Threatening, COVID-19
Caused/Prolonged immunisation - n/a -
Hospitalisation), [n/a - 3{DF} - n/a])
Pulmonary embolism
(n/a - Fatal - Results
in Death, Life
Threatening,
Caused/Prolonged
Hospitalisation)
EU-EC- 28/07/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Urticaria (n/a - Not |COMIRNATY Not reported
10013108715 Healthcare |Economic Years | Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ) COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/al)
EU-EC- 28/07/2022 | Spontaneous |Healthcare  |Non Not available 12-17 |Not Female |No Decreased appetite |COMIRNATY Not reported
10013109327 Professional |European Years |Specified (n/a - Not [TOZINAMERAN] (S -
Economic Recovered/Not COVID-19
Area Resolved - immunisation - Not
Caused/Prolonged applicable - [n/a - n/a
Hospitalisation), - n/a])
Hypoglycaemia (n/a
- Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Malaise (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 28/07/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent [Female |No Condition aggravated | COMIRNATY Not reported
10013109483 Healthcare |Economic Years (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not COVID-19
Resolved - Other immunisation - Not
Medically Important |applicable - [n/a -
Condition), 1{DF} - Intramuscular
use])
Dysmenorrhoea (n/a
- Not Recovered/Not
Resolved - Other
Medically Important
Condition),
Polymenorrhoea (n/a
- Not Recovered/Not
Resolved - Other
Medically Important
Condition),
Premenstrual
syndrome (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 28/07/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Amenorrhoea (n/a - |COMIRNATY Not reported
10013109514 Healthcare |Economic Years Not Recovered/Not  |[TOZINAMERAN] (S -
Professional |Area Resolved - Other COVID-19
Medically Important |immunisation - Not
Condition) applicable - [1d -
1{DF} - Intramuscular
use])
EU-EC- 28/07/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Heavy menstrual COMIRNATY [ETHINYLESTRAC
10013109628 Healthcare |Economic Years bleeding (161d - [TOZINAMERAN] (S - |LEVONORGESTRE
Professional |Area Recovered/Resolved |COVID-19 PLACEBO] (C -
immunisation - Not Contraception - D
https://dap.ema.europa.eu/analytics/saw.dlI?Go 25/89
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- Other Medically applicable - [1d - not changed - [n/
Important Condition) |1{DF} - Intramuscular |n/a - Oral use])
use])
EU-EC- 28/07/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No Menometrorrhagia COMIRNATY Not reported
10013109846 Professional |Economic Years (n/a - Unknown - ) |[TOZINAMERAN] (S -
Area COVID-19
immunisation - Drug
withdrawn - [n/a -
1{DF} - Intramuscular
use])
EU-EC- 28/07/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent [Female |No Amenorrhoea (n/a - |COMIRNATY Not reported
10013109943 Healthcare |Economic Years Not Recovered/Not  |[TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19
immunisation - Not
Influenza like illness |applicable - [n/a -
(24h - 1{DF} - Intramuscular
Recovered/Resolved |use])
EU-EC- 28/07/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Diarrhoea (n/a - COMIRNATY Not reported
10013110064 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) COVID-19
immunisation - Not
Insomnia (n/a - applicable - [1d -
Recovered/Resolved |1{DF} - Intramuscular
=) use])
Myalgia (n/a -
Recovered/Resolved
EU-EC- 28/07/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest discomfort COMIRNATY Not reported
10013110646 Professional |European Years |Specified (n/a - [TOZINAMERAN] (S -
Economic Recovered/Resolved |COVID-19
Area - Other Medically immunisation - Not
Important applicable - [1d - n/a
Condition), - n/al)
Palpitations (n/a -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 28/07/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Myocarditis (n/a - COMIRNATY Not reported
10013110705 Healthcare |Economic Years Not Recovered/Not  |[TOZINAMERAN] (S -
Professional |Area Resolved - Life Immunisation - n/a -
Threatening, [n/a - n/a - n/al)
Caused/Prolonged
Hospitalisation)
EU-EC- 28/07/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Ageusia (n/a - COMIRNATY Not reported
10013111519 Healthcare |Economic Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area =), COvID-19
immunisation - Not
Anosmia (n/a - applicable - [n/a - n/a
Recovering/Resolving |- n/a])
=)
Headache (n/a -
Recovering/Resolving
=k
Myalgia (n/a -
Recovering/Resolving
Nausea (n/a -
Recovering/Resolving
EU-EC- 28/07/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest pain (n/a - COMIRNATY Not reported
10013111646 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Economic - Other Medically COvID-19
Area Important immunisation - Not
Condition), applicable - [1d -
.3mL - Intramuscular
Pyrexia (n/a - use])
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 28/07/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Haemophagocytic COMIRNATY Not reported
10013112066 Healthcare |Economic Years lymphohistiocytosis |[TOZINAMERAN] (S -
Professional |Area (n/a - Not Immunisation - n/a -
Recovered/Not [n/a - 2{DF} - n/a])
Resolved -
Caused/Prolonged
Hospitalisation),
Multisystem
inflammatory
syndrome in children
(n/a - Not
Recovered/Not
Resolved - Life
Threatening,
Caused/Prolonged
Hospitalisation),
Polyserositis (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 28/07/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Cardiac dysfunction | TOZINAMERAN Not reported
10013112584 Professional |European Years |Specified (n/a - Not [TOZINAMERAN] (S -
Economic Recovered/Not COVID-19
Area Resolved - Life immunisation - Not
Threatening, applicable - [1d - n/a
Caused/Prolonged |- n/al)
Hospitalisation,
Disabling, Other
Medically Important
Condition),
Dyspnoea (n/a - Not
Recovered/Not
Resolved - Life
Threatening,
Caused/Prolonged
Hospitalisation,
Disabling),
Pulmonary embolism
(n/a - Not
https://dap.ema.europa.eu/analytics/saw.dlI?Go 26/89
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Recovered/Not
Resolved - Life
Threatening,
Caused/Prolonged
Hospitalisation,
Disabling, Other
Medically Important
Condition),

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

Thoracic outlet
syndrome (n/a - Not
Recovered/Not
Resolved - Life
Threatening,

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

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

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

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

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

Mobility decreased
(n/a-
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Disabling),

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

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

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

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

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

Caused/Prolonged
Hospitalisation,
Disabling)
EU-EC- 28/07/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Abdominal pain (n/fa |COMIRNATY Not reported
10013114623 Professional |Economic Years - Unknown -), [TOZINAMERAN] (S -
Area COovID-19
Pyrexia (n/a - immunisation - Not
Unknown - ) applicable - [1d -
1{DF} - n/a])
EU-EC- 28/07/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Epistaxis (n/a - Fatal |COMIRNATY Not reported
10013114897 Professional |European Years |Specified - Results in Death, [TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d - n/a
Pyrexia (n/a - Fatal - |- Intramuscular use])
Results in Death,
Caused/Prolonged
Hospitalisation)
EU-EC- 27/07/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Amenorrhoea (7mo - | COMIRNATY Not reported
10013095137 Healthcare |Economic Years |Specified Not Recovered/Not  |[TOZINAMERAN] (S -
Professional |Area Resolved - Other COVID-19
Medically Important |immunisation - Not
Condition), applicable - [n/a -
1{DF} - Intramuscular
Decreased appetite |use])
(7mo - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Fatigue (7mo - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 27/07/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Ataxia (n/a - TOZINAMERAN Not reported
10013095199 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Economic - Caused/Prolonged |COVID-19
Area Hospitalisation), immunisation - Not
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Slow speech (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Vaccination error
(nfa-
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

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

EU-EC-
10013095359

27/07/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

RISPERIDONE
[RISPERIDONE] (
nfa-n/a-[n/a-

- n/a])

EU-EC-
10013095398

27/07/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

Vaccination error
(n/a-
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10013095501

27/07/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

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

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

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

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

Not reported

EU-EC-
10013095621

27/07/2022

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

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Asthenia (n/a -
Unknown - ),

Diarrhoea (n/a -
Unknown - ),

Dizziness (n/a -
Unknown - ),

Eye contusion (n/a -
Unknown - ),

Eye pain (n/a -
Unknown - ),

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

Fatigue (n/a -
Unknown - ),

Headache (n/a -
Unknown - ),

Inflammation (n/a -
Unknown - ),

Irritability (n/a -

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

Not reported
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Unknown - ),

Nausea (n/a -
Unknown - ),

Odynophagia (n/a -
Unknown - ),

Oedema (n/a -
Unknown - ),

Oropharyngeal pain
(n/a - Unknown - ),

Pain (n/a - Unknown

4

Pharyngeal disorder
(n/a - Unknown - ),

Pruritus (n/a -
Unknown - ),

Pyrexia (n/a -
Unknown - ),

Sensitive skin (n/a -
Unknown - ),

Vaccination error
(n/a - Unknown - ),

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

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

Vomiting (n/a -
Unknown - )

EU-EC-
10013095798

27/07/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

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

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

Muscle strength
abnormal (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

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

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

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

Not reported

EU-EC-
10013095876

27/07/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Dizziness (n/a -
Unknown - ),

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

Vaccination error
(n/a - Unknown - )

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

Not reported

EU-EC-
10013096042

27/07/2022

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

Spontaneous

Healthcare
Professional

Non
European

Not available

12-17
Years

Not
Specified

Male

Guillain-Barre
syndrome (n/a - Not

TOZINAMERAN
[TOZINAMERAN] (S -

Not reported

29/89
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Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

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

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

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

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

COvID-19
immunisation - Not
applicable - [1d - n/a
- Intramuscular use -
More in ICSR])

EU-EC-
10013096060

27/07/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

Cranial nerve
paralysis (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

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

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

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

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

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

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

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

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

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

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

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

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

Not reported

https://dap.ema.europa.eu/analytics/saw.dll?Go
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EU-EC- 27/07/2022

10013096089

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

Run Line Listing Report

12-17
Years

Not
Specified

Female

Dizziness (n/a -
Unknown - ),

Feeling abnormal
(n/a - Unknown - ),

Headache (n/a -
Unknown - ),

Nausea (n/a -
Unknown - ),

Pain (n/a - Unknown

4

Pyrexia (n/a -
Unknown - ),

Sensitive skin (n/a -
Unknown - ),

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

Vaccination error
(n/a - Unknown - ),

Vision blurred (n/a -
Unknown - )

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

Not reported

EU-EC-
10013096183

27/07/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Administration site
oedema (4d -
Recovered/Resolved
=)

Body temperature
increased (2d -
Recovered/Resolved

-

Fatigue (3d -
Recovered/Resolved

)

Vomiting (1d -
Recovered/Resolved

-)

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

Not reported

EU-EC-
10013096463

27/07/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

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

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

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

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

Not reported

EU-EC-
10013096502

27/07/2022

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

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

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

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

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

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

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

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

EU-EC-
10013096561

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

27/07/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

Tachycardia (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,

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

Not reported
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Other Medically
Important
Condition),

Vaccination error
(nfa-
Recovered/Resolved

4

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

EU-EC-
10013096588

27/07/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

Not reported

EU-EC-
10013096615

27/07/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

Expired product
administered (n/a -
Unknown - Other
Medically Important
Condition),

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

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

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

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

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

Not reported

EU-EC-
10013096899

27/07/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Asthenia (n/a -
Recovered/Resolved

'

Chills (n/a -
Recovered/Resolved
=)

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

Dizziness (n/a -
Recovered/Resolved

'

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

Fatigue (n/a -
Recovered/Resolved

-

Palmar-plantar
erythrodysaesthesia
syndrome (n/a -
Recovered/Resolved

4

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

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

Vaccination error
(n/a - Unknown - )

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

Not reported

EU-EC-
10013097245

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

27/07/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Dyspnoea (n/a -
Unknown - ),

Hyperhidrosis (n/a -
Unknown - ),

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

Pallor (n/a -
Unknown - ),

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

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

Not reported

33/89
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Seizure (n/a -
Unknown - Other
Medically Important
Condition),

Tonic clonic
movements (n/a -
Unknown - Other
Medically Important
Condition),

Vaccination error
(n/a - Unknown - )

EU-EC-
10013097433

27/07/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

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

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

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

Not reported

EU-EC-
10013098493

27/07/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

Dizziness (n/a -
Unknown - ),

Headache (n/a -
Unknown - ),

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

Vaccination error
(n/a - Unknown - )

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

Not reported

EU-EC-
10013098754

27/07/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

Malaise (n/a -
Recovered/Resolved

4

Nausea (n/a -
Recovered/Resolved

4

Oxygen saturation
decreased (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),

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

Vaccination error
(n/a -
Recovered/Resolved

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

Not reported

EU-EC-
10013099098

27/07/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

Vaccination error
(n/a - Unknown - )

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

Not reported

EU-EC-
10013099308

27/07/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Not
Specified

No

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

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

Not reported

EU-EC-
10013099411

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

27/07/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Body temperature
increased (4d -
Unknown -),

Headache (9d -
Unknown - ),

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

Not reported

34/89
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Visual impairment
(n/a - Unknown - )
EU-EC- 27/07/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Amenorrhoea (182d |COMIRNATY Not reported
10013099614 Healthcare |Economic Years - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |COVID-19
- Other Medically immunisation - Not
Important applicable - [1d -
Condition), .3mL - Intramuscular
use])
Dysmenorrhoea (n/a
- Not Recovered/Not
Resolved - Other
Medically Important
Condition),
Heavy menstrual
bleeding (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Menstruation
irregular (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 27/07/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Oligomenorrhoea COMIRNATY Not reported
10013099714 Healthcare |Economic Years (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not COVID-19
Resolved - ) immunisation - Not
applicable - [1d -
1{DF} - Intramuscular
use])
EU-EC- 27/07/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Dysmenorrhoea (n/a |COMIRNATY Not reported
10013099793 Healthcare |Economic Years - Not Recovered/Not |[TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19
immunisation - Not
Proctalgia (n/a - Not |applicable - [n/a -
Recovered/Not 1{DF} - Intramuscular
Resolved - ) use])
EU-EC- 27/07/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Immunisation COMIRNATY Not reported
10013099864 Professional |Economic Years reaction (n/a - [TOZINAMERAN] (S -
Area Recovered/Resolved |COVID-19
=) immunisation - n/a -
[1d - .3mL -
Malaise (n/a - Intramuscular use])
Recovered/Resolved
EU-EC- 27/07/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Headache (n/a - COMIRNATY Not reported
10013099877 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area - COVID-19
immunisation - Not
applicable - [1d -
1{DF} - Intramuscular
use])
EU-EC- 27/07/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Headache (n/a - COMIRNATY Not reported
10013099879 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =), COVID-19
immunisation - Not
Myalgia (n/a - applicable - [1d -
Recovered/Resolved |1{DF} - Intramuscular
- use])
EU-EC- 27/07/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Loss of COMIRNATY Not reported
10013099885 Professional |Economic Years consciousness (n/a - |[TOZINAMERAN] (S -
Area Not Recovered/Not |COVID-19
Resolved - ), immunisation - Not
applicable - [1d - n/a
Malaise (n/a - Not - Intramuscular use])
Recovered/Not
Resolved - )
EU-EC- 27/07/2022 | Spontaneous |Non European |Not available 12-17 |Child Male No Injection site COMIRNATY Not reported
10013099886 Healthcare |Economic Years erythema (n/a - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |COVID-19
- immunisation - Not
applicable - [1d -
1{DF} - Intramuscular
use])
EU-EC- 27/07/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Myalgia (n/a - COMIRNATY Not reported
10013099887 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area - COVID-19
immunisation - Not
applicable - [1d -
1{DF} - Intramuscular
use])
EU-EC- 27/07/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Pain (n/a - COMIRNATY Not reported
10013099888 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area - COVID-19
immunisation - Not
applicable - [1d -
1{DF} - Intramuscular
use])
EU-EC- 27/07/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Asthenia (n/a - COMIRNATY Not reported
10013099889 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =), COVID-19
immunisation - Not
Myalgia (n/a - applicable - [1d -
Recovered/Resolved |1{DF} - Intramuscular
-) use])
EU-EC- 27/07/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Myalgia (n/a - COMIRNATY Not reported
10013099896 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) COVID-19
immunisation - Not
Pain (n/a - applicable - [1d -
Recovered/Resolved |1{DF} - Intramuscular
- use])
EU-EC- 27/07/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Abdominal pain (n/a |TOZINAMERAN Not reported
10013100001 Professional |European Years |Specified - Not Recovered/Not |[TOZINAMERAN] (S -
Economic Resolved - COVID-19
Area Caused/Prolonged immunisation - Not
Hospitalisation), applicable - [1d - n/a
- Intramuscular use])
Arthralgia (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
https://dap.ema.europa.eu/analytics/saw.dll?Go 35/89
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Hospitalisation),

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

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

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

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

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

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

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

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

EU-EC- 27/07/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest pain (n/a - COMIRNATY Not reported
10013100232 Professional |European Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Economic =) COVID-19
Area immunisation - Not
Hepatic function applicable - [1d - n/a
abnormal (39d - - Intramuscular use])
Recovered/Resolved
- Other Medically
Important
Condition),
Pyrexia (n/a -
Recovering/Resolving
EU-EC- 27/07/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Not No Erythema (n/a - COMIRNATY Not reported
10013100411 Professional |Economic Years |Specified |Specified Unknown - ), [TOZINAMERAN] (S -
Area COVID-19
Hypersensitivity (n/a |immunisation - Not
- Unknown - ), applicable - [n/a -
.3mL - Intramuscular
Pyrexia (24h - use])
Recovered/Resolved
=)
Rash erythematous
(n/a - Unknown - ),
Swelling (n/a -
Unknown - ),
Vaccination site
reaction (n/a -
Unknown - )
EU-EC- 27/07/2022 | Spontaneous |Non Non Not available 12-17 |Not Male No Uveitis (n/a - COMIRNATY Not reported
10013100500 Healthcare |European Years |Specified Unknown - Other [TOZINAMERAN] (S -
Professional |Economic Medically Important |COVID-19
Area Condition) immunisation - Not
applicable - [n/a - n/a
- n/a])
EU-EC- 27/07/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Ophthalmic vein COMIRNATY Not reported
10013101126 Healthcare |Economic Years |Specified thrombosis (n/a - [TOZINAMERAN] (S -
Professional |Area Not Recovered/Not |COVID-19
Resolved - immunisation - Not
Caused/Prolonged applicable - [n/a - n/a
Hospitalisation, - Intramuscular use])
Other Medically
Important Condition)
EU-EC- 27/07/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Bradycardia (n/a - TOZINAMERAN Not reported
10013101550 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Economic - Other Medically COVID-19
Area Important immunisation - Not
Condition), applicable - [1d - n/a
- Intramuscular use])
Dizziness (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),
https://dap.ema.europa.eu/analytics/saw.dlI?Go 36/89
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Hyperhidrosis (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),

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

Vaccination error
(n/a - Unknown - )

EU-EC-
10013101568

27/07/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Asthenia (n/a -
Unknown - ),

Chills (n/a -
Unknown - ),

Dizziness (n/a -
Unknown - ),

Fatigue (n/a -
Unknown - ),

Hyperhidrosis (n/a -
Unknown - ),

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

Pallor (n/a -
Unknown -),

Palmar-plantar
erythrodysaesthesia
syndrome (n/a -
Unknown - ),

Vaccination error
(n/a - Unknown - )

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

Not reported

EU-EC-
10013101695

27/07/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

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

Poverty of speech
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Romberg test
positive (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10013101698

27/07/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

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

Not available

12-17
Years

Not
Specified

Female

Asthenia (n/a -
Unknown - ),

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

Dizziness (n/a -
Unknown - ),

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

Not reported

37/89
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Fatigue (n/a -
Unknown - ),

Headache (n/a -
Unknown - ),

Tremor (n/a -
Unknown - ),

Vaccination error
(n/a - Unknown - ),

Vision blurred (n/a -
Unknown - )

EU-EC-
10013102175

27/07/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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

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

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

Not reported

EU-EC-
10013102180

27/07/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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

C-reactive protein
increased (135d -
Recovered/Resolved
With Sequelae -
Caused/Prolonged
Hospitalisation),

Dizziness (135d -
Recovered/Resolved
With Sequelae -
Caused/Prolonged
Hospitalisation),

Dyspnoea (135d -
Recovered/Resolved
With Sequelae -
Caused/Prolonged
Hospitalisation),

Headache (n/a -
Unknown - ),

Myocarditis (135d -
Recovered/Resolved
With Sequelae -
Caused/Prolonged
Hospitalisation),

Pyrexia (135d -
Recovered/Resolved
With Sequelae -
Caused/Prolonged
Hospitalisation),

Tachycardia (135d -
Recovered/Resolved
With Sequelae -
Caused/Prolonged
Hospitalisation)

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

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

Not reported

EU-EC-
10013102456

27/07/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

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

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

Not reported

EU-EC-
10013102663

27/07/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

Vaccination error

(n/a - Unknown -

Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10013102841

27/07/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Dizziness (n/a -
Recovered/Resolved

4

Myocarditis (119d -
Recovered/Resolved
With Sequelae -
Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10013103117

27/07/2022

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

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

Body temperature
increased (n/a -
Unknown - Other
Medically Important
Condition),

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

Not reported

38/89
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Run Line Listing Report

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

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

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

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

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

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

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

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

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

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

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

Vaccination site
oedema (n/a -
Unknown - Other
Medically Important
Condition),

Vaccination site
swelling (n/a -
Unknown - Other
Medically Important
Condition),

Vulvovaginal swelling
(n/a - Unknown -
Other Medically
Important Condition)

EU-EC-
10013103640

27/07/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

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

Vaccination error
(n/a - Unknown - )

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

Not reported

EU-EC-
10013103730

27/07/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

Not reported

https://dap.ema.europa.eu/analytics/saw.dll?Go
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EU-EC- 27/07/2022

10013103880

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

Run Line Listing Report

12-17
Years

Not
Specified

Female

Blood pressure
decreased (n/a -
Recovering/Resolving

-

Hyperhidrosis (n/a -
Recovering/Resolving
=)

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

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

Vaccination error
(n/a-
Recovering/Resolving

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

Not reported

EU-EC-
10013104106

27/07/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Facial paralysis (7d -
Recovered/Resolved
- Other Medically
Important Condition)

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

Not reported

EU-EC-
10013104365

27/07/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

Pyrexia (n/a -
Unknown - ),

Vaccination site pain
(n/a - Unknown - )

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

Not reported

EU-EC-
10013104698

27/07/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

Pyrexia (n/a -
Unknown - )

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

Not reported

EU-EC-
10013084176

26/07/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

Heart rate increased
(n/a - Unknown -
Disabling, Other
Medically Important
Condition),

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

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

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

Postural orthostatic
tachycardia
syndrome (n/a - Not
Recovered/Not
Resolved - Disabling,
Other Medically
Important Condition)

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

Not reported

EU-EC-
10013084210

26/07/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

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

Not available

12-17
Years

Not
Specified

Female

Dizziness (n/a -
Unknown -),

Headache (n/a -
Unknown - ),

Nausea (n/a -
Unknown - ),

Pain (n/a - Unknown

4

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

Sensitive skin (n/a -
Unknown - ),

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

Not reported

40/89
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Run Line Listing Report

Tachycardia (n/a -
Unknown - ),
Vaccination error
(n/a - Unknown - ),
Vomiting (n/a -
Unknown - )
EU-EC- 26/07/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Erythema (n/a - COMIRNATY Not reported
10013085421 Healthcare |Economic Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area - Other Medically COVID-19
Important immunisation - n/a -
Condition), [n/a - n/a - n/a])
Hypersensitivity (n/a
Recovering/Resolving
- Other Medically
Important
Condition),
Oedema (n/a -
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 26/07/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male Yes Syncope (1d - COMIRNATY Not reported
10013085776 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Economic - Other Medically COvID-19
Area Important Condition) |immunisation - Not
applicable - [1d - n/a
- n/a])
EU-EC- 26/07/2022 | Spontaneous |Non Non Not available 12-17 |Not Female |No COVID-19 (n/a - TOZINAMERAN Not reported
10013085847 Healthcare |European Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Economic - Other Medically COVID-19
Area Important immunisation - Not
Condition), applicable - [n/a - n/a
- n/a])
Vaccination failure
(n/a-
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 26/07/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Not No Petechiae (n/a - COMIRNATY Not reported
10013086138 Professional |Economic Years |Specified |Specified Unknown - ) [TOZINAMERAN] (S -
Area COVID-19
immunisation - Not
applicable - [n/a -
.3mL - Intramuscular
use])
EU-EC- 26/07/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Dizziness (n/a - TOZINAMERAN Not reported
10013086315 Professional |European Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Economic =) COVID-19
Area immunisation - Not
Headache (n/a - applicable - [1d - n/a
Recovering/Resolving |- Intramuscular use -
=) More in ICSR])
Hypotension (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Vaccination error
(n/a-
Recovering/Resolving
EU-EC- 26/07/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Not No Asthenia (n/a - COMIRNATY Not reported
10013086648 Professional |Economic Years |Specified |Specified Unknown - ), [TOZINAMERAN] (S -
Area COVID-19
Hypotonic- immunisation - Not
hyporesponsive applicable - [n/a -
episode (n/a - .3mL - Intramuscular
Unknown - ), use])
Malaise (n/a -
Unknown - ),
Pyrexia (72h -
Recovered/Resolved
Vaccination site
erythema (n/a -
Unknown - ),
Vaccination site pain
(n/a - Not
Recovered/Not
Resolved - ),
Vaccination site pain
(n/a - Unknown - ),
Vaccination site
warmth (n/a -
Unknown - )
EU-EC- 26/07/2022 | Spontaneous |Healthcare  |Non Not available 12-17 |Not Male No Asthenia (n/a - TOZINAMERAN Not reported
10013086802 Professional |European Years | Specified Unknown - ), [TOZINAMERAN] (S -
Economic COVID-19
Area Dehydration (n/a - immunisation - Not
Unknown -), applicable - [1d - n/a
- Intramuscular use])
Dizziness (n/a -
Unknown - ),
Dyspnoea (n/a -
Unknown - ),
Hypothermia (n/a -
Unknown - Other
Medically Important
Condition),
Trritability (n/a -
Unknown - ),
Lethargy (n/a -
https://dap.ema.europa.eu/analytics/saw.dlI?Go 41/89
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Run Line Listing Report

Unknown - )

Nausea (n/a -
Unknown - ),

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

Vaccination error
(n/a - Unknown - )

EU-EC-
10013086984

26/07/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Abdominal pain (n/a

Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

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

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

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

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

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

Not reported

EU-EC-
10013087329

26/07/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

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

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

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

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

Not reported

EU-EC-
10013087380

26/07/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

Fatigue (n/a -
Unknown - ),

General physical
health deterioration
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Interstitial lung
disease (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

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

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

Not reported

EU-EC-
10013087386

26/07/2022

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

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Angina pectoris
(30min -
Recovered/Resolved
- Other Medically
Important
Condition),

Feeling abnormal
(n/a - Unknown - ),

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

Not reported
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Run Line Listing Report

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

Pain in extremity
2wk -
Recovered/Resolved
=)
Pyrexia (n/a -
Unknown - ),
Sitting disability (2wk
Recovered/Resolved
EU-EC- 26/07/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Urticaria (n/a - COMIRNATY Not reported
10013087712 Professional |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Area - Caused/Prolonged |COVID-19
Hospitalisation) immunisation - n/a -
[n/a-n/a-
Intramuscular use])
EU-EC- 26/07/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Not No Syncope (n/a - COMIRNATY Not reported
10013087809 Professional |Economic Years |Specified |Specified Unknown - [TOZINAMERAN] (S -
Area Caused/Prolonged COVID-19
Hospitalisation, immunisation - Not
Other Medically applicable - [n/a -
Important Condition) |.3mL - Intramuscular
use])
EU-EC- 26/07/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Dehydration (n/a- |COMIRNATY Not reported
10013087821 Professional |European Years |Specified Unknown - ), [TOZINAMERAN] (S -
Economic COVID-19
Area Diarrhoea (4d - immunisation - Not
Recovered/Resolved |applicable - [1d - n/a
- Caused/Prolonged |- Intramuscular use])
Hospitalisation),
Gastroenteritis (n/a -
Unknown - ),
Vomiting (3d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)
EU-EC- 26/07/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported
10013087905 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a - n/a - [n/a - n/a
Condition), - Intramuscular use])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 26/07/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported
10013087906 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a - n/a - [n/a - n/a
Condition), - Intramuscular use])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 26/07/2022 | Spontaneous |Healthcare  |Non Not available 12-17 |Not Female |No Dizziness (n/a - TOZINAMERAN Not reported
10013087914 Professional |European Years |Specified Unknown - ), [TOZINAMERAN] (S -
Economic COVID-19
Area Headache (n/a - immunisation - Not
Unknown - ), applicable - [1d - n/a
- Intramuscular use])
Hypotension (n/a -
Unknown - ),
Nausea (n/a -
Unknown -),
Pain (n/a - Unknown
=)
Sensitive skin (n/a -
Unknown - ),
Syncope (n/a -
Unknown - Other
Medically Important
Condition),
Tachycardia (n/a -
Unknown -),
Vaccination error
(n/a - Unknown - )
EU-EC- 26/07/2022 | Spontaneous |Healthcare  |Non Not available 12-17 |Not Male No Chills (n/a - TOZINAMERAN Not reported
10013088054 Professional |European Years |Specified Unknown - ), [TOZINAMERAN] (S -
Economic COVID-19
Area Depressed level of  |immunisation - Not
consciousness (n/a - |applicable - [1d - n/a
Unknown - Other - Intramuscular use])
Medically Important
Condition),
Dizziness (n/a -
Unknown -),
Nausea (n/a -
Unknown - ),
Pain (n/a - Unknown
=
Pallor (n/a -
Unknown - ),
Sensitive skin (n/a -
Unknown -),
Vaccination error
(n/a - Unknown - ),
Vaccination site pain
(n/a - Unknown - )
EU-EC- 26/07/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Vaccination site pain |COMIRNATY Not reported
10013088129 Professional |Economic Years |Specified (nfa- [TOZINAMERAN] (S -
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Area

Run Line Listing Report

Recovered/Resolved

COvID-19
immunisation - n/a -
[n/a-n/a-
Intramuscular use])

EU-EC-
10013088270

26/07/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

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

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

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

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

Not reported

EU-EC-
10013088344

26/07/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

Vaccination error
(n/a - Unknown - ),

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

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

Not reported

EU-EC-
10013088345

26/07/2022

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

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

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

Not reported
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Run Line Listing Report

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

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

Vaccination error

(n/a - Unknown -

Caused/Prolonged
Hospitalisation),

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

EU-EC-
10013088347

26/07/2022

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

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

Loss of
consciousness (1h -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

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

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

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

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

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

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

Vaccination error
(n/a - Unknown - ),

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

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

Not reported
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Vomiting (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important Condition)
EU-EC- 26/07/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Dizziness (n/a - TOZINAMERAN Not reported
10013088395 Professional |European Years |Specified Unknown - ), [TOZINAMERAN] (S -
Economic COVID-19
Area Loss of immunisation - Not
consciousness (n/a - |applicable - [1d - n/a
Unknown - Other - Intramuscular use])
Medically Important
Condition),
Seizure (n/a -
Unknown - Other
Medically Important
Condition),
Somnolence (n/a -
Unknown - ),
Vaccination error
(n/a - Unknown - ),
Vomiting (n/a -
Unknown - )
EU-EC- 26/07/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Heavy menstrual COMIRNATY Not reported
10013088795 Professional |European Years |Specified bleeding (n/a - [TOZINAMERAN] (S -
Economic Recovered/Resolved |COVID-19
Area - Caused/Prolonged |immunisation - Not
Hospitalisation) applicable - [1d - n/a
- Intramuscular use])
EU-EC- 26/07/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Herpes zoster (n/a - |COMIRNATY Not reported
10013088959 Healthcare |Economic Years Unknown - Other [TOZINAMERAN] (S -
Professional |Area Medically Important |COVID-19
Condition) immunisation - Drug
withdrawn - [n/a -
1{DF} - Intramuscular
use])
EU-EC- 26/07/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Oligomenorrhoea COMIRNATY TRESIBA [INSULI
10013089041 Healthcare |Economic Years (n/a - Not [TOZINAMERAN] (S - |DEGLUDEC] (C -
Professional |Area Recovered/Not COVID-19 1 diabetes mellit.
Resolved - Other immunisation - Not nfa-[n/fa-n/a-
Medically Important |applicable - [1d - n/a |Subcutaneous ust
Condition) - Intramuscular use])
EU-EC- 26/07/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Diarrhoea (n/a - COMIRNATY Not reported
10013089141 Healthcare |Economic Years Unknown - ), [TOZINAMERAN] (S -
Professional |Area COVID-19
Dysmenorrhoea (n/a |immunisation - Not
- Not Recovered/Not |applicable - [1d -
Resolved - Other 1{DF} - Intramuscular
Medically Important |use])
Condition),
Headache (n/a -
Unknown - ),
Malaise (n/a -
Unknown - ),
Oligomenorrhoea
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 26/07/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Immunisation COMIRNATY Not reported
10013089321 Healthcare |Economic Years reaction (1d - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |COVID-19
=), immunisation - n/a -
[1d - .3mL -
Malaise (1d - Intramuscular use])
Recovered/Resolved
EU-EC- 26/07/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Injection site pain COMIRNATY Not reported
10013089378 Healthcare |Economic Years (nfa- [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |COVID-19
- immunisation - Not
applicable - [1d -
1{DF} - Intramuscular
use])
EU-EC- 26/07/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Cough (n/a - COMIRNATY Not reported
10013089381 Healthcare  |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area -) COVID-19
immunisation - Not
applicable - [1d -
1{DF} - Intramuscular
use])
EU-EC- 26/07/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Asthenia (n/a - COMIRNATY Not reported
10013089385 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area - COVID-19
immunisation - Not
applicable - [1d -
1{DF} - Intramuscular
use])
EU-EC- 26/07/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Injection site COMIRNATY Not reported
10013089386 Healthcare |Economic Years erythema (n/a - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |COVID-19
=) immunisation - Not
applicable - [1d -
1{DF} - Intramuscular
use])
EU-EC- 26/07/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Abdominal pain (n/a |COMIRNATY Not reported
10013089388 Healthcare |Economic Years - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |COVID-19
=), immunisation - Not
applicable - [1d -
Pain (n/a - 1{DF} - Intramuscular
Recovered/Resolved |use])
EU-EC- 26/07/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Pain (n/a - COMIRNATY Not reported
10013089389 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area - COVID-19
immunisation - Not
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applicable - [1d -
1{DF} - Intramuscular
use])
EU-EC- 26/07/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Pain (n/a - COMIRNATY Not reported
10013089390 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area - COVID-19
immunisation - Not
applicable - [1d -
1{DF} - Intramuscular
use])
EU-EC- 26/07/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Asthenia (n/a - COMIRNATY Not reported
10013089392 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) COVID-19
immunisation - Not
Pain (n/a - applicable - [1d -
Recovered/Resolved |1{DF} - Intramuscular
- use])
EU-EC- 26/07/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Diarrhoea (n/a - COMIRNATY Not reported
10013089393 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) COVID-19
immunisation - Not
Myalgia (n/a - applicable - [1d -
Recovered/Resolved |1{DF} - Intramuscular
-) use])
EU-EC- 26/07/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Arthralgia (n/a - COMIRNATY Not reported
10013089394 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =), COVID-19
immunisation - Not
Myalgia (n/a - applicable - [1d -
Recovered/Resolved |1{DF} - Intramuscular
=) use])
Pain (n/a -
Recovered/Resolved
EU-EC- 26/07/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Myalgia (n/a - COMIRNATY Not reported
10013089395 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =), COvID-19
immunisation - Not
Pain (n/a - applicable - [1d -
Recovered/Resolved |1{DF} - Intramuscular
- use])
EU-EC- 26/07/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Injection site pain COMIRNATY Not reported
10013089396 Healthcare |Economic Years (n/a - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |COVID-19
=), immunisation - Not
applicable - [1d -
Pain (n/a - 1{DF} - Intramuscular
Recovered/Resolved |use])
EU-EC- 26/07/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Asthenia (n/a - COMIRNATY Not reported
10013089398 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) COVID-19
immunisation - Not
Headache (n/a - applicable - [1d -
Recovered/Resolved |1{DF} - Intramuscular
- use])
EU-EC- 26/07/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Injection site joint COMIRNATY Not reported
10013089399 Healthcare |Economic Years pain (n/a - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |COVID-19
- immunisation - Not
applicable - [1d -
1{DF} - Intramuscular
use])
EU-EC- 26/07/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Nausea (n/a - COMIRNATY Not reported
10013089400 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) COVID-19
immunisation - Not
Pain (n/a - applicable - [1d -
Recovered/Resolved |1{DF} - Intramuscular
- use])
EU-EC- 26/07/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Pyrexia (n/a - COMIRNATY Not reported
10013089401 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area - COVID-19
immunisation - Not
applicable - [1d -
1{DF} - Intramuscular
use])
EU-EC- 26/07/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Asthenia (n/a - COMIRNATY Not reported
10013089404 Healthcare  |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) COVID-19
immunisation - Not
Vaccination site pain |applicable - [1d -
(n/a - 1{DF} - Intramuscular
Recovered/Resolved |use])
EU-EC- 26/07/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Abdominal pain (n/a |TOZINAMERAN Not reported
10013089411 Professional |European Years |Specified - Unknown - Other  |[TOZINAMERAN] (S -
Economic Medically Important |COVID-19
Area Condition), immunisation - Not
applicable - [1d - n/a
Asthenia (n/a - - Intramuscular use])
Unknown - ),
Diarrhoea (n/a -
Unknown - Other
Medically Important
Condition),
Fatigue (n/a -
Unknown - ),
Malaise (n/a -
Unknown - ),
Vaccination error
(n/a - Unknown - ),
Vomiting (n/a -
Unknown - )
EU-EC- 26/07/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Dysmenorrhoea (n/a | COMIRNATY Not reported
10013089413 Healthcare  |Economic Years - Not Recovered/Not |[TOZINAMERAN] (S -
Professional |Area Resolved - ) COvID-19
immunisation - Not
applicable - [n/a -
1{DF} - Intramuscular
use])

https://dap.ema.europa.eu/analytics/saw.dll?Go
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EU-EC-
10013089442

26/07/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

Run Line Listing Report

12-17
Years

Adolescent

Female

No

Malaise (n/a -
Recovering/Resolving
Vomiting (n/a -
Recovering/Resolving

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

Not reported

EU-EC-
10013089623

26/07/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Dizziness (n/a -
Unknown - ),

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

Vaccination error
(n/a - Unknown - )

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

Not reported

EU-EC-
10013089625

26/07/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

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

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

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

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

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

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

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

Not reported

EU-EC-
10013089656

26/07/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

Dizziness (n/a -
Unknown - ),

Vaccination error
(n/a - Unknown - )

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

Not reported

EU-EC-
10013090010

26/07/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Abdominal pain (n/a

Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

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

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

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

Not reported

EU-EC-
10013090101

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

26/07/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

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

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

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

Vaccination error

(n/a - Unknown -

Caused/Prolonged
Hospitalisation),

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

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

EU-EC-
10013090130

26/07/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

Generalised tonic-
clonic seizure (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

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

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

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

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

Not reported

EU-EC-
10013090280

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

26/07/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

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

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

Pain (n/a -

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

Not reported
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Recovered/Resolved
With Sequelae -
Caused/Prolonged
Hospitalisation),

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

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

Vaccination error
(n/a - Unknown - ),

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

EU-EC-
10013090307

26/07/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

Depressed level of
consciousness (n/a -
Unknown -
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

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

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

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

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

Not reported

EU-EC-
10013090308

26/07/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

Vaccination error
(n/a - Unknown - )

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

Not reported

EU-EC-
10013090309

26/07/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

Vaccination error
(n/a -
Recovered/Resolved
=)

Vaccination site pain
(n/a-
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10013090311

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

26/07/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Asthenia (n/a -
Unknown - ),

Fatigue (n/a -
Unknown -),

Pain (n/a - Unknown

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

Not reported
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-

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

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

Rash (n/a - Unknown

g

Sensitive skin (n/a -
Unknown - ),

Skin injury (n/a -
Unknown -),

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

Urticaria (n/a -
Recovering/Resolving
=l

Vaccination error
(n/a - Unknown - )

EU-EC-
10013090495

26/07/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

Not reported

EU-EC-
10013090550

26/07/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Dizziness (n/a -
Unknown - ),

Nausea (n/a -
Unknown - ),

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

Vaccination error
(n/a - Unknown - )

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

Not reported

EU-EC-
10013090554

26/07/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Arthralgia (n/a -
Unknown - ),

Asthenia (n/a -
Unknown -),

Cough (n/a -
Unknown -),

Diarrhoea (n/a -
Unknown - ),

Eye pain (n/a -
Unknown - ),

Faeces discoloured
(n/a - Unknown - ),

Fatigue (n/a -
Unknown - ),

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

Myalgia (n/a -
Unknown - ),

Oropharyngeal pain
(n/a - Unknown - ),

Pyrexia (n/a -
Unknown -),

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

Vaccination error
(n/a - Unknown - )

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

Not reported

EU-EC-
10013090723

26/07/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Dizziness (n/a -
Recovered/Resolved
=)

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

Vaccination error
(n/a - Unknown - )

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

Not reported

EU-EC-
10013090826

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

26/07/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Odynophagia (n/a -
Recovered/Resolved
=)

Oedema peripheral
(n/a -
Recovered/Resolved

4

Oropharyngeal pain
(n/a-
Recovered/Resolved

)

Pancytopenia (n/a -
Recovered/Resolved

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

Not reported
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- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Pyrexia (n/a -
Recovered/Resolved

r

Vaccination error
(n/a - Unknown - )

EU-EC-
10013090963

26/07/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

Vaccination error
(nfa-
Recovered/Resolved

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

Not reported

EU-EC-
10013091034

26/07/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

Vaccination error

(n/a - Unknown -

Caused/Prolonged
Hospitalisation),

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

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

Not reported

EU-EC-
10013091177

26/07/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Asthenia (n/a -
Unknown - ),

Fatigue (n/a -
Unknown - ),

Gingival bleeding (3d

Recovered/Resolved

I

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

Menstrual disorder
(nfa-
Recovered/Resolved

4

Pain (n/a - Unknown

W

Sensitive skin (n/a -
Unknown - ),

Vaccination error
(n/a - Unknown - )

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

Not reported

EU-EC-
10013091271

26/07/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

Not reported

EU-EC-
10013091293

26/07/2022

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

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Dizziness (n/a -
Recovering/Resolving
=)

Dyspnoea (n/a -
Recovering/Resolving

4

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

Not reported
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Headache (n/a -
Recovering/Resolving

4

Respiratory distress
(nfa-
Recovering/Resolving
- Other Medically
Important
Condition),

Vaccination error
(n/a -
Recovering/Resolving

EU-EC-
10013091315

26/07/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Dizziness (n/a -
Unknown - ),

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

Vaccination error
(n/a - Unknown - ),

Vision blurred (n/a -
Unknown - )

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

Not reported

EU-EC-
10013091336

26/07/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

Vaccination error

(n/a - Unknown -

Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10013091355

26/07/2022

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

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

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

Guillain-Barre
syndrome (n/a -
Unknown -
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

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

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

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

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

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

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

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

Not reported
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Important
Condition),

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

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

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

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

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

Vaccination error
(n/a - Unknown - )

EU-EC-
10013091697

26/07/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Blood pressure
decreased (n/a -
Recovering/Resolving

4

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

Dizziness (n/a -
Recovering/Resolving

=)

Headache (n/a -
Recovering/Resolving

4

Heart rate decreased
(n/a -
Recovering/Resolving

4

Respiratory rate
decreased (n/a -
Recovering/Resolving

4

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

Vaccination error
(n/a -
Recovering/Resolving

)

Vomiting (n/a -
Recovering/Resolving

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

Not reported

EU-EC-
10013091761

26/07/2022

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

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

Disseminated
Bacillus Calmette-
Guerin infection (n/a
Recovered/Resolved
- Other Medically
Important
Condition),

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

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

Nausea (n/a -
Recovered/Resolved
- Other Medically
Important

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

Not reported
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Condition),

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

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

EU-EC-
10013091829

26/07/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

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

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

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

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

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

Not reported

EU-EC-
10013091883

26/07/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

Dizziness (n/a -
Unknown - ),

Fall (n/a - Unknown -

a

Hyperhidrosis (n/a -
Unknown - ),

Hypotension (n/a -
Unknown - ),

Pallor (n/a -
Unknown - ),

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

Vaccination error
(n/a - Unknown - )

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

Not reported

EU-EC-
10013091937

26/07/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Somnolence (n/a -
Unknown - ),

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

Vaccination error
(n/a - Unknown - )

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

Not reported

EU-EC-
10013091994

26/07/2022

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

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Asthenia (n/a -
Unknown - ),

Dizziness (n/a -
Unknown - ),

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

Photopsia (n/a -
Unknown - ),

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

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

Not reported

55/89



30.11.2022 15.29

Run Line Listing Report

Tachycardia (n/a -
Unknown - ),

Tinnitus (n/a -
Unknown - ),

Vaccination error
(n/a - Unknown - )

EU-EC-
10013092130

26/07/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Depressed level of
consciousness (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

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

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

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

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

Not reported

EU-EC-
10013092131

26/07/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

Guillain-Barre
syndrome (n/a -
Unknown -
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

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

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

Vaccination error

(n/a - Unknown -

Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10013092176

26/07/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Asthenia (n/a -
Recovered/Resolved

)

Chills (n/a -
Recovered/Resolved

g

Dizziness (n/a -
Recovered/Resolved

4

Fatigue (n/a -
Recovered/Resolved

4

Hyperhidrosis (n/a -
Recovered/Resolved
=)

Pallor (n/a -
Recovered/Resolved

-

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

Vaccination error
(n/a-
Recovered/Resolved

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

Not reported

EU-EC-
10013092397

26/07/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

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

Not available

12-17
Years

Not
Specified

Female

Dizziness (n/a -
Recovered/Resolved

4

Generalised tonic-
clonic seizure (n/a -
Recovered/Resolved
- Other Medically

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

Not reported
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Important
Condition),

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

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

Vaccination error
(n/a -
Recovered/Resolved

EU-EC-
10013092442

26/07/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Dizziness (n/a -
Unknown - ),

Headache (n/a -
Unknown -),

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

Vaccination error
(n/a - Unknown - )

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

Not reported

EU-EC-
10013092444

26/07/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

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

Vaccination error

(n/a - Unknown -

Caused/Prolonged
Hospitalisation),

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

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

Not reported

EU-EC-
10013092445

26/07/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

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

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

Fatigue (n/a -

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

Not reported
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Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

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

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

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

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

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

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

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

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

Vaccination error
(nfa-
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important Condition)

EU-EC-
10013092725

26/07/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

Vaccination error
(n/a - Unknown - )

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

Not reported

EU-EC-
10013092743

26/07/2022

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

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

Generalised tonic-

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

Not reported
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clonic seizure (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

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

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

EU-EC-
10013092891

26/07/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

Product
administration error
(n/a - Unknown - )

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

Not reported

EU-EC-
10013092945

26/07/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

Not reported

EU-EC-
10013093046

26/07/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

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

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

Not reported

EU-EC-
10013093083

26/07/2022

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

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

Dizziness (n/a -
Unknown - ),

Headache (n/a -

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

Not reported
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Unknown - ),

Nausea (n/a -
Unknown - )

EU-EC-
10013093091

26/07/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Abdominal pain (n/a

Recovered/Resolved

4

Asthenia (n/a -
Recovered/Resolved

4

Body temperature
increased (n/a -
Recovered/Resolved

=)

Choluria (n/a -
Recovered/Resolved
=)

Cough (n/a -
Recovered/Resolved

4

Decreased appetite
(n/a-
Recovered/Resolved

4

Deficiency of bile
secretion (n/a -
Recovered/Resolved
=)

Fatigue (n/a -
Recovered/Resolved
=)

Headache (n/a -
Recovered/Resolved
=)

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

Nausea (n/a -
Recovered/Resolved

4

Oropharyngeal pain
(nfa-
Recovered/Resolved

4

Pain (n/a -
Recovered/Resolved

)

Pharyngitis (n/a -
Recovered/Resolved
=)

Pyrexia (n/a -
Recovered/Resolved
=)

Sensitive skin (n/a -
Recovered/Resolved
=k

Vaccination error
(n/a -
Recovered/Resolved

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

Not reported

EU-EC-
10013093200

26/07/2022

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

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

Respiratory distress
(n/a-
Recovered/Resolved

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

Not reported
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- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

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

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

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

EU-EC-
10013093273

26/07/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Asthenia (n/a -
Unknown - ),

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

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

Dizziness (n/a -
Unknown - ),

Dysstasia (n/a -
Unknown - ),

Gait inability (n/a -
Unknown - ),

Headache (n/a -
Unknown - ),

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

Pyrexia (n/a -
Unknown - ),

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

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

Not reported

EU-EC-
10013093298

26/07/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

Depressed level of
consciousness (n/a -
Unknown -
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

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

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

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

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

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

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

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

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

[FLUOXETINE,
FLUOXETINE
HYDROCHLORIDE
-nfa-nfa-[n/a

- n/a]),

[GABAPENTIN] (¢
nfa-n/a-[n/a-
300mg - n/al)

EU-EC-
10013093444

26/07/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

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

Not available

12-17
Years

Not
Specified

Female

Abdominal pain (n/a

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

Anaphylactic reaction
(nfa-
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important

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

Not reported
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Condition),

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

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

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

Decreased appetite
(nfa-
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

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

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

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

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

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

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

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

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

Oropharyngeal pain
(nfa-
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Pain in extremity
(nfa-
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

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

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

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

Sensation of foreign
body (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Vaccination error
(nfa-
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Vaccination site pain
(nfa-
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important Condition)

EU-EC-
10013093461

26/07/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

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

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

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

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

Vaccination error

(n/a - Unknown -

Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10013093483

26/07/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

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

Not available

12-17
Years

Not
Specified

Male

Abdominal pain (n/a
- Unknown - ),

Alanine
aminotransferase
increased (n/a -
Unknown - ),

Anaemia (n/a -
Unknown - ),

Anal haemorrhage
(n/a - Unknown - ),

Anal infection (n/a -

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

REVOLADE
[ELTROMBOPAG]
nfa-n/a-[n/a-
Oral use]),

[ACICLOVIR SOD
(C-nfa-n/a-[r
n/a - n/al),

[CICLOSPORIN] (

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

[FOLIC ACID] (C
-nfa-[n/a-n/a
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Unknown - ),

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

Aspartate
aminotransferase
increased (n/a -
Unknown - ),

Chest pain (n/a -
Unknown - ),

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

Contusion (n/a -
Unknown - ),

Death (n/a - Fatal -
Results in Death,
Other Medically
Important
Condition),

Gastrointestinal
infection (n/a -
Unknown - ),

General physical
health deterioration
(n/a - Unknown - ),

Haematocrit
decreased (n/a -
Unknown - ),

Haemoglobin
decreased (n/a -
Unknown - ),

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

Lymphocyte
percentage increased
(n/a - Unknown - ),

Monocyte count
decreased (n/a -
Unknown - ),

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

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

Neutrophil count
decreased (n/a -
Unknown - ),

Neutrophil
percentage
decreased (n/a -
Unknown - ),

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

Petechiae (n/a -
Unknown - ),

Platelet count
decreased (n/a -
Unknown - ),

Pyrexia (n/a -
Unknown - ),

Rash (n/a - Unknown

4

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

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

White blood cell
count decreased (n/a

use]),

[SODIUM] (C - n/
n/fa-[n/fa-n/a-

- Unknown - )
EU-EC- 26/07/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Asthenia (n/a - TOZINAMERAN Not reported
10013093518 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Economic - Caused/Prolonged |COVID-19
Area Hospitalisation, immunisation - Not
Other Medically applicable - [1d - n/a
Important - Intramuscular use])
https://dap.ema.europa.eu/analytics/saw.dlI?Go 64/89
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Condition),

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

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

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

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

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

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

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

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

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

Vaccination error
(n/a - Unknown - )

EU-EC-
10013093640

26/07/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

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

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

Sensitive skin (n/a -
Unknown - Other
Medically Important
Condition)

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

Not reported

EU-EC-
10013093642

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

26/07/2022

Spontaneous

Healthcare
Professional

Non
European

Not available

12-17
Years

Not
Specified

Female

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

TOZINAMERAN
[TOZINAMERAN] (S -
COVID-19

Not reported
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Important
Condition),

Dizziness (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),

Hypotension (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),

Nausea (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),

Pallor (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),

Vaccination error
(n/a - Unknown - )

immunisation - Not
applicable - [1d - n/a
- Intramuscular use])

EU-EC-
10013093695

26/07/2022 |Spontaneous |Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Blood pressure
increased (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),

Dysuria (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Pyrexia (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Renal impairment
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

Tremor (n/a -
Unknown -
Caused/Prolonged
Hospitalisation)

COMIRNATY
[TOZINAMERAN] (S -
COvID-19
immunisation - Not
applicable - [1d - n/a
- n/a])

Not reported

EU-EC-
10013093824

26/07/2022 |Spontaneous |Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Malaise (n/a -
Unknown - ),

Pyrexia (n/a -
Unknown -)

COMIRNATY
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [1d -
1{DF} - n/al])

Not reported

EU-EC-
10013093827

26/07/2022 |Spontaneous |Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Arthralgia (n/a -
Unknown - ),

Malaise (n/a -
Unknown -),

Nausea (n/a -
Unknown - ),

Pyrexia (n/a -
Unknown - )

COMIRNATY
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [1d -
1{DF} - n/a])

COVID-19 MRNA
VACCINE MODER
(CX-024414) [CO'
19 MRNA VACCIN
MODERNA (CX-
024414)] (C - CO
19 immunisation
applicable - [1d -
1{DF} - n/a])

EU-EC-
10013094028

26/07/2022 |Spontaneous |Healthcare
Professional

https://dap.ema.europa.eu/analytics/saw.dll?Go

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Arthralgia (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Asthenia (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Body temperature
increased (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Dizziness (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Dyspnoea (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Dysstasia (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Fatigue (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

TOZINAMERAN
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [1d - n/a
- Intramuscular use])

Not reported
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Headache (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Heart rate increased
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Inflammation (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Lymphadenopathy
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Myalgia (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Nausea (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Oedema (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Pain (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Pyrexia (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Respiratory distress
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Sensitive skin (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Tachycardia (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Vaccination error
(n/a - Unknown - ),

Vision blurred (n/a -
Not Recovered/Not
Resolved -

Caused/Prolonged
Hospitalisation)
EU-EC- 26/07/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Blood glucose TOZINAMERAN Not reported
10013094540 Professional |European Years |Specified abnormal (n/a - [TOZINAMERAN] (S -
Economic Unknown - Other COVID-19
Area Medically Important |immunisation - Not
Condition), applicable - [1d - n/a
- Intramuscular use -
Blood pressure More in ICSR])
abnormal (n/a -
Unknown - Other
Medically Important
Condition),
Dizziness (n/a -
Unknown - ),
Nausea (n/a -
Unknown - ),
Vaccination error
(n/a - Unknown - )
EU-EC- 25/07/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Asthenia (n/a - TOZINAMERAN Not reported
10013075571 Professional |European Years |Specified Unknown - ), [TOZINAMERAN] (S -
Economic COVID-19
Area Expired product immunisation - Not
administered (n/a - |applicable - [1d - n/a
Unknown - ), - Intramuscular use])
Fatigue (n/a -
Unknown - ),
https://dap.ema.europa.eu/analytics/saw.dlI?Go 67/89
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Hyperhidrosis (n/a -
Unknown - ),

Syncope (n/a -
Unknown - Other
Medically Important
Condition),

Vaccination error
(n/a - Unknown - )

EU-EC-
10013075897

25/07/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Headache (n/a -
Unknown - ),

Hypoaesthesia (n/a -
Unknown - ),

Paraesthesia (n/a -
Unknown - ),

Presyncope (n/a -
Unknown - ),

Syncope (n/a -
Unknown - Other
Medically Important
Condition),

Vaccination error
(n/a - Unknown - ),

Visual field defect
(n/a - Unknown - )

TOZINAMERAN
[TOZINAMERAN] (S -
COvID-19
immunisation - Not
applicable - [1d - n/a
- Intramuscular use])

Not reported

EU-EC-
10013076442

25/07/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Abdominal pain (n/a
- Unknown - ),

Asthenia (n/a -
Unknown - ),

Dizziness (n/a -
Unknown - Other
Medically Important
Condition),

Erythema (n/a -
Unknown - ),

Hyperhidrosis (n/a -
Unknown - ),

Hypotension (n/a -
Unknown - Other
Medically Important
Condition),

Inflammation (n/a -
Unknown - ),

Nausea (n/a -
Unknown -),

Oedema (n/a -
Unknown - ),

Pain (n/a - Unknown

)

Sensitive skin (n/a -
Unknown - ),

Vaccination error
(n/a - Unknown - ),

Vision blurred (n/a -
Unknown - )

TOZINAMERAN
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [1d - n/a
- Intramuscular use])

Not reported

EU-EC-
10013076651

25/07/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Febrile convulsion
(n/a - Unknown - ),

Pain (n/a - Unknown

=)

Seizure (n/a -
Unknown - Other
Medically Important
Condition),

Sensitive skin (n/a -
Unknown - ),

Vaccination error
(n/a - Unknown - )

TOZINAMERAN
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [1d - n/a
- Intramuscular use])

Not reported

EU-EC-
10013076892

25/07/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Epistaxis (1h -
Recovered/Resolved
- Other Medically
Important
Condition),

Inappropriate
schedule of product
administration (n/a -
Unknown - )

COMIRNATY
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [1d - n/a
- n/a])

Not reported

EU-EC-
10013076977

25/07/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Chills (n/a -
Unknown - ),

Hypoaesthesia (n/a -
Unknown - ),

Syncope (n/a -
Unknown - Other
Medically Important
Condition),

Vaccination error
(n/a - Unknown - )

TOZINAMERAN
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [1d - n/a
- Intramuscular use])

Not reported

EU-EC-
10013077030

25/07/2022

https://dap.ema.europa.eu/analytics/saw.dll?Go

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Drug ineffective (9d -
Recovered/Resolved
- Other Medically
Important
Condition),

COMIRNATY
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [1d - n/a
- n/a])

Not reported

68/89
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Suspected COVID-19
(9d -
Recovered/Resolved
- Other Medically
Important Condition)

EU-EC-
10013077047

25/07/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Arrhythmia (n/a -
Not Recovered/Not
Resolved - Life
Threatening,
Caused/Prolonged
Hospitalisation,
Disabling),

Brugada syndrome
(n/a - Not
Recovered/Not
Resolved - Life
Threatening,
Caused/Prolonged
Hospitalisation,
Disabling),

Cardio-respiratory
arrest (n/a - Not
Recovered/Not
Resolved - Life
Threatening,
Caused/Prolonged
Hospitalisation,
Disabling),

Cardiomyopathy (n/a
- Not Recovered/Not
Resolved - Life
Threatening,
Caused/Prolonged
Hospitalisation,
Disabling),

Long QT syndrome
(n/a - Not
Recovered/Not
Resolved - Life
Threatening,
Caused/Prolonged
Hospitalisation,
Disabling),

Syncope (n/a - Not
Recovered/Not
Resolved - Life
Threatening,
Caused/Prolonged
Hospitalisation,
Disabling),

Ventricular fibrillation
(n/a - Not
Recovered/Not
Resolved - Life
Threatening,
Caused/Prolonged
Hospitalisation,
Disabling),

Ventricular
tachycardia (n/a -
Not Recovered/Not
Resolved - Life
Threatening,
Caused/Prolonged
Hospitalisation,
Disabling)

COMIRNATY
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [1d -
.3mL - n/a])

[BUDESONIDE,
FORMOTEROL
FUMARATE
DIHYDRATE,
FORMOTEROL
FUMARATE,
BUDESONIDE] (C
Cough variant ast
-nfa-[n/a-n/a
n/a]),

[FEXOFENADINE,
FEXOFENADINE

HYDROCHLORIDE
- Seasonal allergy
-[n/a-120mg -1

[MONTELUKAST,
MONTELUKAST

SODIUM] (C - Co
variant asthma - |
[n/a - 1{DF} - n/:

EU-EC-
10013077343

25/07/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Anxiety (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Dizziness (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Vaccination error
(n/a - Unknown - )

TOZINAMERAN
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [1d - n/a
- Intramuscular use])

Not reported

EU-EC-
10013077633

25/07/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

Bronchitis (n/a -
Recovered/Resolved

4

Cough (n/a -
Recovered/Resolved

4

Pain in extremity
(n/a -
Recovered/Resolved

W

Pyrexia (n/a -
Recovered/Resolved

COMIRNATY
[TOZINAMERAN] (S -
COvID-19
immunisation - n/a -

[n/a - n/a - n/al)

Not reported

EU-EC-
10013077785

25/07/2022

https://dap.ema.europa.eu/analytics/saw.dll?Go

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Alanine
aminotransferase
increased (n/a - Not
Recovered/Not
Resolved - Disabling,
Other Medically
Important
Condition),

Antineutrophil
cytoplasmic antibody
positive (3wk - Not
Recovered/Not
Resolved - ),

Autoimmune
hepatitis (n/a - Not
Recovered/Not

COMIRNATY
[TOZINAMERAN] (S -
COvID-19
immunisation - Not
applicable - [n/a - n/a
- n/a])

Not reported

69/89
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Resolved - Disabling,
Other Medically
Important
Condition),

COVID-19 (7d -
Recovered/Resolved

4

Diarrhoea (3wk - Not
Recovered/Not
Resolved - ),

Fatigue (3wk - Not
Recovered/Not
Resolved - ),

Rhinitis (3wk - Not
Recovered/Not
Resolved - ),

Sinus disorder (3wk -
Recovered/Resolved
=)

Smooth muscle
antibody positive
(3wk - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

Sneezing (3wk -
Recovered/Resolved

4

Vaccination site pain
(n/a-
Recovered/Resolved

EU-EC-
10013078198

25/07/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Arthralgia (n/a -
Unknown - Other
Medically Important
Condition),

Erythema (n/a -
Unknown - Other
Medically Important
Condition),

Headache (n/a -
Unknown - Other
Medically Important
Condition),

Myalgia (n/a -
Unknown - Other
Medically Important
Condition),

Vaccination error
(n/a - Unknown - )

TOZINAMERAN
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [1d - n/a
- n/a])

Not reported

EU-EC-
10013078563

25/07/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Child

Female

Asthenia (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

Decreased appetite
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

Headache (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

Myalgia (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)

COMIRNATY
[TOZINAMERAN] (S -
COvID-19
immunisation - Not
applicable - [1d -
.3mL - Intramuscular
use])

Not reported

EU-EC-
10013078646

25/07/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Heavy menstrual
bleeding (n/a -
Recovered/Resolved
- Other Medically
Important Condition)

COMIRNATY
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [1d -
1{DF} - Intramuscular
use])

Not reported

EU-EC-
10013078749

25/07/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Epilepsy (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

Seizure (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)

COMIRNATY
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [1d - n/a
- n/a])

Not reported

EU-EC-
10013078783

25/07/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Polymenorrhoea (n/a
- Not Recovered/Not
Resolved - )

COMIRNATY
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - Intramuscular
use])

Not reported

EU-EC-
10013079120

25/07/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Heavy menstrual
bleeding (1a - Not
Recovered/Not
Resolved - )

COMIRNATY
[TOZINAMERAN] (S -
COvID-19
immunisation - n/a -
[1d - .3mL -
Intramuscular use])

Not reported

EU-EC- 25/07/2022

https://dap.ema.europa.eu/analytics/saw.dll?Go

Spontaneous

Healthcare

European

Not available

12-17

Adolescent

Female

No

Capillaritis (n/a - Not

COMIRNATY

Not reported

70/89
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10013079121 Professional |Economic Years Recovered/Not [TOZINAMERAN] (S -
Area Resolved - Other COVID-19
Medically Important |immunisation - n/a -
Condition) [id - .3mL -
Intramuscular use]),
GARDASIL [HUMAN
PAPILLOMAVIRUS
TYPE 11 L1 PROTEIN
- ADSORBED - IN
THE FORM OF VIRUS-
LIKE PARTICLES
PRODUCED IN YEAST
CELLS
(SACCHAROMYCES
CEREVISIAE CANADE
3C-5 (STRAIN 1895))
BY RDNA, HUMAN
PAPILLOMAVIRUS
TYPE 16 L1 PROTEIN
- ADSORBED - IN
THE FORM OF VIRUS-
LIKE PARTICLES
PRODUCED IN YEAST
CELLS
(SACCHAROMYCES
CEREVISIAE CANADE
3C-5 (STRAIN 1895))
BY RDNA, HUMAN
PAPILLOMAVIRUS
TYPE 18 L1 PROTEIN
- ADSORBED - IN
THE FORM OF VIRUS-
LIKE PARTICLES
PRODUCED IN YEAST
CELLS
(SACCHAROMYCES
CEREVISIAE CANADE
3C-5 (STRAIN 1895))
BY RDNA, HUMAN
PAPILLOMAVIRUS
TYPE 6 L1 PROTEIN -
ADSORBED - IN THE
FORM OF VIRUS-LIKE
PARTICLES
PRODUCED IN YEAST
CELLS
(SACCHAROMYCES
CEREVISIAE CANADE
3C-5 (STRAIN 1895))
BY RDNA,
AMORPHOUS
ALUMINIUM
HYDROXYPHOSPHATE
SULPHATE, HUMAN
PAPILLOMAVIRUS
TYPE 6 L1 PROTEIN,
HUMAN
PAPILLOMAVIRUS
TYPE 11 L1 PROTEIN,
HUMAN
PAPILLOMAVIRUS
TYPE 16 L1 PROTEIN,
HUMAN
PAPILLOMAVIRUS
TYPE 18 L1 PROTEIN,
HUMAN
PAPILLOMAVIRUS
VACCINE [TYPES 6,
11, 16, 18]
(RECOMBINANT,
ADSORBED)] (S -
Human papilloma
virus immunisation -
n/a-[1d-.5mL -
Intramuscular use])
EU-EC- 25/07/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Abdominal pain COMIRNATY Not reported
10013079386 Professional |European Years |Specified upper (n/a - Not [TOZINAMERAN] (S -
Economic Recovered/Not COVID-19
Area Resolved - ), immunisation - Not
applicable - [1d - n/a
Chest pain (n/a - Not |- n/a])
Recovered/Not
Resolved - ),
Concomitant disease
aggravated (n/a -
Not Recovered/Not
Resolved - ),
Costochondritis (n/a
- Not Recovered/Not
Resolved - ),
Dizziness (n/a - Not
Recovered/Not
Resolved - ),
Dyspnoea (n/a - Not
Recovered/Not
Resolved - ),
Fibrin D dimer
increased (n/a - Not
Recovered/Not
Resolved - ),
Haemoptysis (n/a -
Not Recovered/Not
Resolved - ),
Hypokalaemia (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition),
Myocarditis (n/a -
Not Recovered/Not
Resolved - Other
https://dap.ema.europa.eu/analytics/saw.dlI?Go 71/89
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Medically Important
Condition),

Palpitations (n/a -
Not Recovered/Not
Resolved - ),

Pyrexia (n/a - Not
Recovered/Not
Resolved - ),

Troponin increased
(n/a - Not
Recovered/Not
Resolved - )

EU-EC-
10013079498

25/07/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Presyncope (n/a -
Unknown - )

COMIRNATY
[TOZINAMERAN] (S -
COvID-19
immunisation - n/a -
[n/a-n/a-
Intramuscular use])

Not reported

EU-EC-
10013080351

25/07/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

COVID-19 (n/a -
Unknown - Other
Medically Important
Condition),

Drug ineffective (n/a
- Unknown - Other
Medically Important
Condition)

TOZINAMERAN
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [1d - n/a
- n/a - More in ICSR])

[ETHINYLESTRAC
NORGESTIMATE]
Contraception - n

[n/a - n/a - n/a])

EU-EC-
10013080377

25/07/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Consolini, R.. Case Report: MIS-C With
Prominent Hepatic and Pancreatic Involvement
in a Vaccinated Adolescent - A Critical
Reasoning. Frontiers in Pediatrics.
2022;10:10.3389/fped.2022.896903.
doi:10.3389/fped.2022.896903

12-17
Years

Not
Specified

Female

COVID-19 (n/a -
Unknown -
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Drug ineffective (n/a
- Unknown -
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Hepatitis (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Multisystem
inflammatory
syndrome in children
(n/a -
Recovered/Resolved
- Life Threatening,
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Pancreatitis (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Other Medically
Important Condition)

TOZINAMERAN
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [n/a - n/a
- n/a])

Not reported

EU-EC-
10013080919

25/07/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Immunodeficiency
(n/a - Unknown -
Other Medically
Important
Condition),

Myocarditis (n/a -
Unknown - Other
Medically Important
Condition)

COMIRNATY
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [n/a - n/a
- n/a])

Not reported

EU-EC-
10013081031

25/07/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

COVID-19 (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),

Vaccination failure
(n/a-
Recovering/Resolving
- Other Medically
Important Condition)

TOZINAMERAN
[TOZINAMERAN] (S -
COvID-19
immunisation - Not
applicable - [1d - n/a
- Intramuscular use -
More in ICSR])

Not reported

EU-EC-
10013081139

25/07/2022

https://dap.ema.europa.eu/analytics/saw.dll?Go

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Abdominal pain (n/a
- Unknown - ),

Anosmia (n/a -
Unknown -),

Arthralgia (n/a -
Unknown - ),

Chest pain (n/a -
Unknown - ),

Diarrhoea (n/a -
Unknown - ),

Dizziness (n/a -
Unknown - ),

Dysgeusia (n/a -
Unknown - ),

Dysphagia (n/a -
Unknown - ),

TOZINAMERAN
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [1d - n/a
- Intramuscular use])

Not reported
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Fatigue (n/a -
Unknown - ),

Headache (n/a -
Unknown - ),

Myalgia (n/a -
Unknown - ),

Nasal congestion
(n/a - Unknown - ),

Nausea (n/a -
Unknown - ),

Odynophagia (n/a -
Unknown - ),

Oropharyngeal pain
(n/a - Unknown - ),

Pyrexia (n/a -
Unknown - ),

Respiratory distress
(n/a - Unknown -
Other Medically
Important
Condition),

Rhinorrhoea (n/a -
Unknown - ),

Sneezing (n/a -
Unknown - ),

Vaccination error
(n/a - Unknown - ),

Vomiting (n/a -
Unknown - )

EU-EC-
10013081202

25/07/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Diarrhoea (n/a -
Unknown - ),

Headache (n/a -
Unknown - ),

Hypertension (n/a -
Unknown - Other
Medically Important
Condition),

Nausea (n/a -
Unknown - ),

Odynophagia (n/a -
Unknown - ),

Oropharyngeal pain
(n/a - Unknown - ),

Pain (n/a - Unknown

)

Sensitive skin (n/a -
Unknown - ),

Vaccination error
(n/a - Unknown - )

TOZINAMERAN
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [1d - n/a
- Intramuscular use])

Not reported

EU-EC-
10013081579

https://dap.ema.europa.eu/analytics/saw.dll?Go

25/07/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Arthralgia (n/a -
Unknown - ),

Asthenia (n/a -
Unknown - ),

Chills (n/a -
Unknown - ),

Decreased appetite
(n/a - Unknown - ),

Dizziness (n/a -
Unknown - ),

Fatigue (n/a -
Unknown - ),

Headache (n/a -
Unknown - ),

Herpes simplex (n/a
- Unknown - ),

Lymphadenopathy
(n/a - Unknown - ),

Myalgia (n/a -
Unknown -),

Oral mucosal
blistering (n/a -
Unknown - ),

Oropharyngeal pain
(n/a - Unknown - ),

Perioral dermatitis
(n/a - Unknown - ),

Pyrexia (n/a -
Unknown - Other
Medically Important
Condition),

Somnolence (n/a -
Unknown - ),

Tachycardia (n/a -
Unknown -),

TOZINAMERAN
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [1d - n/a
- Intramuscular use])

Not reported

73/89
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Urinary tract
infection (n/a -
Unknown - Other
Medically Important
Condition),
Vaccination error
(n/a - Unknown - )
EU-EC- 25/07/2022 |Spontaneous |Non Non Not available 12-17 |Not Male No COVID-19 (n/a - COMIRNATY Not reported
10013081627 Healthcare |European Years |Specified Unknown - Other [TOZINAMERAN] (S -
Professional |Economic Medically Important |COVID-19
Area Condition), immunisation - Not
applicable - [1d - n/a
Drug ineffective (n/a |- Intramuscular use -
- Unknown - Other  |More in ICSR])
Medically Important
Condition)
EU-EC- 25/07/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Headache (n/a - COMIRNATY Not reported
10013082049 Professional |Economic Years Unknown - ), [TOZINAMERAN] (S -
Area COVID-19
Malaise (n/a - immunisation - Not
Unknown - ), applicable - [1d -
1{DF} - n/al)
Pyrexia (n/a -
Unknown - ),
Vaccination site pain
(n/a - Unknown - )
EU-EC- 25/07/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Headache (n/a - COMIRNATY Not reported
10013082055 Professional |Economic Years Unknown - ), [TOZINAMERAN] (S -
Area COVID-19
Malaise (n/a - immunisation - Not
Unknown - ), applicable - [1d -
1{DF} - n/a])
Pyrexia (n/a -
Unknown - )
EU-EC- 25/07/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No Headache (n/a - COMIRNATY Not reported
10013082062 Professional |Economic Years Unknown -), [TOZINAMERAN] (S -
Area COVID-19
Malaise (n/a - immunisation - Not
Unknown -), applicable - [1d -
1{DF} - n/al)
Rash (n/a - Unknown
EU-EC- 25/07/2022 |Spontaneous |Healthcare |Non Yamamoto, S.. Myocarditis Following the 12-17 |Not Male No Chest discomfort COMIRNATY Not reported
10013082451 Professional |European |Second Dose of COVID-19 Vaccination in a Years |Specified (n/a - Unknown - ), |[TOZINAMERAN] (S -
Economic |Japanese Adolescent. Cureus. 2022;14 COVID-19
Area (3):10.7759/cureus.23474. Chest pain (3d - immunisation - Not
doi:10.7759/cureus.23474 Yamamoto, S.. A Recovered/Resolved |applicable - [1d - n/a
Case of 13-year-old Boy Presenting Myocarditis - Caused/Prolonged |- n/a])
After the 2nd COVID-19 Vaccination. The 133rd Hospitalisation),
Kinki Regional Meeting of the Japanese
Circulation Society. 2022;133rd:62 Insomnia (3d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Myocarditis (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),
Pyrexia (4d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)
EU-EC- 25/07/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Arthralgia (n/a - TOZINAMERAN Not reported
10013082686 Professional |European Years |Specified Unknown -), [TOZINAMERAN] (S -
Economic COVID-19
Area Asthenia (n/a - immunisation - Not
Unknown - ), applicable - [1d - n/a
- Intramuscular use])
Fatigue (n/a -
Unknown - ),
Headache (n/a -
Unknown - ),
Myalgia (n/a -
Unknown - ),
Pain (n/a - Unknown
Pyrexia (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Sensitive skin (n/a -
Unknown - ),
Vaccination error
(n/a - Unknown - )
EU-EC- 25/07/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Erythema (n/a - TOZINAMERAN Not reported
10013083399 Professional |European Years | Specified Unknown - Other [TOZINAMERAN] (S -
Economic Medically Important |COVID-19
Area Condition), immunisation - Not
applicable - [1d - n/a
Hypersensitivity (n/a |- Intramuscular use])
- Unknown - Other
Medically Important
Condition),
Vaccination error
(n/a - Unknown - )
EU-EC- 25/07/2022 |Spontaneous |Non Non Not available 12-17 |Not Male No Feeling abnormal COMIRNATY Not reported
10013084874 Healthcare |European Years |Specified (n/a- [TOZINAMERAN] (S -
Professional |Economic Recovered/Resolved |COVID-19
Area =) immunisation - Not
applicable - [1d - n/a
Hypoaesthesia (n/a - |- n/al)
Recovered/Resolved
- Caused/Prolonged
https://dap.ema.europa.eu/analytics/saw.dlI?Go 74/89
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Hospitalisation,
Other Medically
Important Condition)
EU-EC- 25/07/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Chills (n/a - TOZINAMERAN Not reported
10013084908 Professional |European Years |Specified Unknown - ), [TOZINAMERAN] (S -
Economic COVID-19
Area Depressed level of  |immunisation - Not
consciousness (n/a - |applicable - [1d - n/a
Unknown - Other - Intramuscular use])
Medically Important
Condition),
Dizziness (n/a -
Unknown - ),
Nausea (n/a -
Unknown - ),
Syncope (n/a -
Unknown - Other
Medically Important
Condition),
Vaccination error
(n/a - Unknown - )
EU-EC- 24/07/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Menstrual disorder | COMIRNATY Not reported
10013074403 Healthcare |Economic Years |Specified (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not COVID-19
Resolved - ) immunisation - n/a -
[n/a-.3mL -
Intramuscular use])
EU-EC- 24/07/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Not No Cough (n/a - COMIRNATY Not reported
10013074974 Professional |Economic Years |Specified |Specified Unknown - ), [TOZINAMERAN] (S -
Area COVID-19
Headache (n/a - immunisation - Not
Unknown - ), applicable - [n/a -
.3mL - Intramuscular
Nasopharyngitis (n/a |use])
- Unknown - ),
Oropharyngeal pain
(n/a - Unknown - ),
Pyrexia (24h -
Recovered/Resolved
Rhinorrhoea (n/a -
Unknown - )
EU-EC- 23/07/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Arthralgia (n/a - COMIRNATY Not reported
10013073083 Healthcare |Economic Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area =), 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 - ),
Malaise (n/a - Not
Recovered/Not
Resolved - ),
Myalgia (n/a - Not
Recovered/Not
Resolved - ),
Nausea (n/a -
Recovering/Resolving
=)
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 22/07/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Not No Diarrhoea (n/a - COMIRNATY Not reported
10013063394 Professional |Economic Years |Specified |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Area - Caused/Prolonged |COVID-19
Hospitalisation), immunisation - Not
applicable - [n/a -
Pyrexia (n/a - .3mL - Intramuscular
Recovered/Resolved |use])
- Caused/Prolonged
Hospitalisation),
Rash (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Vomiting (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)
EU-EC- 22/07/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Not No Pyrexia (48h - COMIRNATY Not reported
10013063809 Professional |Economic Years |Specified |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Area =) COVID-19
immunisation - Not
Rash (n/a - Unknown |applicable - [n/a -
=) .3mL - Intramuscular
use])
Vomiting (n/a -
Unknown - )
EU-EC- 22/07/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Not No Rash (n/a - Unknown |COMIRNATY Not reported
10013064377 Professional |Economic Years |Specified |Specified =), [TOZINAMERAN] (S -
Area COVID-19
Vaccination site immunisation - Not
erythema (n/a - applicable - [n/a -
Unknown - ), .3mL - Intramuscular
use])
Vaccination site
swelling (n/a -
Unknown - )
https://dap.ema.europa.eu/analytics/saw.dlI?Go 75/89
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EU-EC- 22/07/2022

10013064773

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

Run Line Listing Report

12-17
Years

Not
Specified

Male

No

Abdominal pain (n/a
- Fatal - Results in
Death,
Caused/Prolonged
Hospitalisation),

Altered state of
consciousness (n/a -
Unknown -
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Dengue fever (n/a -
Fatal - Results in
Death,
Caused/Prolonged
Hospitalisation),

Haematemesis (n/a -
Fatal - Results in
Death,
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Platelet count
decreased (n/a -
Fatal - Results in
Death,
Caused/Prolonged
Hospitalisation),

Pyrexia (n/a - Fatal -
Results in Death,
Caused/Prolonged
Hospitalisation),

Syncope (n/a - Fatal
- Results in Death,
Caused/Prolonged
Hospitalisation,
Other Medically
Important Condition)

COMIRNATY
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [1d - n/a
- Intramuscular use])

Not reported

EU-EC-
10013065463

22/07/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Abdominal pain
upper (n/a - Not
Recovered/Not
Resolved - Life
Threatening,
Caused/Prolonged
Hospitalisation),

Ascites (n/a - Not
Recovered/Not
Resolved - Life
Threatening,
Caused/Prolonged
Hospitalisation),

Asthma (n/a - Not
Recovered/Not
Resolved - Life
Threatening,
Caused/Prolonged
Hospitalisation),

Dyspepsia (n/a - Not
Recovered/Not
Resolved - Life
Threatening,
Caused/Prolonged
Hospitalisation),

Gastritis (n/a - Not
Recovered/Not
Resolved - Life
Threatening,
Caused/Prolonged
Hospitalisation),

Nausea (n/a - Not
Recovered/Not
Resolved - Life
Threatening,
Caused/Prolonged
Hospitalisation),

Ovarian cyst (n/a -
Not Recovered/Not
Resolved - Life
Threatening,
Caused/Prolonged
Hospitalisation),

Vomiting (n/a - Not
Recovered/Not
Resolved - Life
Threatening,
Caused/Prolonged
Hospitalisation),

Weight decreased
(n/a - Not
Recovered/Not
Resolved - Life
Threatening,
Caused/Prolonged
Hospitalisation)

COMIRNATY
[TOZINAMERAN] (S -
COVID-19
immunisation - n/a -
[n/a - n/a - n/a])

Not reported

EU-EC-
10013065819

22/07/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

https://dap.ema.europa.eu/analytics/saw.dll?Go

Not available

12-17
Years

Not
Specified

Male

Cough (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Dizziness (n/a -
Recovered/Resolved
- Caused/Prolonged

COMIRNATY
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [n/a - n/a
- n/a])

Not reported
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Hospitalisation),
Headache (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Pyrexia (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Vomiting (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)
EU-EC- 22/07/2022 |Spontaneous |Healthcare |Non Shrestha, P.. Delayed-onset Anaphylaxis After |12-17 |Not Male No Anaphylactic reaction | TOZINAMERAN Not reported
10013065898 Professional |European |mRNA-Based COVID-19 Vaccination in an Years |Specified (nfa- [TOZINAMERAN] (S -
Economic |Adolescent Male. Journal of Bone and Joint Recovered/Resolved |COVID-19
Area Surgery. 2022;41(6):E271. - Caused/Prolonged  |immunisation - Not
doi:10.1097/INF.0000000000003506 Hospitalisation, applicable - [1d - n/a
Other Medically - n/a])
Important Condition)
EU-EC- 22/07/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Pyrexia (n/a - COMIRNATY Not reported
10013066058 Professional | Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Area =) COvID-19
immunisation - n/a -
Vomiting (n/a - [n/a-n/a-
Recovered/Resolved |Intramuscular use])
EU-EC- 22/07/2022 |Spontaneous |Non Non Not available 12-17 |Not Male No Fatigue (1d - COMIRNATY [BECLOMETASON
10013067267 Healthcare |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S - |- Asthma - n/a - [
Professional |Economic - Other Medically COvID-19 n/a - n/a]),
Area Important immunisation - Not
Condition), applicable - [1d - n/a |[CETIRIZINE,
- n/a]) CETIRIZINE
Lethargy (1d - DIHYDROCHLORI
Recovered/Resolved (C - Seasonal alle
- Other Medically nfa-[nfa-nfa-
Important n/al),
Condition),
[CLOBETASONE
Nausea (1d - BUTYRATE] (C -
Recovered/Resolved Eczema - n/a-[n
- Other Medically n/a - n/a]),
Important
Condition), [ISOTRETINOIN]
Acne - n/a - [n/a
Presyncope (1d - - n/al),
Recovered/Resolved
- Other Medically [PARAFFIN, LIGH
Important LIQUID, PARAFFI
Condition), LIGHT LIQUID,
PARAFFIN WHITE
Pyrexia (1d - SOFT] (C - Eczenr
Recovered/Resolved n/fa-[n/fa-n/a-
- Other Medically n/al),
Important Condition)
[SALBUTAMOL,
SALBUTAMOL
SULFATE] (C - As'
-n/a-[n/a-n/a
n/a])
EU-EC- 22/07/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Amenorrhoea (n/a - |COMIRNATY Not reported
10013068200 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area - COVID-19
immunisation - Not
applicable - [1d -
1{DF} - Intramuscular
use])
EU-EC- 22/07/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Amenorrhoea (n/a - |COMIRNATY Not reported
10013068310 Healthcare |Economic Years Not Recovered/Not |[TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19
immunisation - n/a -
Menstruation [1d - .3mL -
irregular (n/a - Not | Intramuscular use])
Recovered/Not
Resolved - )
EU-EC- 22/07/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent [Female |No Facial paralysis (n/a - | COMIRNATY Not reported
10013068315 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area - COVID-19
immunisation - Not
applicable - [1d -
1{DF} - Intramuscular
use])
EU-EC- 22/07/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Amenorrhoea (n/a - |COMIRNATY Not reported
10013068393 Healthcare |Economic Years Not Recovered/Not  |[TOZINAMERAN] (S -
Professional |Area Resolved - ) COvID-19
immunisation - Not
applicable - [n/a - n/a
- Intramuscular use])
EU-EC- 22/07/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Ear pain (n/a - COMIRNATY Not reported
10013068420 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =), COVID-19
immunisation - Not
Hypoacusis (n/a - applicable - [1d -
Recovered/Resolved |1{DF} - Intramuscular
=) use])
Tinnitus (n/a -
Recovered/Resolved
EU-EC- 22/07/2022 | Spontaneous |Healthcare  |Non Daouk SK, Kamau E, Adachi K, Aldrovandi GM. |12-17 |Not Male No Vaccination failure | TOZINAMERAN Not reported
10013068989 Professional |European |Zoster Meningitis in an Immunocompetent Child |Years |Specified (n/a- [TOZINAMERAN] (S -
Economic |after COVID-19 Vaccination, California, USA. Recovered/Resolved |n/a - Not applicable -
Area Emerging infectious diseases. 2022;28(7):1523- =), [n/a - n/a - n/al),
4. doi:10.3201/€id2807.220600
Varicella meningitis  |[VARICELLA VIRUS
(n/a - OKA/MERCK STRAIN
Recovered/Resolved |(LIVE, ATTENUATED),
- Other Medically VARICELLA VIRUS
Important OKA/MERCK STRAIN,
Condition), (LIVE, ATTENUATED)
PRODUCED IN
Varicella post vaccine [HUMAN DIPLOID
(n/a - (MRC-5) CELLS] (S -
Recovered/Resolved |Prophylaxis - Not
https://dap.ema.europa.eu/analytics/saw.dll?Go 77/89
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applicable - [n/a - n/a
- n/a])
EU-EC- 22/07/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Asthenia (n/a - COMIRNATY Not reported
10013069022 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Economic =) COVID-19
Area immunisation - Not
Chest pain (n/a - applicable - [n/a - n/a
Recovered/Resolved |- n/a])
=k
Depressed level of
consciousness (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),
Dysphoria (n/a -
Recovered/Resolved
=)
Presyncope (n/a -
Recovered/Resolved
EU-EC- 22/07/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Asthenia (n/a - Not  |COMIRNATY Not reported
10013069110 Professional |European Years |Specified Recovered/Not [TOZINAMERAN] (S -
Economic Resolved - COVID-19
Area Caused/Prolonged immunisation - Not
Hospitalisation), applicable - [1d - n/a
- Intramuscular use])
Guillain-Barre
syndrome (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),
Hypoaesthesia (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 22/07/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Syncope (1d - COMIRNATY Not reported
10013069111 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Economic - Other Medically COVID-19
Area Important Condition) \immunisation - Not
applicable - [1d - n/a
- n/a])
EU-EC- 22/07/2022 |Spontaneous |Non Non Not available 12-17 |Not Female |No COVID-19 (n/a - COMIRNATY Not reported
10013069426 Healthcare |European Years |Specified Unknown - Other [TOZINAMERAN] (S -
Professional |Economic Medically Important |COVID-19
Area Condition), immunisation - Not
applicable - [n/a - n/a
Drug ineffective (n/a |- n/a])
- Unknown - Other
Medically Important
Condition)
EU-EC- 22/07/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Type 1 diabetes COMIRNATY Not reported
10013069462 Healthcare |Economic Years |Specified mellitus (n/a - Not  |[TOZINAMERAN] (S -
Professional |Area Recovered/Not COVID-19
Resolved - Other immunisation - Not
Medically Important |applicable - [n/a - n/a
Condition), - n/a])
Weight decreased
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 22/07/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No COVID-19 (n/a - COMIRNATY Not reported
10013069666 Healthcare |Economic Years |Specified Unknown - ) [TOZINAMERAN] (S -
Professional |Area COVID-19
immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 22/07/2022 |Spontaneous |Healthcare |Non Kim, Y.. A Pediatric Case of Sensory 12-17 |Not Female |No Gait disturbance (n/a | TOZINAMERAN Not reported
10013069983 Professional |European |Predominant Guillain-Barre Syndrome Following |Years |Specified - [TOZINAMERAN] (S -
Economic |COVID-19 Vaccination. Neurology. 2022;98(18 Recovering/Resolving | COVID-19
Area SUPPL) Kim,Y.. A Pediatric Case of Sensory - Other Medically immunisation - Not
Predominant Guillain-Barre Syndrome Following Important applicable - [n/a - n/a
COVID-19 Vaccination. Child Neurology Open. Condition), - n/a])
2022;9:1-4. doi:10.1177/2329048X221074549
Guillain-Barre
syndrome (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Paraesthesia (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Sensory disturbance
(n/a -
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 22/07/2022 |Spontaneous |Non Non Not available 12-17 |Not Female |No Tonic convulsion (n/a |[COMIRNATY [OXCARBAZEPINE
10013070589 Healthcare |European Years |Specified - Unknown - [TOZINAMERAN] (S - |- Seizure - n/a - [
Professional |Economic Caused/Prolonged COVID-19 n/a - n/al),
Area Hospitalisation, immunisation - Not
Other Medically applicable - [1d - n/a |[TOPIRAMATE] (¢
Important Condition) |- n/a]) Seizure - n/a - [n,
n/a - n/a])
EU-EC- 22/07/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Fatigue (n/a - Not COMIRNATY COMIRNATY
10013070956 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S - |[TOZINAMERAN]
Professional |Area Resolved - COVID-19 COVID-19
Caused/Prolonged immunisation - Not  |immunisation - Nt
Hospitalisation, applicable - [n/a - applicable - [n/a -
Other Medically 1{DF} - Intramuscular | 1{DF} - Intramus
Important use]) use])
Condition),
Malaise (n/a - Not
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Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),
Myalgia (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),
Physical
deconditioning (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),
Weight decreased
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Other Medically
Important Condition)
EU-EC- 22/07/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Myopericarditis (6d - |COMIRNATY Not reported
10013071406 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Economic - Caused/Prolonged |COVID-19
Area Hospitalisation, immunisation - Not
Other Medically applicable - [1d -
Important Condition) |.3mL - Intramuscular
use])
EU-EC- 22/07/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Vaccination site pain | COMIRNATY Not reported
10013071850 Professional |Economic Years (n/a - [TOZINAMERAN] (S -
Area Recovered/Resolved |COVID-19
=), immunisation - Not
applicable - [0d - n/a
Vaccination site - n/a])
pruritus (n/a -
Recovered/Resolved
EU-EC- 21/07/2022 | Spontaneous |Healthcare  |Non Not available 12-17 |Not Not No Adverse event COMIRNATY Not reported
10013052300 Professional |European Years |Specified |Specified following [TOZINAMERAN] (S -
Economic immunisation (n/a - |COVID-19
Area Fatal - Results in immunisation - Not
Death) applicable - [n/a - n/a
- n/al),
SPIKEVAX [COVID-19
MRNA VACCINE
MODERNA (CX-
024414)] (S - COVID-
19 immunisation -
Not applicable - [n/a -
n/a - n/al)
EU-EC- 21/07/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Not No Asthenia (3wk - COMIRNATY Not reported
10013052307 Professional |Economic Years |Specified |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Area - COVID-19
immunisation - Not
applicable - [n/a -
.3mL - Intramuscular
use])
EU-EC- 21/07/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Not No Abdominal pain (n/a |COMIRNATY Not reported
10013052320 Professional |Economic Years |Specified |Specified - [TOZINAMERAN] (S -
Area Recovered/Resolved |COVID-19
=), immunisation - Not
applicable - [n/a -
Pyrexia (24h - .3mL - Intramuscular
Recovered/Resolved |use - More in ICSR])
EU-EC- 21/07/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Not No Lymphadenopathy ~ [COMIRNATY Not reported
10013052440 Professional |Economic Years |Specified |Specified (nfa- [TOZINAMERAN] (S -
Area Recovering/Resolving | COVID-19
=), immunisation - Not
applicable - [n/a - n/a
Muscular weakness |- Intramuscular use])
(nfa-
Recovering/Resolving
-)
EU-EC- 21/07/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Not No Headache (n/a - COMIRNATY Not reported
10013053421 Professional |Economic Years |Specified |Specified Unknown - ), [TOZINAMERAN] (S -
Area COVID-19
Nausea (n/a - immunisation - Not
Unknown - ), applicable - [n/a -
.3mL - Intramuscular
Somnolence (n/a - |use])
Unknown -),
Syncope (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 21/07/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Herpes zoster (n/a - |COMIRNATY Not reported
10013054644 Healthcare |Economic Years |Specified Not Recovered/Not  |[TOZINAMERAN] (S -
Professional |Area Resolved - ) COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/al)
EU-EC- 21/07/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported
10013055418 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a - n/a - [n/a - n/a
Condition), - Intramuscular use])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 21/07/2022 | Spontaneous |Healthcare  |Non Not available 12-17 |Not Not No Adverse event COMIRNATY Not reported
https://dap.ema.europa.eu/analytics/saw.dlI?Go 79/89
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10013055421 Professional |European Years |Specified |Specified following [TOZINAMERAN] (S -
Economic immunisation (n/a - |Product used for
Area Fatal - Results in unknown indication -
Death) Not applicable - [n/a -
1{DF} - n/a]),
SPIKEVAX [COVID-19
MRNA VACCINE
MODERNA (CX-
024414)] (S - COVID-
19 prophylaxis - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 21/07/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Not No Anaphylactic shock | COMIRNATY Not reported
10013056047 Professional |Economic Years |Specified |Specified (n/a - Unknown - [TOZINAMERAN] (S -
Area Other Medically COVID-19
Important immunisation - Not
Condition), applicable - [n/a -
.3mL - Intramuscular
Apnoea (n/a - use])
Unknown - Other
Medically Important
Condition),
Hypotonic-
hyporesponsive
episode (n/a -
Unknown - )
EU-EC- 21/07/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Myocarditis (n/a - COMIRNATY Not reported
10013056463 Professional |Economic Years Recovering/Resolving | [TOZINAMERAN] (S -
Area - Caused/Prolonged |COVID-19
Hospitalisation) immunisation - Not
applicable - [n/a -
1{DF} - Intramuscular
use])
EU-EC- 21/07/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Menstruation delayed | COMIRNATY Not reported
10013057014 Professional | Economic Years (n/a - Not [TOZINAMERAN] (S -
Area Recovered/Not COVID-19
Resolved - ) immunisation - Not
applicable - [1d -
1{DF} - Intramuscular
use])
EU-EC- 21/07/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Dysmenorrhoea (n/a |COMIRNATY Not reported
10013057017 Healthcare |Economic Years - [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving | COVID-19
- immunisation - Not
applicable - [1d -
1{DF} - Intramuscular
use])
EU-EC- 21/07/2022 |Spontaneous |Non Non Not available 12-17 |Not Male Yes Syncope (n/a - COMIRNATY Not reported
10013057468 Healthcare |European Years |Specified Recovering/Resolving | [TOZINAMERAN] (S -
Professional |Economic - Other Medically COvID-19
Area Important Condition) |immunisation - Not
applicable - [1d - n/a
- n/a])
EU-EC- 21/07/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Heavy menstrual COMIRNATY Not reported
10013057691 Healthcare |Economic Years |Specified bleeding (n/a - [TOZINAMERAN] (S -
Professional |Area Unknown -), Immunisation - n/a -
[n/a - n/a - n/a])
Menarche (n/a - Not
Recovered/Not
Resolved - ),
Menstrual disorder
(n/a - Not
Recovered/Not
Resolved - ),
Menstruation
irregular (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 21/07/2022 |Spontaneous |Non Non Not available 12-17 |Not Female |No COVID-19 (n/a - COMIRNATY Not reported
10013057928 Healthcare |European Years |Specified Unknown - Other [TOZINAMERAN] (S -
Professional |Economic Medically Important |COVID-19
Area Condition), immunisation - Not
applicable - [1d - n/a
Drug ineffective (n/a |- n/a])
- Unknown - Other
Medically Important
Condition)
EU-EC- 21/07/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Arthralgia (n/a - COMIRNATY Not reported
10013058938 Professional |Economic Years Recovering/Resolving | [TOZINAMERAN] (S -
Area =) Immunisation - n/a -
[n/a - 1{DF} - n/a])
Fatigue (n/a -
Recovering/Resolving
=)
Myalgia (n/a -
Recovering/Resolving
EU-EC- 21/07/2022 |Spontaneous |Healthcare |Non Imran, A.. A Novel Case of Longitudinally 12-17 |Not Male No Myelitis transverse | TOZINAMERAN Not reported
10013059887 Professional |European |Extensive Transverse Myelitis following COVID- |Years |Specified (n/a - [TOZINAMERAN] (S -
Economic |19 Vaccination in a Pediatric Patient. Neurology. Recovering/Resolving | COVID-19
Area 2022;98(18 SUPPL):3785 - Caused/Prolonged |immunisation - Not
Hospitalisation, applicable - [n/a - n/a
Other Medically - n/al])
Important Condition)
EU-EC- 21/07/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent [Female |No Malaise (n/a - COMIRNATY Not reported
10013061304 Professional | Economic Years Unknown - ), [TOZINAMERAN] (S -
Area COVID-19
Pyrexia (n/a - immunisation - Not
Unknown - ) applicable - [1d -
1{DF} - n/a])
EU-EC- 21/07/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Influenza (n/a - COMIRNATY Not reported
10013061352 Professional |Economic Years Unknown - ) [TOZINAMERAN] (S -
Area COVID-19
immunisation - Not
applicable - [1d -
1{DF} - n/a])
EU-EC- 20/07/2022 | Spontaneous |Non Non Not available 12-17 |Not Male No Drug ineffective (n/a |COMIRNATY Not reported
10013041391 Healthcare |European Years |Specified - Unknown - Other  |[TOZINAMERAN] (S -
Professional | Economic Medically Important |COVID-19
Area Condition), immunisation - Not
applicable - [n/a - n/a
Suspected COVID-19 |- n/a])
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(n/a - Unknown -
Other Medically

https://dap.ema.europa.eu/analytics/saw.dll?Go

Conjunctival
hyperaemia (4d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Cough (22d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Diarrhoea (21d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Erythema (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Feeling abnormal
(n/a-
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Gastroenteritis (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Headache (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Hyperthermia (4d -

Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Hypoaesthesia (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Interstitial lung
disease (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Kawasaki's disease
(nfa-
Recovering/Resolving
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Lymph node pain
(n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Multisystem
inflammatory
syndrome in children
(n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Mycoplasma infection
(n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Myocarditis (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation,
Other Medically
Important

applicable - [1d - n/a
- n/a])

Important Condition)
EU-EC- 20/07/2022 | Spontaneous |Non Non Not available 12-17 |Not Female |No Headache (n/a - COMIRNATY Not reported
10013041409 Healthcare |European Years |Specified Unknown - ), [TOZINAMERAN] (S -
Professional |Economic COVID-19
Area Migraine (n/a - immunisation - Not
Recovered/Resolved |applicable - [n/a - n/a
- Caused/Prolonged |- n/a])
Hospitalisation)
EU-EC- 20/07/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No COVID-19 (12d - COMIRNATY Not reported
10013043023 Professional |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Area =), COvID-19
immunisation - Not
Vaccination failure applicable - [n/a -
(14d - .3mL - Intramuscular
Recovered/Resolved |use])
- Other Medically
Important Condition)
EU-EC- 20/07/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Intermenstrual COMIRNATY Not reported
10013043043 Healthcare |Economic Years |Specified bleeding (n/a - [TOZINAMERAN] (S -
Professional |Area Unknown - ) n/a - Not applicable -
[n/a - n/a - n/a])
EU-EC- 20/07/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Bronchitis (n/a - COMIRNATY INTUNIV
10013043611 Professional |European Years |Specified Recovering/Resolving | [TOZINAMERAN] (S - |[GUANFACINE] (C
Economic - Caused/Prolonged |COVID-19 n/fa-n/a-[n/a-
Area Hospitalisation), immunisation - Not - n/al)
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Condition),
Papule (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Productive cough
(nfa-
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Pyrexia (8d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Rash (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 20/07/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Not No Asthenia (12h - COMIRNATY Not reported
10013044023 Professional |Economic Years |Specified |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Area - Other Medically COvID-19
Important immunisation - Not
Condition), applicable - [n/a -
.3mL - Intramuscular
Oropharyngeal pain |use])
(12h -
Recovered/Resolved
- Other Medically
Important
Condition),
Pyrexia (48h -
Recovered/Resolved
- Other Medically
Important
Condition),
Urticaria (12h -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 20/07/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Rash (n/a - Not COMIRNATY Not reported
10013044527 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ) COVID-19
immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 20/07/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Not No Anaphylactic reaction | COMIRNATY Not reported
10013045834 Professional |Economic Years |Specified |Specified (nfa- [TOZINAMERAN] (S -
Area Recovered/Resolved |COVID-19
- Other Medically immunisation - Not
Important applicable - [n/a -
Condition), .3mL - Intramuscular
use])
Blood pressure
decreased (n/a -
Recovered/Resolved
Cold sweat (n/a -
Recovered/Resolved
Dizziness (n/a -
Recovered/Resolved
=k
Hypotonic-
hyporesponsive
episode (n/a -
Recovered/Resolved
=)
Pallor (n/a -
Recovered/Resolved
=)
Vomiting (n/a -
Recovered/Resolved
EU-EC- 20/07/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Breast adenoma (n/a | COMIRNATY Not reported
10013046650 Healthcare |Economic Years - Not Recovered/Not |[TOZINAMERAN] (S -
Professional |Area Resolved - Other COVID-19
Medically Important |immunisation - Not
Condition) applicable - [1d -
1{DF} - Intramuscular
use])
EU-EC- 20/07/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No Asthenia (n/a - Not  |COMIRNATY Not reported
10013046652 Professional |Economic Years Recovered/Not [TOZINAMERAN] (S -
Area Resolved - ), COvID-19
immunisation - Not
Pericarditis (n/a - applicable - [1d -
Recovering/Resolving | 1{DF} - Intramuscular
- Other Medically use])
Important Condition)
EU-EC- 20/07/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Immunisation COMIRNATY Not reported
10013046720 Healthcare |Economic Years reaction (1d - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |COVID-19
- immunisation - Not
applicable - [21d -
1{DF} - Intramuscular
use])
EU-EC- 20/07/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Immunisation COMIRNATY Not reported
10013046723 Healthcare |Economic Years reaction (1d - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |COVID-19
-) immunisation - Not
applicable - [21d -
1{DF} - Intramuscular
use])
EU-EC- 20/07/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Arthralgia (3d - COMIRNATY Not reported
10013046883 Healthcare  |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) COVID-19
immunisation - Not
Chills (1d - applicable - [n/a -
Recovered/Resolved
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=)

Cough (15d -
Recovered/Resolved

)

Diarrhoea (1d -
Recovered/Resolved

'

Fatigue (3d -
Recovered/Resolved

g

Myalgia (3d -
Recovered/Resolved

=)

Pain (n/a -
Recovered/Resolved

=)

Pyrexia (n/a -
Recovered/Resolved

30ug - Intramuscular
use])

EU-EC-
10013047558

20/07/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Not
Specified

Asthenia (n/a -
Recovered/Resolved
=)

Depressed mood
(n/a-
Recovered/Resolved

g

Diarrhoea (n/a -
Recovered/Resolved
=)

Pyrexia (n/a -
Recovered/Resolved

COMIRNATY
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [n/a -
.3mL - Intramuscular
use])

Not reported

EU-EC-
10013048767

20/07/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Blood creatine
phosphokinase MB
increased (n/a -
Unknown - Other
Medically Important
Condition),

Blood creatine
phosphokinase
increased (n/a -
Unknown - Other
Medically Important
Condition),

Chest pain (3d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Electrocardiogram
abnormal (3d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Myocardial necrosis
marker increased (3d
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Myocarditis (71h -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Pericarditis (n/a -
Unknown - Other
Medically Important
Condition),

Troponin I increased
(n/a - Unknown -
Other Medically
Important Condition)

COMIRNATY
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [n/a - n/a
- Intramuscular use])

Not reported

EU-EC-
10013048784

https://dap.ema.europa.eu/analytics/saw.dll?Go

20/07/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

COVID-19 (3d -
Recovered/Resolved
- Other Medically
Important
Condition),

Decreased appetite
(3d -
Recovered/Resolved

4

Dizziness (3d -
Recovered/Resolved

4

Dysphonia (3d -
Recovered/Resolved

I

Nausea (3d -
Recovered/Resolved

]
Vaccination failure

(3d-
Recovered/Resolved

TOZINAMERAN
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [1d - n/a
- Intramuscular use])

Not reported
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- Other Medically
Important Condition)
EU-EC- 20/07/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Fatigue (n/a - COMIRNATY Not reported
10013050730 Professional |Economic Years Unknown - ), [TOZINAMERAN] (S -
Area COVID-19
Pyrexia (n/a - immunisation - Not
Unknown - ), applicable - [1d -
1{DF} - n/al)
Vaccination site
lymphadenopathy
(n/a - Unknown - )
EU-EC- 20/07/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Malaise (n/a - COMIRNATY Not reported
10013050737 Professional |Economic Years Unknown - ), [TOZINAMERAN] (S -
Area COVID-19
Myalgia (n/a - immunisation - Not
Unknown - ), applicable - [1d -
1{DF} - n/a])
Pyrexia (n/a -
Unknown - )
EU-EC- 20/07/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Heavy menstrual COMIRNATY Not reported
10013050945 Healthcare |Economic Years bleeding (n/a - Not  |[TOZINAMERAN] (S -
Professional |Area Recovered/Not COVID-19
Resolved - ) immunisation - Not
applicable - [n/a -
1{DF} - n/al)
EU-EC- 20/07/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Headache (n/a - Not |COMIRNATY Not reported
10013051177 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19
immunisation - Not
Pyrexia (n/a - Not applicable - [n/a -
Recovered/Not 1{DF} - n/a])
Resolved - )
EU-EC- 20/07/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Diabetes mellitus COMIRNATY Not reported
10013051369 Professional |Economic Years (n/a - Not [TOZINAMERAN] (S -
Area Recovered/Not COVID-19
Resolved - Other immunisation - Not
Medically Important |applicable - [1d - n/a
Condition) - n/a])
EU-EC- 20/07/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Chills (n/a - Not COMIRNATY Not reported
10013051514 Healthcare  |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19
immunisation - Not
Headache (n/a - Not |applicable - [n/a -
Recovered/Not 1{DF} - n/a])
Resolved - ),
Nausea (n/a - Not
Recovered/Not
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 20/07/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Skin burning COMIRNATY Not reported
10013051568 Professional |Economic Years sensation (n/a - [TOZINAMERAN] (S -
Area Recovered/Resolved |COVID-19
=), immunisation - Dose
not changed - [n/a -
Skin burning 1{DF} - Intramuscular
sensation (n/a - use]),
Unknown - )
COMIRNATY
[TOZINAMERAN] (S -
COvID-19
immunisation - Not
applicable - [n/a -
1{DF} - Intramuscular
use])
EU-EC- 19/07/2022 |Spontaneous |Non Non Not available 12-17 |Not Female |No Seizure (n/a - Not COMIRNATY Not reported
10013030720 Healthcare |European Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional | Economic Resolved - Disabling, |COVID-19
Area Other Medically immunisation - Not
Important Condition) |applicable - [n/a - n/a
- Intramuscular use])
EU-EC- 19/07/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Abdominal pain COMIRNATY Not reported
10013031870 Professional |European Years |Specified upper (n/a - [TOZINAMERAN] (S -
Economic Recovering/Resolving | COVID-19
Area - Caused/Prolonged |immunisation - Not
Hospitalisation), applicable - [1d - n/a
- Intramuscular use])
Dengue virus test
positive (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),
Faeces soft (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Headache (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Pyrexia (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 19/07/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Administration site | COMIRNATY Not reported
10013032802 Professional | Economic Years pain (1d - [TOZINAMERAN] (S -
Area Recovered/Resolved |COVID-19
=), immunisation - Not
applicable - [n/a -
Body temperature 1{DF} - Intramuscular
increased (2d - use])
Recovered/Resolved
=)
Fatigue (1d -
Recovered/Resolved
EU-EC- 19/07/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Lymphadenopathy COMIRNATY Not reported
10013033146 Healthcare |Economic Years |Specified (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not COVID-19
Resolved - ) immunisation - Not
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applicable - [n/a - n/a
- n/a])
EU-EC- 19/07/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Abdominal pain (n/a |COMIRNATY Not reported
10013033224 Professional |European Years |Specified - [TOZINAMERAN] (S -
Economic Recovering/Resolving | COVID-19
Area - Caused/Prolonged  |immunisation - Not
Hospitalisation), applicable - [1d - n/a
- Intramuscular use])
Cough (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Decreased appetite
(nfa-
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Headache (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Malaise (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Pyrexia (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Rash (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 19/07/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Abdominal pain (n/a |COMIRNATY Not reported
10013033372 Professional |European Years |Specified - [TOZINAMERAN] (S -
Economic Recovering/Resolving | COVID-19
Area - Caused/Prolonged |immunisation - Not
Hospitalisation), applicable - [1d - n/a
- Intramuscular use])
Pyrexia (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Rash (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 19/07/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Not No Loss of COMIRNATY Not reported
10013033645 Professional |Economic Years |Specified |Specified consciousness (n/a - |[TOZINAMERAN] (S -
Area Recovered/Resolved |COVID-19
- Other Medically immunisation - Not
Important applicable - [n/a - n/a
Condition), - Intramuscular use])
Syncope (n/a -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 19/07/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Gastritis (n/a - COMIRNATY Not reported
10013033953 Professional |European Years |Specified Unknown - ), [TOZINAMERAN] (S -
Economic COVID-19
Area Vomiting (0d - immunisation - Not
Recovered/Resolved |applicable - [1d - n/a
- Caused/Prolonged |- Intramuscular use])
Hospitalisation)
EU-EC- 19/07/2022 |Spontaneous |Healthcare |Non Sanchez Solano, N.. MRSA and COVID-19 Co-  |12-17 |Not Male No COVID-19 (n/a - TOZINAMERAN Not reported
10013034144 Professional |European |Infection in a Pediatric Patient with Tracheitis: A |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Economic |Rare Association. American Journal of - Life Threatening, |COVID-19
Area Respiratory and Critical Care Medicine. Caused/Prolonged immunisation - Not
2022;205(1):10.1164/ajrccm-conference.2022. Hospitalisation), applicable - [n/a - n/a
doi:10.1164/ajrccm- - n/a]),
conference.2022.205.1_MeetingAbstracts.A4553 Drug ineffective (n/a
- Unknown - Life [COVID-19 VACCINE]
Threatening, (S - COVID-19
Caused/Prolonged immunisation - Not
Hospitalisation) applicable - [n/a - n/a
- n/a])
EU-EC- 19/07/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Loss of COMIRNATY Not reported
10013034819 Professional |European Years |Specified consciousness (370h |[TOZINAMERAN] (S -
Economic - COVID-19
Area Recovered/Resolved |immunisation - Not
- Other Medically applicable - [1d - n/a
Important - n/a])
Condition),
Nausea (370h -
Recovered/Resolved
=)
Physical
deconditioning (n/a -
Unknown - ),
Pyrexia (370h -
Recovered/Resolved
Seizure (370h -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 19/07/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest discomfort COMIRNATY Not reported
10013035056 Professional |European Years |Specified (n/a - Unknown - ), |[TOZINAMERAN] (S -
Economic COVID-19
Area Chest pain (n/a - immunisation - Not
Unknown -), applicable - [n/a - n/a
- Intramuscular use])
Malaise (n/a -
Recovering/Resolving
Myocarditis (n/a -
Recovered/Resolved
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- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),
Pyrexia (n/a -
Recovering/Resolving
EU-EC- 19/07/2022 |Spontaneous |Non Non Not available 12-17 |Not Male No COVID-19 (n/a - TOZINAMERAN Not reported
10013035523 Healthcare |European Years |Specified Unknown - Other [TOZINAMERAN] (S -
Professional |Economic Medically Important |COVID-19
Area Condition), immunisation - Not
applicable - [1d - n/a
Eye swelling (n/fa- |- n/a])
Unknown - ),
Vaccination failure
(n/a - Unknown -
Other Medically
Important
Condition),
Vision blurred (n/a -
Unknown - )
EU-EC- 19/07/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Ear canal erythema |COMIRNATY NOT AVAILABLE (
10013035715 Healthcare |Economic Years |Specified (n/a - Not [TOZINAMERAN] (S - |n/a-n/a-[n/a -
Professional |Area Recovered/Not COVID-19 n/al),
Resolved - ), immunisation - Not
applicable - [n/a - [PARAFFIN] (C -1
Ear pain (n/a - Not  |1{DF} - n/a]) n/fa-[n/fa-n/a-
Recovered/Not n/al),
Resolved - ),
[VASELINE] (C - 1
Extensive swelling of n/fa-[n/fa-n/a-
vaccinated limb (n/a
- Not Recovered/Not
Resolved - ),
Headache (1h -
Recovered/Resolved
=)
Injection site
erythema (n/a - Not
Recovered/Not
Resolved - ),
Injection site pruritus
(n/a - Not
Recovered/Not
Resolved - ),
Injection site rash
(n/a - Not
Recovered/Not
Resolved - ),
Nausea (2h -
Recovered/Resolved
=)
Pruritus (n/a - Not
Recovered/Not
Resolved - ),
Rash (n/a - Not
Recovered/Not
Resolved - ),
Swelling face (n/a -
Not Recovered/Not
Resolved - )
EU-EC- 19/07/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Angioedema (n/a - |COMIRNATY Not reported
10013035719 Healthcare |Economic Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area =) COVID-19
immunisation - Not
Pyrexia (n/a - Not applicable - [n/a -
Recovered/Not 1{DF} - n/a])
Resolved - ),
Urticaria (3d -
Recovered/Resolved
EU-EC- 19/07/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Asthma (n/a - COMIRNATY Not reported
10013035817 Professional |European Years |Specified Unknown - [TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d - n/a
Dyspnoea (1d - - Intramuscular use])
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)
EU-EC- 19/07/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent [Female |No Urticaria (2d - COMIRNATY Not reported
10013036076 Professional |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Area - COVID-19
immunisation - Drug
withdrawn - [n/a -
1{DF} - Intramuscular
use])
EU-EC- 19/07/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Dysmenorrhoea (n/a |COMIRNATY Not reported
10013036210 Healthcare |Economic Years - Not Recovered/Not |[TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19
immunisation - Not
Menstruation applicable - [1d -
irregular (n/a - Not  |1{DF} - Intramuscular
Recovered/Not use])
Resolved - )
EU-EC- 19/07/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Asthenia (10d - COMIRNATY Not reported
10013036715 Professional |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Area - n/a-n/a-[n/a-n/a
- n/a])
EU-EC- 19/07/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Ecchymosis (n/a - COMIRNATY Not reported
10013036931 Professional |Economic Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Area =) COVID-19
immunisation - Not
Pain in extremity applicable - [n/a -
(nfa-
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Recovering/Resolving

1{DF} - Intramuscular
use])

EU-EC-
10013037301

19/07/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Back pain (2d -
Recovered/Resolved

=)

Fatigue (2d -
Recovered/Resolved

I

Headache (2d -
Recovered/Resolved

4

Vaccination site pain
(3d-
Recovered/Resolved

COMIRNATY
[TOZINAMERAN] (S -
COvID-19
immunisation - Not
applicable - [1d - n/a
- n/a])

Not reported

EU-EC-
10013037740

19/07/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Gait disturbance
(2wk -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Loss of personal
independence in
daily activities (2wk -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Skin abrasion (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Vaginal mucosal
blistering (2wk -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Vulvovaginal
discomfort (2wk -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Vulvovaginal pain
(2wk -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Vulvovaginal swelling
(wk -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)

COMIRNATY
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [n/a - n/a
- n/a])

Not reported

EU-EC-
10013037742

19/07/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Vaginal mucosal
blistering (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),

Vaginal ulceration
(n/a - Unknown -

Caused/Prolonged
Hospitalisation),

Vulvovaginal
discomfort (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),

Vulvovaginal pain
(n/a - Unknown -
Caused/Prolonged
Hospitalisation)

COMIRNATY
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [n/a - n/a
- n/a])

Not reported

EU-EC-
10013038920

19/07/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Amnesia (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),

Headache (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),

Syncope (1d -
Recovered/Resolved
- Other Medically
Important
Condition),

Vomiting (n/a -
Recovered/Resolved
- Other Medically
Important Condition)

COMIRNATY
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [1d - n/a
- n/a])

Not reported

EU-EC-
10013039892

19/07/2022

https://dap.ema.europa.eu/analytics/saw.dll?Go

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Chest discomfort
(n/a-
Recovered/Resolved
- Other Medically
Important
Condition),

Chest pain (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),

Dyspnoea (n/a -
Unknown - Other
Medically Important
Condition),

COMIRNATY
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - Intramuscular
use])

Not reported
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Fatigue (n/a -
Unknown - Other
Medically Important
Condition),

Pallor (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),

Pulmonary embolism
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

Vasculitis (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)

EU-EC- 19/07/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Dizziness (n/a - COMIRNATY HYDROCORTISO!
10013039964 Professional |Economic Years Recovering/Resolving | [TOZINAMERAN] (S - |[HYDROCORTISQ
Area - Caused/Prolonged |COVID-19 HYDROCORTISO!
Hospitalisation), immunisation - Dose |SODIUM SUCCIN,
not changed - [n/a - |(C - Skin disorder
Eye paraesthesia 1{DF} - n/a]) -[n/a-n/a-n/a]
(n/a - Unknown -
Caused/Prolonged [BUDESONIDE] (t
Hospitalisation), Asthma - n/a - [n
n/a - nfal),
Headache (n/a -
Recovering/Resolving [ETHINYLESTRAC
- Caused/Prolonged LEVONORGESTRE
Hospitalisation), - Oral contracepti
nfa-[n/fa-n/a-
Hypoaesthesia (n/a - n/al),
Recovering/Resolving
- Caused/Prolonged [FEXOFENADINE,
Hospitalisation), FEXOFENADINE
HYDROCHLORIDE
Muscular weakness - Seasonal allergy
(n/a - Not -[n/a-n/a-n/a]
Recovered/Not
Resolved - [FORMOTEROL
Caused/Prolonged FUMARATE
Hospitalisation), DIHYDRATE] (C -
Asthma - n/a - [n
Paraesthesia (n/a - n/a - n/al),
Not Recovered/Not
Resolved - [GABAPENTIN] (¢
Caused/Prolonged Pain - n/a - [n/a -
Hospitalisation), n/al),
Vomiting (n/a - [PARACETAMOL]
Recovering/Resolving Pain - n/a - [n/a -
- Caused/Prolonged n/al),
Hospitalisation)
[TERBUTALINE
SULFATE] (C -
Bronchospasm - r
[n/a - n/a - n/al)
EU-EC- 19/07/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Headache (3d - COMIRNATY Not reported
10013040404 Professional | Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Area - Other Medically COvID-19
Important immunisation - Not
Condition), applicable - [1d - n/a
- n/a])
Hot flush (3d -
Recovered/Resolved
- Other Medically
Important
Condition),
Malaise (3d -
Recovered/Resolved
- Other Medically
Important
Condition),
Nausea (3d -
Recovered/Resolved
- Other Medically
Important
Condition),
Pyrexia (3d -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 18/07/2022 | Spontaneous |Healthcare |Non Yogo, N.. Acute Myopericarditis after COVID-19 |12-17 |Not Male No Blood creatine COMIRNATY Not reported
10013019576 Professional |European |Vaccination. The Journal of the Japan Pediatric |Years |Specified phosphokinase MB | [TOZINAMERAN] (S -
Economic |Society. 2022;126(6):942-945 increased (3d - COVID-19
Area Recovered/Resolved |immunisation - Not
- Caused/Prolonged |applicable - [n/a - n/a
Hospitalisation), - Intramuscular use])
Blood creatine
phosphokinase
increased (3d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Brain natriuretic
peptide increased
(n/a-
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Myocarditis (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation,
Other Medically
https://dap.ema.europa.eu/analytics/saw.dll?Go 88/89
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Important
Condition),

Myopericarditis (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Pericarditis (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Troponin I increased
(nfa-
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)

EU-EC-
10013020573

18/07/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Pyrexia (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)

COMIRNATY
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [1d - n/a
- Intramuscular use])

Not reported

EU-EC-
10013020623

18/07/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Abdominal pain (n/a
- Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Decreased appetite
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Diarrhoea (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Pyrexia (2d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Vomiting (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)

COMIRNATY
[TOZINAMERAN] (S -
COVID-19
immunisation - n/a -
[n/a - n/a - n/a])

Not reported

EU-EC-
10013021247

18/07/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Headache (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),

Vomiting (n/a -
Recovering/Resolving
- Other Medically
Important Condition)

COMIRNATY
[TOZINAMERAN] (S -
n/a-n/a-[n/a-n/a

- n/a])

Not reported

EU-EC-
10013021360

18/07/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Dizziness (30min -
Recovered/Resolved

=)

Syncope (30min -
Recovered/Resolved
- Other Medically
Important Condition)

COMIRNATY
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [1d - n/a
- Intramuscular use])

Not reported

EU-EC-
10013021563

18/07/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Dizziness (n/a - Not
Recovered/Not
Resolved - ),

Headache (n/a - Not
Recovered/Not
Resolved - ),

Orthostatic
intolerance (n/a -
Not Recovered/Not
Resolved -
Disabling),

Postural orthostatic
tachycardia
syndrome (n/a - Not
Recovered/Not
Resolved -
Disabling),

Somnolence (n/a -
Not Recovered/Not
Resolved - )

COMIRNATY
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [1d - n/a
- Intramuscular use])

Not reported
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