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EU Local
Number

EV
Gateway
Receipt
Date

Report Type

Primary
Source
Qualification

Primary
Source
Country
for
Regulatory
Purposes

Literature Reference

Patient
Age
Group

Patient
Age Group
(as per
reporter)

Patient
Sex

Parent
Child
Report

Reaction List PT
(Duration — Outcome
- Seriousness Criteria)

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

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

EU-EC-
10012346113

29/04/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Chills (56d -
Recovering/Resolving

4

Fatigue (71d -
Recovered/Resolved -

)

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

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

Not reported

EU-EC-
10012346116

29/04/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Circulatory collapse
(47d - Not
Recovered/Not
Resolved - ),

Dizziness (47d - Not
Recovered/Not
Resolved - )

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

Not reported

EU-EC-
10012346118

29/04/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Asthenia (11d -
Recovered/Resolved -

1

Lymphadenopathy
(42d -
Recovered/Resolved -

)

Vaccination site
swelling (42d -
Recovered/Resolved -

)

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

Not reported

EU-EC-
10012346119

29/04/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Chills (0d -
Recovering/Resolving

4

Cough (n/a -
Recovering/Resolving

'

Dizziness (0d -
Recovering/Resolving

'

Fatigue (1d -
Recovering/Resolving
=)

Headache (n/a -
Recovering/Resolving

)

Injection site pain
(n/a-
Recovering/Resolving

4

Limb discomfort (0d -
Recovering/Resolving

g

Lymphadenopathy
(n/a-
Recovering/Resolving

=)

Pyrexia (0d -
Recovering/Resolving

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

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

Not reported

EU-EC-
10012346120

29/04/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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

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

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

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

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

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

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

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

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

Not reported

EU-EC-
10012346124

29/04/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Cough (n/a -
Recovered/Resolved -
)

Influenza (27d -
Recovered/Resolved -

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

Not reported

EU-EC-
10012346125

29/04/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

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

Not available

12-17
Years

Adolescent

Female

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

COMIRNATY
[TOZINAMERAN] (S -

Not reported
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Immunisation - n/a -
Headache (n/a - Not |[n/a - n/a - n/a])
Recovered/Not
Resolved - ),
Malaise (n/a - Not
Recovered/Not
Resolved - ),
Nausea (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 29/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Chills (6d - COMIRNATY Not reported I
10012346133 Healthcare |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area , Immunisation - n/a -
[n/a - n/a - n/a])
Fatigue (9d -
Recovered/Resolved -
)
Influenza (7d -
Recovered/Resolved -
)
Influenza like illness
(7d -
Recovered/Resolved -
Myalgia (12d -
Recovered/Resolved -
)
Vaccination site
movement
impairment (12d -
Recovered/Resolved -
)
EU-EC- 29/04/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Chest pain (n/a - Not |COMIRNATY Not reported I
10012346320 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19
immunisation - Not
Headache (n/a - Not |applicable - [1d - n/a
Recovered/Not - n/a])
Resolved - ),
Myalgia (2d -
Recovered/Resolved -
)
EU-EC- 29/04/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Hodgkin's disease COMIRNATY Not reported I
10012346464 Healthcare |Economic Years mixed cellularity stage |[[TOZINAMERAN] (S -
Professional |Area unspecified (137d - |Immunisation - n/a -
Unknown - [n/a - n/a - n/a])
Caused/Prolonged
Hospitalisation)
EU-EC- 29/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Guillain-Barre COMIRNATY Not reported I
10012346664 Healthcare |Economic Years syndrome (51d - Not |[TOZINAMERAN] (S -
Professional |Area Recovered/Not Immunisation - n/a -
Resolved - [n/a - n/a - n/a])
Caused/Prolonged
Hospitalisation)
EU-EC- 29/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Amenorrhoea (142d - |COMIRNATY Not reported I
10012346665 Healthcare  |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
[n/a - 2{DF} - n/a])
EU-EC- 29/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Headache (n/a - COMIRNATY COMIRNATY I
10012346702 Healthcare |Economic Years Unknown - ) [TOZINAMERAN] (S - |[TOZINAMERAN] (C -
Professional |Area Immunisation - n/a - | Immunisation - n/a - [n/a
[n/a - 2{DF} - n/a]) |- 1{DF} - n/a])
EU-EC- 29/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent | Male No Type 1 diabetes COMIRNATY Not reported I
10012346735 Healthcare |Economic Years mellitus (n/a - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved | Immunisation - n/a -
With Sequelae - Life |[n/a - 3{DF} - n/a])
Threatening,
Caused/Prolonged
Hospitalisation)
EU-EC- 29/04/2022 | Spontaneous |Non Non Not available 12-17 |Not Male No Inappropriate COMIRNATY Not reported I
10012347597 Healthcare |European Years |Specified schedule of product [[TOZINAMERAN] (S -
Professional |Economic administration (n/a - |COVID-19
Area Unknown - ), immunisation - Not
applicable - [1d - n/a
Lymphadenopathy - n/a])
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Malaise (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 28/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No No adverse event COMIRNATY Not reported I
10012321434 Healthcare |Economic Years (21d - Unknown -)  |[TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 28/04/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Lymphadenopathy COMIRNATY Not reported I
10012322516 Healthcare |Economic Years |Specified (n/a - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved - |COVID-19
immunisation - Not
applicable - [n/a -
3mL -
Intramuscular])
EU-EC- 28/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Bell's palsy (28d - COMIRNATY Not reported I
10012322881 Professional |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Area Other Medically COVID-19 prophylaxis
Important Condition) |- Not applicable - [n/a
-n/a-
Intramuscular])
EU-EC- 28/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Diarrhoea (3d - COMIRNATY Not reported I
10012322995 Professional | Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Area COVID-19
immunisation - n/a -
[n/a - 1{DF} -
Intramuscular])
EU-EC- 28/04/2022 | Spontaneous |Healthcare  |European |Not available 12-17 |Not Female |No Pain in extremity (n/a | COMIRNATY Not reported I
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10012323002 Professional |Economic Years |Specified - Recovered/Resolved [[TOZINAMERAN] (S -
Area =) COVID-19
immunisation - n/a -
Pyrexia (n/a - [n/a - 1{DF} -
Recovered/Resolved - |Intramuscular])
)
EU-EC- 28/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Pyrexia (n/a - COMIRNATY Not reported I
10012323021 Professional |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Area ) COVID-19
immunisation - n/a -
[n/a - 1{DF} -
Intramuscular])
EU-EC- 28/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Injection site pain COMIRNATY Not reported I
10012323027 Professional |Economic Years |Specified (n/a - Unknown - ) [TOZINAMERAN] (S -
Area COVID-19
immunisation - n/a -
[n/a - 1{DF} -
Intramuscular])
EU-EC- 28/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Arthralgia (2d - COMIRNATY Not reported I
10012323030 Professional |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Area ) COVID-19
immunisation - n/a -
Chills (2d - [n/a - 1{DF} -
Recovered/Resolved - |Intramuscular])
),
Decreased appetite
Recovered/Resolved -
Fatigue (2d -
Recovered/Resolved -
)
Lymphadenopathy
(2d -
Recovered/Resolved -
)
Pain in extremity (2d
- Recovered/Resolved
EU-EC- 28/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Chest discomfort (n/a |COMIRNATY Not reported I
10012323038 Professional |Economic Years |Specified - [TOZINAMERAN] (S -
Area Recovering/Resolving |COVID-19
=) immunisation -
Unknown - [n/a -
Pyrexia (n/a - 1{DF} -
Recovering/Resolving |Intramuscular])
=)
Sense of oppression
(n/a -
Recovering/Resolving
EU-EC- 28/04/2022 | Spontaneous |Healthcare  |European |Not available 12-17 |Not Female |No Pain (n/a - COMIRNATY Not reported 1
10012323044 Professional |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Area COVID-19
immunisation - n/a -
[n/a - 1{DF} -
Intramuscular])
EU-EC- 28/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Asthenia (1d - COMIRNATY Not reported I
10012323059 Professional |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Area COVID-19
immunisation - n/a -
[n/a - 1{DF} -
Intramuscular])
EU-EC- 28/04/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Lichenoid keratosis | COMIRNATY Not reported I
10012323135 Healthcare |Economic Years |Specified (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not COVID-19
Resolved - ) immunisation - n/a -
[n/a - 1{DF} -
Intramuscular])
EU-EC- 28/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Pain in extremity (n/a |COMIRNATY Not reported I
10012323167 Professional | Economic Years |Specified - Recovered/Resolved |[TOZINAMERAN] (S -
Area - COvID-19
immunisation - n/a -
[n/a - 1{DF} -
Intramuscular])
EU-EC- 28/04/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Asthenia (n/a - COMIRNATY Not reported I
10012323201 Healthcare |Economic Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area =) COVID-19
immunisation - Not
Back pain (n/a - applicable - [n/a - n/a
Recovering/Resolving |- Intramuscular])
=)
Hypoaesthesia (n/a -
Recovering/Resolving
=k
Pain in extremity (n/a
Recovering/Resolving
EU-EC- 28/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported I
10012323672 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important  |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 28/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported I
10012323713 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important  |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 28/04/2022 | Spontaneous |Healthcare  |Non Not available 12-17 |Not Male No Febrile convulsion (0d |COMIRNATY Not reported I
10012324334 Professional |European Years |Specified - Recovered/Resolved |[TOZINAMERAN] (S -
COVID-19
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Economic - Caused/Prolonged  |immunisation - Not
Area Hospitalisation) applicable - [1d - n/a
- Intramuscular])
EU-EC- 28/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Pyrexia (n/a - COMIRNATY Not reported I
10012324422 Professional |European Years |Specified Unknown - [TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation) immunisation - Not
applicable - [1d - n/a
- Intramuscular])
EU-EC- 28/04/2022 |Spontaneous |Non Non Not available 12-17 |Not Female |No Asthenia (n/a - Not  |COMIRNATY Not reported I
10012324571 Healthcare |European Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional | Economic Resolved - Other COVID-19
Area Medically Important  |immunisation - Not
Condition), applicable - [n/a - n/a
- n/a])
Dizziness (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Headache (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Muscular weakness
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Neck pain (n/a -
Recovering/Resolving
- Other Medically
Important Condition),
Tic (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 28/04/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Injection site reaction |COMIRNATY Not reported I
10012324769 Healthcare |Economic Years |Specified (n/a - Unknown - ),  [[TOZINAMERAN] (S -
Professional |Area COvID-19
Lymphadenopathy immunisation - Not
(n/a - Unknown - ) applicable - [n/a - n/a
- n/a])
EU-EC- 28/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Chills (n/a - COMIRNATY [ISOTRETINOIN] (C - n/a |I
10012324956 Professional |Economic Years |Specified Recovering/Resolving |[TOZINAMERAN] (S - |- Unknown - [n/a - 10mg
Area =) COVID-19 - n/a)),
immunisation - Not
Fatigue (n/a - applicable - [n/a - n/a [[ISOTRETINOIN] (C - n/a
Recovering/Resolving |- n/a]) - Unknown - [n/a - 20mg
- - n/al),
Injection site reaction [METOCLOPRAMIDE
(n/a- HYDROCHLORIDE] (C -
Recovering/Resolving n/a-n/a-[n/a-n/a-
=) n/a),
Malaise (n/a - [METOCLOPRAMIDE,
Recovering/Resolving METOCLOPRAMIDE
=) HYDROCHLORIDE,
METOCLOPRAMIDE
Pyrexia (n/a - HYDROCHLORIDE
Recovering/Resolving ANHYDROUS,
- METOCLOPRAMIDE
HYDROCHLORIDE
MONOHYDRATE] (C - n/a
- Unknown - [n/a - 30mg
- n/al)
EU-EC- 28/04/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Chills (1d - COMIRNATY Not reported I
10012325234 Healthcare |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area Disabling), COVID-19
immunisation - Not
Fatigue (1d - applicable - [n/a - n/a
Recovered/Resolved - |- n/a])
Disabling),
Headache (1d -
Recovered/Resolved -
Disabling),
Nausea (1d -
Recovered/Resolved -
Disabling),
Pyrexia (1d -
Recovered/Resolved -
Disabling)
EU-EC- 28/04/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Intermenstrual COMIRNATY Not reported I
10012326068 Healthcare |Economic Years |Specified bleeding (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not COVID-19
Resolved - ), immunisation - Not
applicable - [n/a -
Menstruation delayed |1{DF} - n/a])
(n/a - Not
Recovered/Not
Resolved - ),
Menstruation irregular
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 28/04/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Arthralgia (4d - COMIRNATY Not reported 1
10012326259 Healthcare |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area ) Immunisation - n/a -
[n/a-n/a-
Bedridden (n/a - Intramuscular])
Unknown - ),
Dysmenorrhoea (n/a -
Not Recovered/Not
Resolved - ),
Menometrorrhagia
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(n/a - Unknown - ),
Menstrual disorder
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 28/04/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Epistaxis (n/a - COMIRNATY Not reported I
10012326538 Healthcare |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area ) n/a-n/a-[n/fa-n/a
- n/al)
EU-EC- 28/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported I
10012326596 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important  |n/a - n/a-[n/a-n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 28/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Puncture site reaction | COMIRNATY [SODIUM VALPROATE] (C |1
10012326739 Professional |Economic Years (3d- [TOZINAMERAN] (S - |- Epilepsy - Dose not
Area Recovered/Resolved - |COVID-19 changed - [n/a - 300mg -
) immunisation - Not  |Oral])
applicable - [n/a -
Pyrexia (3d - 1{DF} -
Recovered/Resolved - |Intramuscular])
)
EU-EC- 28/04/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Menstruation irregular | COMIRNATY Not reported 1
10012326762 Healthcare |Economic Years (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not COVID-19
Resolved - ), immunisation - Not
applicable - [n/a -
Vomiting (n/a - 1{DF} -
Unknown - ) Intramuscular])
EU-EC- 28/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Menometrorrhagia COMIRNATY Not reported I
10012326764 Professional |Economic Years (n/a- [TOZINAMERAN] (S -
Area Recovered/Resolved - |COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 28/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported I
10012327110 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important  |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 28/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported I
10012327155 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important  |n/a - n/a-[n/a-n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 28/04/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent Male No Myocarditis (n/a - Not | COMIRNATY Not reported I
10012327206 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - Life Immunisation - n/a -
Threatening, [n/a - n/a - n/al])
Caused/Prolonged
Hospitalisation)
EU-EC- 28/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Hypersensitivity (n/a - | COMIRNATY Not reported I
10012327306 Healthcare |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area ) COVID-19
immunisation - Not
applicable - [173d -
3{DF} -
Intramuscular])
EU-EC- 28/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Cardiovascular COMIRNATY Not reported I
10012327401 Professional |Economic Years |Specified disorder (n/a - [TOZINAMERAN] (S -
Area Recovered/Resolved - |COVID-19
Other Medically immunisation - Not
Important Condition), |applicable - [n/a - n/a
- n/al)
Myocarditis (n/a -
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 28/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Syncope (0d - COMIRNATY Not reported I
10012327465 Professional |European Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Economic Other Medically COVID-19
Area Important Condition), |immunisation - Not
applicable - [n/a - n/a
Tonic clonic - n/al)
movements (n/a -
Unknown - Other
Medically Important
Condition),
Visual impairment
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 28/04/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Pain in extremity (n/a |COMIRNATY Not reported I
10012327624 Healthcare  |Economic Years |Specified - Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area -) COVID-19
immunisation - Not
applicable - [1d - n/a
- n/a])
EU-EC- 28/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Menstruation delayed |COMIRNATY Not reported I
10012327689 Professional |Economic Years |Specified (11d - Unknown - [TOZINAMERAN] (S -
Area Other Medically n/a-n/a-[n/fa-n/a
Important Condition) |- Intramuscular])
EU-EC- 28/04/2022 | Spontaneous |Non Non Not available 12-17 |Not Male No Abdominal pain (n/a - |[COMIRNATY Not reported I
10012328309 Healthcare |European Years |Specified Not Recovered/Not [TOZINAMERAN] (S -
Professional |Economic Resolved - Other COVID-19
Area Medically Important  |immunisation - Not
Condition), applicable - [n/a - n/a
- n/a])
Diarrhoea (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
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Condition),
Headache (2d -
Recovered/Resolved -
Other Medically
Important Condition),
Vomiting (1d -
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 28/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported I
10012328477 Professional | Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important  |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 28/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No Dysmenorrhoea (n/a - | COMIRNATY COVID-19 MRNA I
10012328497 Professional | Economic Years Not Recovered/Not  |[TOZINAMERAN] (S - |VACCINE MODERNA (CX-
Area Resolved - Other COVID-19 024414) [COVID-19
Medically Important  |immunisation - Not MRNA VACCINE
Condition) applicable - [n/a - MODERNA (CX-024414)]
3mL - (C-CovID-19
Intramuscular]) immunisation - Not
applicable - [n/a - .5mL -
Intramuscular])
EU-EC- 28/04/2022 | Spontaneous |Non Non Not available 12-17 |Not Female |No Arthralgia (n/a - COMIRNATY Not reported I
10012328797 Healthcare |European Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Economic ) COVID-19
Area immunisation - Not
Hypoaesthesia (n/a - |applicable - [n/a - n/a
Unknown - ), - n/a])
Pain (n/a -
Recovered/Resolved -
)
Pain in extremity (n/a
- Unknown - ),
Peripheral coldness
(n/a - Unknown - ),
Peripheral swelling
(n/a - Unknown - ),
Sensory loss (n/a -
Unknown - Other
Medically Important
Condition),
Skin discolouration
(n/a - Unknown - )
EU-EC- 28/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported I
10012328965 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important  |n/a - n/a - [n/a-n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 28/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Neuralgic amyotrophy |COMIRNATY Not reported I
10012329003 Professional | Economic Years (n/a - Not [TOZINAMERAN] (S -
Area Recovered/Not COVID-19
Resolved - Other immunisation - Not
Medically Important  |applicable - [1d -
Condition) 3mL -
Intramuscular])
EU-EC- 28/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Epistaxis (n/a - Not ~|COMIRNATY Not reported I
10012329079 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ) COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 28/04/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Chest pain (n/a - Not |COMIRNATY Not reported I
10012329098 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - Other COvID-19
Medically Important  |immunisation - Not
Condition), applicable - [n/a - n/a
- n/a])
Fatigue (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Injection site reaction
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Pericarditis (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 28/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported I
10012329273 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important  |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 28/04/2022 | Spontaneous |Non European | Not available 12-17 |Not Female |No Asthenia (n/a - COMIRNATY Not reported I
10012329640 Healthcare |Economic Years | Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area ) COVID-19
immunisation - Not
Dizziness (n/a - applicable - [1d - n/a
Recovered/Resolved - |- n/a])
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»

Fatigue (n/a -
Recovered/Resolved -

»

Influenza like illness
(n/a-
Recovered/Resolved -

i

Nausea (n/a -
Recovered/Resolved -

»

Pain in extremity (n/a
- Recovered/Resolved
=)

Pyrexia (n/a -
Recovered/Resolved -

)

EU-EC-
10012329807

28/04/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Cardiomegaly (n/a -
Fatal - Results in
Death),

Dark circles under
eyes (n/a - Unknown
- Caused/Prolonged
Hospitalisation),

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

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

Not reported

EU-EC-
10012330082

28/04/2022

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),

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

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

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

Not reported

EU-EC-
10012330092

28/04/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Application site pain
(n/a-
Recovered/Resolved -

4

Chills (n/a -
Recovered/Resolved -

)

Fatigue (n/a -
Recovered/Resolved -

»

Headache (n/a -
Recovered/Resolved -

»

Pyrexia (n/a -
Recovered/Resolved -

)

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

Not reported

EU-EC-
10012330370

28/04/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Arthralgia (3d -
Recovered/Resolved -

»

Chills (93d -
Recovered/Resolved -

»

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

Fatigue (3d -
Recovered/Resolved -

»

Malaise (3d -
Recovered/Resolved -

i

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

Myalgia (3d -
Recovered/Resolved -
)

Pyrexia (1d -
Recovered/Resolved -

)

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

Not reported

EU-EC-
10012330933

28/04/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Hypotonia (14d -
Recovered/Resolved -

)

Muscle twitching (14d
- Recovered/Resolved

4

Myositis (14d -
Recovered/Resolved -

)

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

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

Not reported

EU-EC-
10012331381

28/04/2022

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

Spontaneous

Non
Healthcare
Professional

European
Economic

Area

Not available

12-17
Years

Not
Specified

Female

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

COMIRNATY
[TOZINAMERAN] (S -
COVID-19

Not reported
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immunisation - Not
Dysmenorrhoea (n/a - |applicable - [n/a -
Not Recovered/Not 1{DF} - n/al)
Resolved - ),
Extensive swelling of
vaccinated limb (n/a -
Recovering/Resolving
Injection site
erythema (n/a -
Recovering/Resolving
Injection site pain
(n/a-
Recovering/Resolving
=)
Injection site swelling
(n/a-
Recovering/Resolving
=)
Intermenstrual
bleeding (n/a - Not
Recovered/Not
Resolved - ),
Myalgia (n/a -
Recovering/Resolving
EU-EC- 28/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Chills (n/a - COMIRNATY Not reported I
10012331519 Professional |Economic Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Area =) COVID-19
immunisation - Not
Fatigue (n/a - applicable - [n/a - n/a
Recovering/Resolving |- n/a])
=)
Headache (n/a -
Recovering/Resolving
=)
Malaise (n/a -
Recovering/Resolving
Nausea (n/a -
Recovering/Resolving
Pyrexia (n/a -
Recovering/Resolving
EU-EC- 28/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported I
10012331622 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important  |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 28/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Dizziness (n/a - COMIRNATY Not reported I
10012332061 Professional |European Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Economic B COVID-19
Area immunisation - Not
Syncope (n/a - applicable - [1d - n/a
Recovered/Resolved - |- Intramuscular])
Other Medically
Important Condition)
EU-EC- 28/04/2022 | Spontaneous |Non Non Not available 12-17 |Not Male No Oxygen saturation COMIRNATY Not reported I
10012332124 Healthcare |European Years |Specified (n/a - Not [TOZINAMERAN] (S -
Professional |Economic Recovered/Not COVID-19
Area Resolved - Other immunisation - Not
Medically Important  |applicable - [1d - n/a
Condition) - n/al)
EU-EC- 28/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported I
10012332790 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important  |n/a - n/a-[n/a-n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 28/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported I
10012332819 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important  |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 28/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported I
10012332921 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important  |n/a - n/a-[n/a-n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 28/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported I
10012333640 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important  |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 27/04/2022 | Spontaneous |Non Non Not available 12-17 |Not Female |No Contusion (n/a - Not |COMIRNATY Not reported I
10012309860 Healthcare |European Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional Resolved - Other COVID-19
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Medically Important
Condition),

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

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

EU-EC-
10012310587

27/04/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Epilepsy (n/a - Not
Recovered/Not
Resolved - Life
Threatening)

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

Not reported

EU-EC-
10012310615

27/04/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

Chest discomfort (n/a
- Unknown - ),

Dyspnoea (n/a -
Unknown - ),

Headache (n/a -
Unknown - )

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

Not reported

EU-EC-
10012310990

27/04/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

Body temperature
increased (1d -
Recovered/Resolved -
Other Medically
Important Condition),

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

Diarrhoea (n/a -
Recovered/Resolved
With Sequelae - Other
Medically Important
Condition),

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

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

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

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

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

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

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

Not reported

EU-EC-
10012311080

27/04/2022

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

Cardiomegaly (n/a -
Unknown - ),

Chest discomfort (n/a

Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

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

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

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

Leukocytosis (n/a -
Unknown - ),

Lung infiltration (n/a -
Unknown - ),

Pyrexia (n/a -
Recovering/Resolving

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

Not reported
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- Caused/Prolonged
Hospitalisation)

EU-EC-
10012311694

27/04/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Arrhythmia (2d -
Recovered/Resolved -
Life Threatening,
Caused/Prolonged
Hospitalisation),

Asthenia (2d -
Recovered/Resolved -
Life Threatening,
Caused/Prolonged
Hospitalisation),

Tachycardia (2d -
Recovered/Resolved -
Life Threatening,
Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10012311835

27/04/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

Troponin I increased
(n/a - Unknown - )

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

Not reported

EU-EC-
10012312430

27/04/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Arthralgia (2d -
Recovered/Resolved -

»

Chest pain (n/a -
Recovering/Resolving

»

Fatigue (2029min -
Recovered/Resolved -

)

Pyrexia (n/a -
Recovering/Resolving

g

Respiratory disorder
(n/a-
Recovering/Resolving

=)

Vaccination site pain
(2029min -
Recovered/Resolved -

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

[METHYLPHENIDATE
HYDROCHLORIDE] (C -
n/fa-nfa-[n/a-n/a-
n/al)

EU-EC-
10012312460

27/04/2022

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

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

Musculoskeletal
stiffness (n/a -
Recovered/Resolved
With Sequelae - ),

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

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

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

Not reported
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Photosensitivity
reaction (n/a -
Recovered/Resolved
With Sequelae - ),

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

Tachycardia (n/a -
Recovered/Resolved
With Sequelae - )

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

Hospitalisation, Other
Medically Important
Condition),

Appendicitis (3d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),

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

Disease recurrence
(3d-
Recovered/Resolved -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),

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

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

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

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

Pyrexia (n/a -

Recovered/Resolved -

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

EU-EC- 27/04/2022 |Spontaneous |Non Non Not available 12-17 |Not Male No Drug ineffective (n/a - | COMIRNATY Not reported I
10012312697 Healthcare |European Years |Specified Unknown - Other [TOZINAMERAN] (S -
Professional | Economic Medically Important |COVID-19
Area Condition), immunisation - Not
applicable - [n/a - n/a
Suspected COVID-19 |- n/a]),
(n/a - Unknown -
Other Medically [COVID-19 VACCINE]
Important Condition) |(S - COVID-19
immunisation - Not
applicable - [n/a - n/a
- n/al)
EU-EC- 27/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest discomfort (n/a |COMIRNATY Not reported I
10012312781 Professional |European Years |Specified - [TOZINAMERAN] (S -
Economic Recovering/Resolving |COVID-19
Area - Caused/Prolonged  |immunisation - Not
Hospitalisation), applicable - [n/a -
.5mL -
Dizziness (n/a - Intramuscular])
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Lethargy (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Overdose (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Syncope (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition)
EU-EC- 27/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Arthritis (n/a - COMIRNATY Not reported 1
10012312924 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area - Other Medically Immunisation - n/a -
Important Condition) [[n/a - 1{DF} - n/a])
EU-EC- 27/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Herpes zoster (n/a - |COMIRNATY MELATONIN I
10012313036 Professional |Economic Years |Specified Not Recovered/Not [TOZINAMERAN] (S - |[MELATONIN] (C - n/a -
Area Resolved - ) n/a-nfa-[n/a-nfa |n/a-[n/a-n/a-n/al),
- n/al)
[METHYLPHENIDATE
HYDROCHLORIDE] (C -
n/a-n/a-[n/a-n/a-
n/a])
EU-EC- 27/04/2022 |Spontaneous |Non Non Not available 12-17 |Not Male No Abdominal pain lower |COMIRNATY Not reported I
10012313057 Healthcare |European Years |Specified (n/a- [TOZINAMERAN] (S -
Professional | Economic Recovered/Resolved - |COVID-19
Area Caused/Prolonged immunisation - Not
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Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),

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

EU-EC-
10012313228

27/04/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

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

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

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

Not reported

EU-EC-
10012313274

27/04/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

Not reported

EU-EC-
10012313630

27/04/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Pyrexia (7d -
Recovered/Resolved -

)

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

[AMISULPRIDE] (C - n/a -

n/a - [n/a - 400mg -
n/al),

[ESCITALOPRAM,
ESCITALOPRAM
OXALATE] (C - n/a - n/a -
[n/a - 20mg - n/a])

EU-EC-
10012313674

27/04/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

COVID-19 (3d -
Recovered/Resolved -
Other Medically

Important Condition),

SARS-CoV-2 test
positive (3d -
Recovered/Resolved -
Other Medically
Important Condition),

Vaccination failure (3d
- Recovered/Resolved
- Other Medically
Important Condition)

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

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

Not reported

EU-EC-
10012313678

27/04/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

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

Not reported

EU-EC-
10012313680

27/04/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

SARS-CoV-2 test
positive (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

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

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -
[n/a - 30ug - n/a])

Not reported

EU-EC-
10012314754

27/04/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Bell's palsy (n/a -
Unknown - Other
Medically Important
Condition)

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

Not reported

EU-EC-
10012314991

27/04/2022

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

No

Generalised tonic-
clonic seizure (n/a -
Not Recovered/Not
Resolved - Disabling,

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

Not reported
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Other Medically applicable - [n/a - n/a
Important Condition) |- n/a])
EU-EC- 27/04/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Axillary pain (n/a - COMIRNATY Not reported I
10012315792 Healthcare |Economic Years |Specified Not Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19
immunisation - Not
Fatigue (n/a - Not applicable - [n/a - n/a
Recovered/Not - n/al)
Resolved - ),
Headache (n/a - Not
Recovered/Not
Resolved - ),
Lymphadenopathy
(n/a - Not
Recovered/Not
Resolved - ),
Malaise (n/a - Not
Recovered/Not
Resolved - ),
Skin disorder (n/a -
Not Recovered/Not
Resolved - )
EU-EC- 27/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Vaccination failure COMIRNATY Not reported 1
10012316036 Professional |Economic Years (n/a- [TOZINAMERAN] (S -
Area Recovering/Resolving |COVID-19
- Caused/Prolonged  |immunisation - Not
Hospitalisation) applicable - [1d -
1{DF} - n/a])
EU-EC- 27/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported I
10012316144 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important  |n/a - n/a-[n/a-n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 27/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Headache (n/a - COMIRNATY [AMITRIPTYLINE] (C - I
10012316398 Healthcare |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S - |n/a-n/a-[n/a-n/a-
Professional |Area , COvID-19 n/a])
immunisation - Not
Nausea (n/a - applicable - [1d -
Recovered/Resolved - |1{DF} -
) Intramuscular])
EU-EC- 27/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Immunisation COMIRNATY Not reported I
10012316403 Professional |Economic Years reaction (n/a - [TOZINAMERAN] (S -
Area Recovering/Resolving |COVID-19
=), immunisation - Not
applicable - [1d -
Urticaria (n/a - 1{DF} -
Recovering/Resolving |Intramuscular])
EU-EC- 27/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Immunisation COMIRNATY COMIRNATY I
10012316509 Healthcare |Economic Years reaction (n/a - Not [TOZINAMERAN] (S - |[TOZINAMERAN] (C -
Professional |Area Recovered/Not COVID-19 COVID-19 immunisation -
Resolved - ) immunisation - Not Not applicable - [2d -
applicable - [1d - 2{DF} - Intramuscular])
1{DF} -
Intramuscular])
EU-EC- 27/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Immunisation COMIRNATY Not reported I
10012316518 Healthcare |Economic Years reaction (n/a - [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving |COVID-19
=) immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 27/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Diarrhoea (3d - COMIRNATY Not reported I
10012316520 Professional |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S -
Area ) COVID-19
immunisation - Not
Lymphadenopathy applicable - [1d -
3d- 1{DF} -
Recovered/Resolved - |Intramuscular])
EU-EC- 27/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Heavy menstrual COMIRNATY Not reported I
10012316614 Healthcare |Economic Years bleeding (n/a - Not  |[TOZINAMERAN] (S -
Professional |Area Recovered/Not COVID-19
Resolved - ), immunisation - Not
applicable - [1d -
Menstrual disorder  |.3mL -
(n/a - Not Intramuscular])
Recovered/Not
Resolved - )
EU-EC- 27/04/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Vaccination site COMIRNATY [ETHINYLESTRADIOL, I
10012316683 Healthcare |Economic Years reaction (n/a - [TOZINAMERAN] (S - |LEVONORGESTREL] (C -
Professional |Area Recovered/Resolved - |COVID-19 n/fa-n/a-[n/a-n/a-
) immunisation - Not n/a])
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 27/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Menstrual disorder COMIRNATY Not reported I
10012316719 Healthcare |Economic Years (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not COVID-19
Resolved - ) immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 27/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Herpes zoster (n/a - |COMIRNATY Not reported I
10012316721 Professional |Economic Years Not Recovered/Not [TOZINAMERAN] (S -
Area Resolved - ) COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 27/04/2022 | Spontaneous |Healthcare  |Non Not available 12-17 |Not Female |No Cardiac arrest (n/a - |COMIRNATY Not reported I
10012316787 Professional |European Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Economic - Caused/Prolonged  |COVID-19
Area Hospitalisation, Other |immunisation - Not
Medically Important  |applicable - [1d - n/a
Condition), - n/al)
Decreased appetite
(n/a-
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Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

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

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

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

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

Disabling, Other
Medically Important
Condition),

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

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

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

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

Condition),
Vomiting (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 27/04/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Headache (n/a - COMIRNATY Not reported I
10012316873 Healthcare |Economic Years |Specified Unknown - ), [TOZINAMERAN] (S -
Professional |Area COVID-19
Pyrexia (n/a - immunisation - Not
Unknown - ) applicable - [n/a - n/a
- n/a])
EU-EC- 27/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Amnesia (n/a - Not ~|COMIRNATY Not reported I
10012316898 Professional |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Area Resolved - ), COVID-19
immunisation - Not
Blood iron decreased |applicable - [1d - n/a
(n/a - Unknown - ), |- n/a])
Dyspnoea (n/a - Not
Recovered/Not
Resolved - ),
Malaise (n/a - Not
Recovered/Not
Resolved - ),
Migraine (n/a - Not
Recovered/Not
Resolved - ),
Paralysis (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Tremor (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 27/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported I
10012317053 Professional | Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important  |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 27/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported I
10012317068 Professional | Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important  |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 27/04/2022 | Spontaneous |Healthcare  |Non Not available 12-17 |Not Female |No Dizziness (n/a - COMIRNATY Not reported I
10012317214 Professional |European Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Economic ) COVID-19
Area immunisation - Not
Syncope (n/a - applicable - [1d - n/a
Recovered/Resolved - |- Intramuscular])
Other Medically
Important Condition)
EU-EC- 27/04/2022 | Spontaneous |Non Non Not available 12-17 |Not Female |Yes |Abdominal pain upper |COMIRNATY Not reported I
10012317337 Healthcare |European Years |Specified (n/a - Unknown - [TOZINAMERAN] (S -
Professional | Economic Caused/Prolonged COVID-19
Area Hospitalisation, immunisation - Not
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Feeling abnormal (n/a
- Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Disabling, Other
Medically Important
Condition),

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

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

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

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

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

Post-acute COVID-19
syndrome (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Disabling, Other
Medically Important
Condition),

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

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

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

Medically Important
Condition),

Condition aggravated

Condition)
EU-EC- 27/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No COVID-19 (n/a - TOZINAMERAN [AMITRIPTYLINE I
10012317509 Professional |European Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S - |HYDROCHLORIDE] (C -
Economic Other Medically COVID-19 nfa-nfa-[n/a-n/a-
Area Important Condition), |immunisation - Not n/al),
applicable - [1d - n/a
Drug ineffective (n/a - |- Intramuscular]) [BUPROPION] (C - n/a -
Unknown - Other n/a - [n/a - n/a-n/a)),
Medically Important
Condition) [DEXMETHYLPHENIDATE,
DEXMETHYLPHENIDATE
HYDROCHLORIDE] (C -
n/fa-n/a-[n/a-n/a-
n/al),
[ESCITALOPRAM,
ESCITALOPRAM
OXALATE] (C-n/a-n/a-
[n/a - n/a - n/a]),
[LAMOTRIGINE] (C - n/a
- n/a - [n/a - n/a- n/a])
EU-EC- 27/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Dizziness (n/a - COMIRNATY Not reported I
10012317720 Professional |European Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Economic ) COVID-19
Area immunisation - Not
Syncope (n/a - applicable - [1d - n/a
Recovered/Resolved - |- Intramuscular])
Other Medically
Important Condition)
EU-EC- 27/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No COVID-19 (n/a - TOZINAMERAN Not reported I
10012318172 Professional |European Years |Specified Unknown - [TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation, Other |immunisation - Not

applicable - [1d - n/a
- n/a])
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(n/a - Unknown - Life
Threatening,
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),

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

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

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

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

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

Insomnia (n/a -
Recovered/Resolved -
Life Threatening,
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),

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

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

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

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

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

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

EU-EC- 27/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported I
10012318875 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important  |n/a - n/a - [n/a-n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 27/04/2022 |Spontaneous |Non Non Not available 12-17 |Not Female |No Headache (n/a - COMIRNATY Not reported I
10012319189 Healthcare |European Years |Specified Recovered/Resolved  |[TOZINAMERAN] (S -
Professional |Economic With Sequelae - Other |COVID-19
Area Medically Important  |immunisation - Not
Condition) applicable - [n/a - n/a
- n/al)
EU-EC- 27/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent | Male No COVID-19 (n/a - COMIRNATY Not reported I
10012319934 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important  |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 27/04/2022 |Spontaneous |Healthcare  |European |Not available 12-17 |Adolescent |Female |No Headache (n/a - COMIRNATY Not reported I
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10012320055 Professional |Economic Years Unknown - ) [TOZINAMERAN] (S -
Area COVID-19
immunisation - Not
applicable - [1d -
1{DF} - Unknown])
EU-EC- 27/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Pyrexia (n/a - COMIRNATY Not reported I
10012320057 Professional |Economic Years Unknown - ) [TOZINAMERAN] (S -
Area COVID-19
immunisation - Not
applicable - [1d -
1{DF} - Unknown])
EU-EC- 27/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Myalgia (n/a - COMIRNATY Not reported I
10012320063 Professional |Economic Years Unknown - ), [TOZINAMERAN] (S -
Area COVID-19
Pyrexia (n/a - immunisation - Not
Unknown - ) applicable - [1d -
1{DF} - Unknown])
EU-EC- 27/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Vaccination site COMIRNATY Not reported I
10012320190 Professional |Economic Years inflammation (n/a -  [[TOZINAMERAN] (S -
Area Unknown - ), COVID-19
immunisation - Not
Vaccination site pain |applicable - [1d -
(n/a - Unknown - ) 1{DF} - Unknown])
EU-EC- 27/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Dizziness (n/a - COMIRNATY Not reported I
10012320355 Professional |European Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Economic 3 COVID-19
Area immunisation - Not
Syncope (n/a - applicable - [1d - n/a
Recovered/Resolved - |- Intramuscular])
Other Medically
Important Condition)
EU-EC- 27/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Type 1 diabetes COMIRNATY Not reported I
10012320378 Professional | Economic Years |Specified mellitus (n/a - Not [TOZINAMERAN] (S -
Area Recovered/Not COVID-19
Resolved - immunisation - Not
Caused/Prolonged applicable - [n/a - n/a
Hospitalisation) - Intramuscular])
EU-EC- 27/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported I
10012320514 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important  |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 27/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported I
10012320527 Professional | Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important  |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 27/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported I
10012320539 Professional | Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important  |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 27/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported I
10012320542 Professional | Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important  |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 27/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Decreased appetite | COMIRNATY Not reported I
10012320683 Professional |European Years | Specified (n/a - Unknown - ),  |[TOZINAMERAN] (S -
Economic COvID-19
Area Depressed level of immunisation - Not
consciousness (n/a - |applicable - [1d - n/a
Recovering/Resolving |- Intramuscular])
- Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),
Diarrhoea (n/a -
Unknown - ),
Dysarthria (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),
Gait disturbance (n/a
- Unknown - ),
Irritability (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),
Productive cough (n/a
- Unknown - ),
Pyrexia (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Vomiting (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 27/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported I
10012320709 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important  |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
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(n/a - Unknown -
Other Medically
Important Condition)

EU-EC-
10012321039

27/04/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Fatigue (12d -
Recovering/Resolving

4

Palpitations (12d -
Recovering/Resolving

g

Tachycardia (12d -
Recovering/Resolving

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

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

Not reported

EU-EC-
10012298894

26/04/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

Nasal congestion (5d
- Recovered/Resolved

Oropharyngeal pain
5d -

Recovered/Resolved -

i

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

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

Not reported

EU-EC-
10012298940

26/04/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

- n/a])

Not reported

EU-EC-
10012298973

26/04/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

Not reported

EU-EC-
10012299313

26/04/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Adverse drug reaction
(n/a - Unknown - Life
Threatening,
Caused/Prolonged
Hospitalisation),

Adverse reaction (n/a
- Unknown - Life
Threatening,
Caused/Prolonged
Hospitalisation),

Cellulitis (n/a -
Unknown - Life
Threatening,
Caused/Prolonged
Hospitalisation),

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

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

Not reported

EU-EC-
10012299433

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

26/04/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

Feeling abnormal (n/a
Recovering/Resolving
- Other Medically

Important Condition),

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

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

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

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

Vision blurred (n/a -
Recovering/Resolving

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

Not reported
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- Other Medically
Important Condition)

EU-EC-
10012299435

26/04/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Diarrhoea (n/a -
Recovered/Resolved -

I’

Dizziness (n/a -
Recovered/Resolved -

i

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

Nausea (n/a -
Recovered/Resolved -

»

Vomiting (n/a -
Recovered/Resolved -

)

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

Not reported

EU-EC-
10012299788

26/04/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Asthenia (45min -
Recovered/Resolved -

»

Back pain (0d -
Recovered/Resolved -
)

Eye movement
disorder (45min -
Recovered/Resolved -
)

Heart rate increased
(45min -
Recovered/Resolved -

»

Hypotension (45min -
Recovered/Resolved -
Other Medically

Important Condition),

Hypotonia (45min -
Recovered/Resolved -
)

Micturition urgency
(45min -
Recovered/Resolved -

4

Muscle spasms
(45min -
Recovered/Resolved -

)

Nausea (0d -
Recovered/Resolved -

»

Pallor (45min -
Recovered/Resolved -
)
Sitting disability
(45min -
Recovered/Resolved -

i

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

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

Not reported

EU-EC-
10012299890

26/04/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

Hypoaesthesia (n/a -
Recovered/Resolved -
Other Medically

Important Condition),

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

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

Not reported

EU-EC-
10012300067

26/04/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

Not reported

EU-EC-
10012300190

26/04/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

Not reported

EU-EC-
10012300445

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

26/04/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

Chest discomfort (n/a
- Unknown - ),

Dyspnoea (n/a -
Unknown - ),

Headache (n/a -
Unknown - ),

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

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

Not reported
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Phobic postural
vertigo (n/a -
Unknown -)

EU-EC-
10012300644

26/04/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

Not reported

EU-EC-
10012300752

26/04/2022

Spontaneous

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)

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

Not reported

EU-EC-
10012300799

26/04/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Chest discomfort (30d
- Recovered/Resolved

4

Heavy menstrual
bleeding (30d -
Recovered/Resolved -

)

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

Not reported

EU-EC-
10012300889

26/04/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

Vomiting projectile
(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-
10012301030

26/04/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Fatigue (n/a -
Recovering/Resolving

4

Malaise (n/a -
Recovering/Resolving
=)

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

Rhinorrhoea (n/a -
Recovering/Resolving

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

CELLCEPT
[MYCOPHENOLATE
MOFETIL] (C-n/a-n/a-
[n/a - 500mg - n/a])

EU-EC-
10012301048

26/04/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

Weight decreased
(n/a - Unknown - )

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

Not reported

EU-EC-
10012301083

26/04/2022

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

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

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

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

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

Vaccination failure
(n/a - Not
Recovered/Not
Resolved - Other

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

Not reported
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Medically Important
Condition)
EU-EC- 26/04/2022 |Spontaneous |Non Non Not available 12-17 |Not Male No Chronic sinusitis (nfa |COMIRNATY Not reported I
10012301294 Healthcare |European Years |Specified - Not Recovered/Not [[TOZINAMERAN] (S -
Professional |Economic Resolved - Disabling) |COVID-19
Area immunisation - Not
applicable - [n/a - n/a
- n/al)
EU-EC- 26/04/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Pain in extremity (n/a | COMIRNATY Not reported I
10012301705 Healthcare |Economic Years |Specified - Not Recovered/Not [[TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19
immunisation - Not
Visual impairment applicable - [1d - n/a
(n/a - Not - n/a])
Recovered/Not
Resolved - )
EU-EC- 26/04/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Headache (n/a - Not |COMIRNATY Not reported I
10012301848 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), n/a-nfa-[n/a-n/a
- n/a])
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 26/04/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Headache (n/a - Not |COMIRNATY Not reported I
10012301882 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), n/a-nf/a-[nfa-n/a
- n/a])
Nausea (n/a - Not
Recovered/Not
Resolved - ),
Vaccination site pain
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 26/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Heart rate decreased |COMIRNATY Not reported I
10012301894 Professional |European Years |Specified (n/a- [TOZINAMERAN] (S -
Economic Recovered/Resolved - |COVID-19
Area Other Medically immunisation - Not
Important Condition), |applicable - [n/a - n/a
- Intramuscular])
Hypotension (n/a -
Recovered/Resolved -
Other Medically
Important Condition),
Nausea (n/a -
Recovering/Resolving
- Other Medically
Important Condition),
Tremor (n/a -
Recovering/Resolving
- Other Medically
Important Condition),
Vomiting (n/a -
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 26/04/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Headache (n/a - Not |COMIRNATY Not reported I
10012301911 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), n/a-n/a-[n/a-n/a
- n/a])
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 26/04/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Chills (n/a - Not COMIRNATY Not reported I
10012301933 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), n/a-n/a-[n/a-n/a
- n/a])
Headache (n/a - Not
Recovered/Not
Resolved - ),
Malaise (n/a - Not
Recovered/Not
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 26/04/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Malaise (1d - COMIRNATY Not reported I
10012302038 Healthcare |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area B n/a-nfa-[n/a-n/a
- n/a])
Nausea (2d -
Recovered/Resolved -
)
Vaccination site pain
(3d-
Recovered/Resolved -
)
Vomiting (1d -
Recovered/Resolved -
)
EU-EC- 26/04/2022 | Spontaneous |Healthcare  |Non Not available 12-17 |Not Female |No Anaphylactoid COMIRNATY Not reported I
10012302073 Professional |European Years |Specified reaction (n/a - [TOZINAMERAN] (S -
Economic Unknown - Other COVID-19
Area Medically Important  |immunisation - Not
Condition) applicable - [1d - n/a
- Intramuscular])
EU-EC- 26/04/2022 | Spontaneous |Non Non Not available 12-17 |Not Female |No Dyspnoea (n/a - Not |COMIRNATY Not reported I
10012302306 Healthcare |European Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional | Economic Resolved - Other COVID-19
Area Medically Important ~ |immunisation - Not
Condition) applicable - [n/a - n/a
- n/a])
EU-EC- 26/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Chills (0d - COMIRNATY Not reported I
10012302679 Healthcare |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area B Immunisation - n/a -
[n/a - n/a - n/a])
Injection site pain (7d
- Recovered/Resolved
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Lymphadenopathy
(6d -
Recovered/Resolved -
)
Paraesthesia (0d -
Recovered/Resolved -
Pyrexia (7d -
Recovered/Resolved -
)
EU-EC- 26/04/2022 | Spontaneous |Non European |Not available 12-17 |Child Female |No Swelling (n/a - COMIRNATY Not reported I
10012302730 Healthcare |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
[n/a - 2{DF} - n/al)
EU-EC- 26/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Asthenia (n/a - COMIRNATY Not reported I
10012302774 Professional |European Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Economic ) COVID-19
Area immunisation - Not
Dizziness (n/a - applicable - [1d - n/a
Recovered/Resolved - |- n/a])
)
Headache (n/a -
Recovered/Resolved -
Myalgia (n/a -
Recovered/Resolved -
)
Syncope (n/a -
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 26/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported I
10012303010 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important  |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 26/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Chest discomfort (n/a | COMIRNATY Not reported I
10012303138 Professional |European Years |Specified - Recovered/Resolved |[TOZINAMERAN] (S -
Economic - Caused/Prolonged  |COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d -
Chest pain (n/a - .3mL -
Recovered/Resolved - |Intramuscular])
Caused/Prolonged
Hospitalisation),
Palpitations (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Vomiting (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 26/04/2022 | Spontaneous |Healthcare  |Non Not available 12-17 |Not Male No Chest pain (n/a - COMIRNATY Not reported I
10012303216 Professional |European Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Economic - Caused/Prolonged  |COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d - n/a
Myocarditis (n/a - - Intramuscular])
Recovering/Resolving
- Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),
Palpitations (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 26/04/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Abdominal pain upper |COMIRNATY Not reported I
10012303257 Healthcare |Economic Years |Specified (n/a- [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving |COVID-19
=) immunisation - Not
applicable - [n/a - n/a
Chills (n/a - - n/a])
Recovering/Resolving
=)
Fatigue (n/a -
Recovering/Resolving
=)
Headache (n/a -
Recovering/Resolving
=)
Myalgia (n/a -
Recovering/Resolving
Nausea (n/a -
Recovering/Resolving
=
Pyrexia (n/a -
Recovering/Resolving
EU-EC- 26/04/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent | Male No Rash (7d - Not COMIRNATY Not reported I
10012303423 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ) Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 26/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Loss of consciousness [COMIRNATY Not reported I
10012303463 Professional |European Years |Specified (n/a - [TOZINAMERAN] (S -
Economic Recovered/Resolved - |COVID-19
Area Other Medically immunisation - Not
Important Condition), |applicable - [1d - n/a
- Intramuscular])
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Pallor (n/a -
Recovered/Resolved -
EU-EC- 26/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Abnormal behaviour |COMIRNATY Not reported I
10012303465 Professional |European Years |Specified (n/a- [TOZINAMERAN] (S -
Economic Recovering/Resolving |COVID-19
Area - Caused/Prolonged  |immunisation - Not
Hospitalisation), applicable - [1d - n/a
- Intramuscular])
Pyrexia (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 26/04/2022 | Spontaneous |Non Non Not available 12-17 |Not Female |No Abdominal pain (n/a - |COMIRNATY Not reported I
10012303886 Healthcare |European Years |Specified Not Recovered/Not [TOZINAMERAN] (S -
Professional |Economic Resolved - Disabling), |COVID-19
Area immunisation - Not
Impaired gastric applicable - [1d - n/a
emptying (n/a - Not |- n/a])
Recovered/Not
Resolved - Disabling),
Nausea (n/a - Not
Recovered/Not
Resolved - Disabling),
Vomiting (n/a - Not
Recovered/Not
Resolved - Disabling)
EU-EC- 26/04/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Injection site reaction |COMIRNATY Not reported I
10012303926 Healthcare |Economic Years |Specified (n/a - Unknown - ) [TOZINAMERAN] (S -
Professional |Area COVID-19
immunisation - Not
applicable - [n/a - n/a
- n/a])
EU-EC- 26/04/2022 | Spontaneous |Healthcare  |Non Not available 12-17 |Not Male No Urinary tract infection |COMIRNATY Not reported 1
10012304090 Professional |European Years |Specified (6d - [TOZINAMERAN] (S -
Economic Recovered/Resolved - |COVID-19
Area Caused/Prolonged immunisation - Not
Hospitalisation) applicable - [1d - n/a
- Intramuscular])
EU-EC- 26/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No Condition aggravated |COMIRNATY Not reported 1
10012304543 Professional |Economic Years (n/a- [TOZINAMERAN] (S -
Area Recovering/Resolving |COVID-19
=) immunisation - Not
applicable - [1d -
Retinal vein occlusion |1{DF} -
(n/a- Intramuscular])
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 26/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Endometriosis (n/a - |COMIRNATY Not reported I
10012304677 Professional | Economic Years Not Recovered/Not [TOZINAMERAN] (S -
Area Resolved - ), COVID-19
immunisation - Drug
Intermenstrual withdrawn - [1d -
bleeding (n/a - Not 1{DF} -
Recovered/Not Intramuscular])
Resolved - )
EU-EC- 26/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No Amenorrhoea (3mo - |COMIRNATY Not reported I
10012304808 Professional |Economic Years Not Recovered/Not [TOZINAMERAN] (S -
Area Resolved - ) COVID-19
immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 26/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Fatigue (n/a - Not COMIRNATY Not reported I
10012304849 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19
immunisation - n/a -
Menstrual disorder [1d - 1{DF} -
(n/a - Not Intramuscular])
Recovered/Not
Resolved - )
EU-EC- 26/04/2022 | Spontaneous |Healthcare  |European |Not available 12-17 |Adolescent |Female |No Genital haemorrhage |COMIRNATY Not reported I
10012304861 Professional |Economic Years (1d - [TOZINAMERAN] (S -
Area Recovered/Resolved - |COVID-19
B immunisation - Not
applicable - [1d -
Lymphadenopathy 1{DF} -
(10d - Intramuscular])
Recovered/Resolved -
Menarche (10d -
Recovered/Resolved -
EU-EC- 26/04/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Lymphadenopathy COMIRNATY Not reported I
10012304897 Healthcare |Economic Years (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not COvVID-19
Resolved - ), immunisation - Not
applicable - [1d -
Pyrexia (n/a - Not 1{DF} -
Recovered/Not Intramuscular])
Resolved - )
EU-EC- 26/04/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Asthenia (n/a - COMIRNATY Not reported I
10012304944 Healthcare |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area 3 COVID-19
immunisation - Not
Tachycardia (n/a - applicable - [28d -
Recovered/Resolved - | 1{DF} -
) Intramuscular])
EU-EC- 26/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Chest discomfort (n/a | COMIRNATY Not reported I
10012305169 Professional |Economic Years |Specified - Recovered/Resolved |[TOZINAMERAN] (S -
Area =) COVID-19
immunisation - Not
Non-cardiac chest applicable - [1d - n/a
pain (n/a - - Intramuscular])
Recovered/Resolved -
)
Pyrexia (n/a -
Recovered/Resolved -
)
EU-EC- 26/04/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Menarche (n/a - COMIRNATY Not reported I
10012305380 Healthcare |Economic Years |Specified Unknown -) [TOZINAMERAN] (S -
Professional |Area COVID-19
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immunisation - Not
applicable - [n/a -
1{DF} - n/a])

EU-EC-
10012305410

26/04/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

Headache (n/a -
Recovering/Resolving

-

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

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

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

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

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

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

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

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

Not reported

EU-EC-
10012305462

26/04/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Fatigue (n/a -
Recovering/Resolving

4

Malaise (n/a -
Recovering/Resolving
=)

Pyrexia (1d -
Recovered/Resolved -

»

Vaccination site pain
(n/a-

Recovering/Resolving

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

Not reported

EU-EC-
10012305645

26/04/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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

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

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

Not reported

EU-EC-
10012305702

26/04/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

Dyspnoea (n/a -
Unknown - Disabling),

Fatigue (n/a -
Unknown - Disabling),

Pyrexia (n/a -
Unknown - Disabling),

Tachycardia (n/a -
Unknown - Disabling)

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

Not reported

EU-EC-
10012306085

26/04/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

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

- n/a])

Not reported

EU-EC-
10012306095

26/04/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

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

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

Not reported

EU-EC-
10012306105

26/04/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

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

Not reported

EU-EC-
10012306259

26/04/2022

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

Spontaneous

Healthcare
Professional

European
Economic

Not available

12-17
Years

Not
Specified

Male

No

Chills (3d -
Recovered/Resolved -

COMIRNATY
[TOZINAMERAN] (S -

Not reported
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Area ) COVID-19
immunisation - Not
Fatigue (n/a - Not applicable - [n/a -
Recovered/Not 1{DF} - n/al)
Resolved - ),
Headache (1d -
Recovered/Resolved -
Malaise (3d -
Recovered/Resolved -
Night sweats (3d -
Recovered/Resolved -
)
Nightmare (3d -
Recovered/Resolved -
EU-EC- 26/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No COVID-19 (n/a - Not |COMIRNATY Not reported I
10012306272 Professional |European Years |Specified Recovered/Not [TOZINAMERAN] (S -
Economic Resolved - Other COVID-19
Area Medically Important  |immunisation - Not
Condition), applicable - [1d - n/a
- n/al)
Chest pain (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 26/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Condition aggravated |COMIRNATY Not reported I
10012306908 Professional |Economic Years |Specified (n/a - Not [TOZINAMERAN] (S -
Area Recovered/Not COVID-19
Resolved - ), immunisation - Not
applicable - [2d - n/a
Eczema (n/a - Not - n/al)
Recovered/Not
Resolved - ),
Headache (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 26/04/2022 | Spontaneous |Non Non Not available 12-17 |Not Female |No COVID-19 (n/a - COMIRNATY Not reported I
10012306973 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- 26/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Loss of consciousness |COMIRNATY Not reported I
10012307095 Professional |European Years |Specified (n/a- [TOZINAMERAN] (S -
Economic Recovered/Resolved - |COVID-19
Area Other Medically immunisation - Not
Important Condition), |applicable - [1d - n/a
- Intramuscular])
Pallor (n/a - Unknown
EU-EC- 26/04/2022 | Spontaneous |Non Non Not available 12-17 |Not Female |No Dizziness postural COMIRNATY Not reported I
10012307240 Healthcare |European Years |Specified (n/a - Unknown - [TOZINAMERAN] (S -
Professional |Economic Other Medically COVID-19
Area Important Condition), |immunisation - Not
applicable - [1d - n/a
Hypotonia (n/a - - n/al)
Recovered/Resolved -
Other Medically
Important Condition),
Loss of consciousness
(n/a - Unknown -
Other Medically
Important Condition),
Tinnitus (n/a -
Unknown - Other
Medically Important
Condition),
Vision blurred (n/a -
Unknown - Other
Medically Important
Condition),
Vomiting (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 26/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Pyrexia (n/a - COMIRNATY Not reported I
10012307322 Professional |European Years |Specified Unknown - [TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d - n/a
Vomiting (n/a - - Intramuscular])
Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 26/04/2022 | Spontaneous |Healthcare  |Non Not available 12-17 |Not Female |No Appendicitis COMIRNATY Not reported I
10012307359 Professional |European Years |Specified perforated (n/a - [TOZINAMERAN] (S -
Economic Recovering/Resolving |COVID-19
Area - Other Medically immunisation - Not
Important Condition) |applicable - [n/a - n/a
- n/a])
EU-EC- 26/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported I
10012307386 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important  |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 26/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Dizziness (n/a - COMIRNATY Not reported I
10012307611 Professional |Economic Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Area =) n/a-n/a-[n/a-n/a
- n/a])
Dyspnoea (n/a -
Recovering/Resolving
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-
Nausea (n/a -
Recovering/Resolving
EU-EC- 26/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Abdominal pain (n/a - |COMIRNATY Not reported I
10012307615 Professional |European Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Economic B COVID-19
Area immunisation - Not
Deafness (n/a - applicable - [1d - n/a
Recovered/Resolved - |- Intramuscular])
Other Medically
Important Condition),
Vision blurred (n/a -
Recovered/Resolved -
)
EU-EC- 26/04/2022 | Spontaneous |Healthcare  |Non Not available 12-17 |Not Female |No Inappropriate COMIRNATY Not reported I
10012307702 Professional |European Years |Specified schedule of product [[TOZINAMERAN] (S -
Economic administration (n/a - |COVID-19
Area Unknown - ), immunisation - Not
applicable - [1d - n/a
Pyrexia (n/a - - Intramuscular])
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Vaccination site pain
(n/a-
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 26/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported I
10012308000 Professional | Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important  |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 26/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported I
10012308125 Professional | Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important  |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 26/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported I
10012308181 Professional | Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important  |n/a - n/a-[n/a-n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 26/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Spinal cord injury COMIRNATY Not reported I
10012308303 Professional |European Years |Specified (n/a- [TOZINAMERAN] (S -
Economic Recovering/Resolving |COVID-19
Area - Caused/Prolonged  |immunisation - Not
Hospitalisation, Other |applicable - [1d - n/a
Medically Important |- Intramuscular])
Condition)
EU-EC- 26/04/2022 | Spontaneous |Healthcare  |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported 1
10012308846 Professional | Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important  |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 26/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Abdominal pain (n/a - |[COMIRNATY Not reported I
10012308851 Professional |European Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Economic - Caused/Prolonged  |COVID-19
Area Hospitalisation) immunisation - Not
applicable - [1d - n/a
- Intramuscular])
EU-EC- 26/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported I
10012308994 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important  |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 26/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported I
10012309000 Professional | Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important  |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 26/04/2022 | Spontaneous |Healthcare  |Non Not available 12-17 |Not Male No Cellulitis (n/a - COMIRNATY Not reported I
10012309238 Professional |European Years |Specified Unknown - Other [TOZINAMERAN] (S -
Economic Medically Important  |COVID-19
Area Condition), immunisation - Not
applicable - [1d - n/a
Facial pain (n/a - - n/a])
Unknown - )
EU-EC- 26/04/2022 | Spontaneous | Healthcare  |Non Not available 12-17 |Not Female |No Flank pain (n/a - COMIRNATY Not reported I
10012309493 Professional |European Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Economic - Caused/Prolonged  |COVID-19
Area Hospitalisation) immunisation - Not
applicable - [1d - n/a
- Intramuscular])
EU-EC- 25/04/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Guttate psoriasis (n/a |COMIRNATY Not reported I
10012288619 Healthcare |Economic Years | Specified - Unknown - ) [TOZINAMERAN] (S -
Professional |Area COVID-19
immunisation - Not
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applicable - [n/a - n/a
- n/a])
EU-EC- 25/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest pain (n/a - COMIRNATY Not reported I
10012288742 Professional |European Years |Specified Unknown - Other [TOZINAMERAN] (S -
Economic Medically Important |COVID-19
Area Condition), immunisation - Not
applicable - [n/a - n/a
Dyspnoea (n/a - - Intramuscular])
Unknown - Other
Medically Important
Condition),
Inappropriate
schedule of product
administration (n/a -
Unknown - ),
Palpitations (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 25/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Myocarditis (n/a - COMIRNATY Not reported I
10012289222 Professional |European Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation, Other |immunisation - Not
Medically Important  |applicable - [1d - n/a
Condition) - n/a])
EU-EC- 25/04/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Menstrual disorder COMIRNATY [CREATINE] (C - n/a - I
10012289830 Healthcare |Economic Years |Specified (n/a - Not [TOZINAMERAN] (S - |nfa-)
Professional |Area Recovered/Not Immunisation - n/a -
Resolved - ), [n/a-n/a-
Intramuscular])
Menstruation irregular
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 25/04/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Dizziness (n/a - COMIRNATY Not reported I
10012289832 Healthcare |Economic Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a -
[n/a-n/a-
Headache (n/a - Intramuscular])
Unknown - ),
Lymphadenopathy
(n/a-
Recovering/Resolving
=
Pyrexia (2d -
Recovered/Resolved -
)
Vaccination site pain
(n/a - Unknown - )
EU-EC- 25/04/2022 | Spontaneous |Non Non Not available 12-17 |Not Female |No Chest discomfort (n/a | TOZINAMERAN [LISDEXAMFETAMINE I
10012290120 Healthcare |European Years |Specified - [TOZINAMERAN] (S - |DIMESYLATE] (C - n/a -
Professional | Economic Recovering/Resolving |COVID-19 n/a - [n/a - n/a-n/a]),
Area - Caused/Prolonged  |immunisation - Not
Hospitalisation, applicable - [1d - n/a |[SERTRALINE,
Disabling), - n/a]) SERTRALINE
HYDROCHLORIDE] (C -
Dyspnoea (n/a - nfa-nfa-[n/a-n/a-
Recovering/Resolving n/a])
- Caused/Prolonged
Hospitalisation,
Disabling),
Limb discomfort (n/a
Recovering/Resolving
- Caused/Prolonged
Hospitalisation,
Disabling),
Myelitis transverse
(n/a-
Recovering/Resolving
- Caused/Prolonged
Hospitalisation,
Disabling, Other
Medically Important
Condition),
Paraesthesia (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation,
Disabling)
EU-EC- 25/04/2022 |Spontaneous |Non European |Not available 12-17 |Not Not No Chills (n/a - Unknown [COMIRNATY Not reported I
10012290133 Healthcare |Economic Years |Specified |Specified =) [TOZINAMERAN] (S -
Professional |Area COVID-19
Nausea (n/a - immunisation - Not
Unknown - ), applicable - [n/a - n/a
- n/a])
Pyrexia (n/a -
Unknown - ),
Sinus headache (n/a -
Unknown - )
EU-EC- 25/04/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Fatigue (1d - COMIRNATY Not reported I
10012290685 Healthcare |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area ) COVID-19
immunisation - Not
Headache (1d - applicable - [n/a -
Recovered/Resolved - |1{DF} - n/a])
Injection site pain (1d
- Recovered/Resolved
=)
Malaise (1d -
Recovered/Resolved -
)
Menarche (n/a -
Unknown - )
EU-EC- 25/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Hypersensitivity (n/a - [COMIRNATY Not reported I
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10012290711 Professional |Economic Years |Specified Recovered/Resolved - |CONCENTRATE FOR
Area Other Medically DISPERSION FOR
Important Condition), |INJECTION COVID-19
MRNA VACCINE
Rash pruritic (n/a - (NUCLEOSIDE
Recovered/Resolved - |MODIFIED)
Other Medically [TOZINAMERAN] (S -
Important Condition), |n/a - n/a - [n/a - n/a
- Intramuscular])
Urticaria (n/a -
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 25/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Not No Myocarditis (n/a - TOZINAMERAN Not reported I
10012290891 Professional |European Years |Specified |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation, Other |immunisation - Not
Medically Important  |applicable - [n/a - n/a
Condition), - n/a])
Pericarditis (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition)
EU-EC- 25/04/2022 | Spontaneous |Healthcare  |European |Not available 12-17 |Not Male No Cardiac contractility ~|COMIRNATY Not reported 1
10012291088 Professional |Economic Years |Specified decreased (n/a - CONCENTRATE FOR
Area Unknown - Other DISPERSION FOR
Medically Important | INJECTION COVID-19
Condition), MRNA VACCINE
(NUCLEOSIDE
Chest pain (n/a - MODIFIED)
Unknown - Other [TOZINAMERAN] (S -
Medically Important  |n/a - n/a - [n/a -
Condition), .3mL -
Intramuscular])
Myocarditis (n/a -
Unknown - Other
Medically Important
Condition),
Pyrexia (n/a -
Unknown - Other
Medically Important
Condition),
Troponin T increased
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 25/04/2022 |Spontaneous |Healthcare  |European |Not available 12-17 |Not Male No Headache (n/a - COMIRNATY Not reported 1
10012291441 Professional |Economic Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Area =) n/a-n/a-[n/a-n/a
- n/a])
Pyrexia (n/a -
Recovering/Resolving
EU-EC- 25/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported I
10012291557 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important  |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 25/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported I
10012291581 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important  |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 25/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No Chest pain (n/a - COMIRNATY Not reported I
10012292725 Professional | Economic Years Unknown - ), [TOZINAMERAN] (S -
Area Immunisation - n/a -
Sensory level [n/a-n/a-
abnormal (n/a - Intramuscular])
Unknown - )
EU-EC- 25/04/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Headache (1d - COMIRNATY Not reported I
10012292746 Healthcare |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area , Immunisation - n/a -
[n/a-n/a-
Muscle spasms (1d - |Intramuscular])
Recovered/Resolved -
)
Nausea (1d -
Recovered/Resolved -
)
Pain in jaw (1d -
Recovered/Resolved -
)
Skin burning
sensation (1d -
Recovered/Resolved -
Toothache (1d -
Recovered/Resolved -
Tremor (1d -
Recovered/Resolved -
)
Vomiting (1d -
Recovered/Resolved -
)
EU-EC- 25/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No COVID-19 (n/a - COMIRNATY Not reported I
10012293249 Professional |European Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Economic Other Medically COVID-19
Area Important Condition), |immunisation - Not
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applicable - [1d - n/a
Cough (n/a - - Intramuscular])
Recovered/Resolved -
)
Drug ineffective (n/a -
Recovered/Resolved -
Other Medically
Important Condition),
Oropharyngeal pain
(n/a -
Recovered/Resolved -
EU-EC- 25/04/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Influenza like illness | COMIRNATY Not reported I
10012294088 Healthcare |Economic Years (n/a- [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving |COVID-19
=) immunisation - Not
applicable - [1d -
Lymphadenopathy 1{DF} -
(n/a- Intramuscular])
Recovering/Resolving
Vulval disorder (15d -
Recovered/Resolved -
)
EU-EC- 25/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Headache (n/a - COMIRNATY Not reported 1
10012294097 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area =) COVID-19
immunisation - Not
Malaise (n/a - applicable - [1d -
Recovering/Resolving |1{DF} -
=) Intramuscular])
Oropharyngeal pain
(n/a-
Recovering/Resolving
EU-EC- 25/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Perineal pain (n/fa -  |[COMIRNATY Not reported I
10012294146 Healthcare |Economic Years Not Recovered/Not  |[TOZINAMERAN] (S -
Professional |Area Resolved - ) COVID-19
immunisation - Not
applicable - [1d - n/a
- Intramuscular])
EU-EC- 25/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Dysmenorrhoea (n/a - | COMIRNATY Not reported I
10012294147 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area =) COVID-19
immunisation - Not
Menstruation delayed |applicable - [1d - n/a
(n/a- - Intramuscular])
Recovering/Resolving
EU-EC- 25/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Pericarditis (n/a - COMIRNATY Not reported I
10012294325 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area - COVID-19
immunisation - Not
applicable - [1d - n/a
- Intramuscular])
EU-EC- 25/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Menstruation delayed |COMIRNATY Not reported 1
10012294408 Professional |Economic Years |Specified (n/a- [TOZINAMERAN] (S -
Area Recovered/Resolved - |COVID-19
3 immunisation - Not
applicable - [n/a -
Polymenorrhoea (n/a |1{DF} - n/a])
- Not Recovered/Not
Resolved - )
EU-EC- 25/04/2022 | Spontaneous |Non Non Not available 12-17 |Not Male No Inappropriate COMIRNATY Not reported I
10012294520 Healthcare |European Years |Specified schedule of product  |[TOZINAMERAN] (S -
Professional | Economic administration (n/a - |COVID-19
Area Unknown - ), immunisation - Not
applicable - [1d - n/a
Myocardial infarction |- n/a])
(n/a - Fatal - Results
in Death, Other
Medically Important
Condition),
Syncope (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 25/04/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Chest discomfort (n/a | COMIRNATY Not reported I
10012294532 Healthcare  |Economic Years | Specified - [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving |COVID-19
- immunisation - Not
applicable - [n/a - n/a
- n/a])
EU-EC- 25/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported I
10012294696 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important  |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 25/04/2022 | Spontaneous |Non Non Not available 12-17 |Not Female |No Menstruation delayed |COMIRNATY Not reported I
10012295194 Healthcare |European Years |Specified (n/a - Not [TOZINAMERAN] (S -
Professional |Economic Recovered/Not COVID-19
Area Resolved - Other immunisation - Not
Medically Important  |applicable - [1d - n/a
Condition) - n/al)
EU-EC- 25/04/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Fatigue (n/a - COMIRNATY Not reported I
10012295355 Healthcare |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area ) COVID-19
immunisation - Not
Headache (n/a - applicable - [n/a - n/a
Recovered/Resolved - |- n/a])
)
Iliness (n/a -
Unknown - ),
Immune system
disorder (n/a -
Unknown - ),
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Influenza like illness
(10d - Unknown - ),
Pain in extremity (n/a
- Recovered/Resolved
-
Vaccination site pain
(n/a-
Recovered/Resolved -
EU-EC- 25/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Chills (n/a - Unknown |COMIRNATY [METHYLPHENIDATE] (C |I
10012295766 Professional | Economic Years |Specified - [TOZINAMERAN] (S - |- n/a-n/a-[n/a - 20mg
Area COVID-19 - n/a))
Fatigue (n/a - immunisation - Not
Unknown - ), applicable - [1d - n/a
- n/a])
Headache (n/a -
Unknown - ),
Pain in extremity (n/a
- Unknown - ),
Poor quality product
administered (n/a -
Unknown - ),
Product
administration error
(n/a - Unknown - ),
Pyrexia (n/a -
Unknown - )
EU-EC- 25/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Fatigue (n/a - COMIRNATY [METHYLPHENIDATE] (C |I
10012295767 Professional |Economic Years |Specified Unknown - ), [TOZINAMERAN] (S - |- n/a - n/a - [n/a - 20mg
Area COVID-19 - n/a])
Headache (n/a - immunisation - Not
Unknown - ), applicable - [1d - n/a
- n/a])
Pain in extremity (n/a
- Unknown - )
EU-EC- 25/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent | Male No COVID-19 (n/a - COMIRNATY Not reported I
10012296209 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important  |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 25/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Epilepsy (n/a - COMIRNATY Not reported I
10012296588 Professional |European Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation, Other |immunisation - Not
Medically Important  |applicable - [n/a - n/a
Condition), - Intramuscular])
Malaise (3d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Pyrexia (2d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Seizure (2105min -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition)
EU-EC- 25/04/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Menarche (n/a - COMIRNATY Not reported 1
10012296603 Healthcare |Economic Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area - COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/al)
EU-EC- 25/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Herpes zoster (17d - |[COMIRNATY COMIRNATY
10012297048 Healthcare  |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S - |[TOZINAMERAN] (C -
Professional |Area Caused/Prolonged Immunisation - n/a - |Immunisation - n/a - [n/a
Hospitalisation) [n/a - 2{DF} - n/a]) |- 1{DF} - n/al)
EU-EC- 25/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Pulmonary embolism |COMIRNATY Not reported I
10012297056 Professional | Economic Years |Specified (n/a - Unknown - [TOZINAMERAN] (S -
Area Caused/Prolonged COVID-19
Hospitalisation, Other |immunisation - Not
Medically Important  |applicable - [n/a - n/a
Condition) - n/a])
EU-EC- 25/04/2022 | Spontaneous |Healthcare  |Non Not available 12-17 |Not Female |No Blood pressure COMIRNATY Not reported 1
10012297221 Professional |European Years |Specified decreased (0d - [TOZINAMERAN] (S -
Economic Recovered/Resolved - |COVID-19
Area Other Medically immunisation - Not
Important Condition), |applicable - [n/a - n/a
- n/a])
Dizziness (0d -
Recovered/Resolved -
Other Medically
Important Condition),
Feeling cold (0d -
Recovered/Resolved -
Other Medically
Important Condition),
Headache (0d -
Recovered/Resolved -
Other Medically
Important Condition),
Presyncope (0d -
Recovered/Resolved -
Other Medically
Important Condition),
Syncope (0d -
Recovered/Resolved -
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Other Medically
Important Condition)
EU-EC- 25/04/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No B-cell lymphoma COMIRNATY Not reported I
10012297374 Healthcare |Economic Years stage II (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not Immunisation - n/a -
Resolved - ), [n/a - 1{DF} - n/al),
Dyspnoea exertional |COMIRNATY
(n/a - Not [TOZINAMERAN] (S -
Recovered/Not Immunisation - n/a -
Resolved - ), [n/a - 2{DF} - n/a])
Fatigue (n/a - Not
Recovered/Not
Resolved - ),
Headache (n/a - Not
Recovered/Not
Resolved - ),
Suspected COVID-19
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 25/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Atrial fibrillation (n/a - | COMIRNATY Not reported I
10012297391 Healthcare |Economic Years Unknown - Life [TOZINAMERAN] (S -
Professional |Area Threatening, Immunisation - n/a -
Caused/Prolonged [n/a - 1{DF} - n/al)
Hospitalisation)
EU-EC- 25/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Dizziness (n/a - COMIRNATY Not reported I
10012297419 Healthcare |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area ) Immunisation - n/a -
[n/a - 3{DF} - n/a])
Headache (n/a -
Recovered/Resolved -
EU-EC- 25/04/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Pyrexia (1d - COMIRNATY Not reported 1
10012297544 Healthcare |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area ) COVID-19
immunisation - Not
applicable - [1d - n/a
- n/al)
EU-EC- 25/04/2022 | Spontaneous |Healthcare  |European |Not available 12-17 |Adolescent |Female |No Myalgia (n/a - COMIRNATY Not reported I
10012297856 Professional |Economic Years Unknown - ), [TOZINAMERAN] (S -
Area COVID-19
Odynophagia (n/a -  |immunisation - Dose
Unknown - Other not changed - [1d -
Medically Important  |.3mL -
Condition), Intramuscular])
Pyrexia (n/a -
Unknown - ),
Sputum purulent (n/a
- Unknown - )
EU-EC- 25/04/2022 | Spontaneous |Non European | Not available 12-17 |Adolescent |Male No Asthenia (n/a - COMIRNATY Not reported I
10012297911 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area =), COVID-19
immunisation - Not
Myopericarditis (n/a - |applicable - [1d -
Recovering/Resolving |1{DF} - n/a - More in
- Caused/Prolonged  |ICSR])
Hospitalisation)
EU-EC- 24/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Asthenia (n/a - COMIRNATY Not reported I
10012287049 Professional |Economic Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Area - Other Medically COVID-19
Important Condition), [immunisation - n/a -
[n/a - 1{DF} -
Headache (n/a - Intramuscular])
Recovering/Resolving
- Other Medically
Important Condition),
Musculoskeletal pain
(n/a -
Recovering/Resolving
- Other Medically
Important Condition),
Pyrexia (n/a -
Recovering/Resolving
- Other Medically
Important Condition),
Vomiting (n/a -
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 24/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Application site COMIRNATY Not reported I
10012287098 Healthcare |Economic Years swelling (n/a - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved - |n/a - n/a - [n/a-n/a
) - n/a])
Fatigue (n/a -
Recovered/Resolved -
)
Pyrexia (n/a -
Recovered/Resolved -
)
EU-EC- 24/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent | Male No COVID-19 (n/a - COMIRNATY Not reported I
10012287757 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important  |n/a - n/a-[n/a-n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 23/04/2022 |Spontaneous |Healthcare  |European |Not available 12-17 |Not Female |No Amenorrhoea (n/a - |COMIRNATY Not reported I
10012285471 Professional |Economic Years |Specified Not Recovered/Not [TOZINAMERAN] (S -
Area Resolved - ) n/a - Not applicable -
[n/a - 30ug -
Intramuscular])
EU-EC- 23/04/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Rash pruritic (n/a - COMIRNATY Not reported I
10012285801 Healthcare |Economic Years |Specified Not Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ) COVID-19
immunisation - Not
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applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 23/04/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Dysmenorrhoea (n/a - | COMIRNATY Not reported I
10012286810 Healthcare |Economic Years |Specified Not Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19
immunisation - Not
Headache (n/a - Not |applicable - [n/a -
Recovered/Not 1{DF} - n/al)
Resolved - ),
Menstrual disorder
(n/a - Not
Recovered/Not
Resolved - ),
Myalgia (2d -
Recovered/Resolved -
)
EU-EC- 22/04/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Asthenia (n/a - Not |COMIRNATY Not reported I
10012273797 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19
immunisation - n/a -
Vascular pain (n/a- |[n/a-.3mL-
Not Recovered/Not  |Intramuscular])
Resolved - ),
Vasodilatation (n/a -
Not Recovered/Not
Resolved - )
EU-EC- 22/04/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No COVID-19 (n/a - COMIRNATY Not reported 1
10012273977 Healthcare |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area ) COVID-19
immunisation - n/a -
Nasopharyngitis (n/a |[n/a - 1{DF} -
- Recovered/Resolved |Intramuscular])
-)
EU-EC- 22/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Presyncope (n/a - COMIRNATY Not reported I
10012273980 Professional |Economic Years |Specified Unknown - ) [TOZINAMERAN] (S -
Area n/a-n/a-[n/a-
.3mL - n/a])
EU-EC- 22/04/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No COVID-19 (n/a - COMIRNATY Not reported 1
10012274034 Healthcare |Economic Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area =) COVID-19
immunisation - n/a -
Cough (n/a - [n/a - 1{DF} -
Recovering/Resolving |Intramuscular])
Nasopharyngitis (n/a
Recovering/Resolving
=)
Pyrexia (n/a -
Recovering/Resolving
EU-EC- 22/04/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Abdominal pain (n/a - |COMIRNATY Not reported I
10012274360 Healthcare |Economic Years |Specified Unknown - ), [TOZINAMERAN] (S -
Professional |Area COVID-19
Menstrual disorder immunisation - n/a -
(n/a - Unknown -) [n/a - 1{DF} -
Intramuscular])
EU-EC- 22/04/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Administration site COMIRNATY Not reported I
10012274418 Healthcare |Economic Years |Specified pain (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not COVID-19
Resolved - Disabling), |immunisation - Not
applicable - [n/a -
Dysentery (n/a - Not |.3mL -
Recovered/Not Intramuscular])
Resolved - Disabling),
Nausea (n/a - Not
Recovered/Not
Resolved - Disabling),
Pyrexia (n/a - Not
Recovered/Not
Resolved - Disabling)
EU-EC- 22/04/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Vaccination site pain | COMIRNATY Not reported I
10012274694 Healthcare |Economic Years |Specified (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not COVID-19
Resolved - ) immunisation - Not
applicable - [1d - n/a
- n/al)
EU-EC- 22/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Choreoathetosis (n/a |COMIRNATY Not reported I
10012274714 Professional |European Years |Specified - Unknown - ), [TOZINAMERAN] (S -
Economic COVID-19
Area Dyskinesia (n/a - immunisation - Not
Unknown - ), applicable - [1d - n/a
- Intramuscular])
Gait disturbance (n/a
- Unknown - ),
Movement disorder
(n/a-
Recovering/Resolving
Muscular weakness
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Myasthenia gravis
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 22/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Myocarditis (n/a - COMIRNATY Not reported I
10012275230 Professional |European Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation) immunisation - Not
applicable - [1d - n/a
- n/a])
EU-EC- 22/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Myocarditis (n/a - COMIRNATY Not reported I
10012275494 Professional |European Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
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Economic Caused/Prolonged COVID-19
Area Hospitalisation) immunisation - Not
applicable - [1d - n/a
- Unknown])
EU-EC- 22/04/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Educational problem |COMIRNATY Not reported I
10012275636 Healthcare |Economic Years |Specified (n/a - Unknown - ),  [[TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
Iliness (n/a - [n/a-n/a-
Unknown - ), Intramuscular])
Tonsillitis (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 22/04/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Myocarditis (n/a - COMIRNATY Not reported I
10012275860 Healthcare |Economic Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area - Caused/Prolonged  |COVID-19
Hospitalisation) immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 22/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Dystonia (20d - COMIRNATY [CARBIDOPA,
10012276005 Professional |Economic Years |Specified Recovering/Resolving |[TOZINAMERAN] (S - |LEVODOPA, LEVODOPA,
Area - Other Medically COVID-19 CARBIDOPA
Important Condition) |immunisation - Not MONOHYDRATE] (C - n/a
applicable - [n/a - -n/a-[n/a-n/a-n/a]),
1{DF} - n/a])
[GABAPENTIN] (C - n/a -
n/a - [n/a - 400mg -
n/al),
[OMEGA-3-ACID ETHYL
ESTERS, OMEGA-3-ACID
ETHYL ESTERS 90] (C -
n/a - n/a - [n/a - 1000mg
- n/al),
[PANTETHINE] (C - n/a -
n/a - [n/a - 600mg -
n/a]),
[PANTOTHENIC ACID] (C
-n/a-n/a-[n/a-600mg
- n/al),
[RIBOFLAVIN] (C - n/a -
n/a - [n/a - 1000mg -
n/al),
[TRIHEXYPHENIDYL
HYDROCHLORIDE,
TRIHEXYPHENIDYL
HYDROCHLORIDE BP] (C
-n/a-n/a-[n/a-2mg -
n/al),
[UBIQUINOL] (C - n/a -
n/a - [n/a - 200mg -
n/al)
EU-EC- 22/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Lip discolouration COMIRNATY Not reported I
10012276385 Professional |European Years |Specified (n/a- [TOZINAMERAN] (S -
Economic Recovered/Resolved |COVID-19
Area With Sequelae - immunisation - Not
Caused/Prolonged applicable - [1d - n/a
Hospitalisation), - Intramuscular])
Oedema (n/a -
Recovered/Resolved
With Sequelae -
Caused/Prolonged
Hospitalisation),
Pericardial effusion
(n/a-
Recovered/Resolved
With Sequelae -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),
Pericarditis (n/a -
Recovered/Resolved
With Sequelae -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition)
EU-EC- 22/04/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Back pain (n/a - COMIRNATY Not reported I
10012276474 Healthcare |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area ) COVID-19
immunisation - Not
Dizziness (n/a - applicable - [n/a - n/a
Recovered/Resolved - |- n/a])
)
Headache (n/a -
Recovered/Resolved -
)
Nausea (n/a -
Recovered/Resolved -
)
Pain in extremity (n/a
- Recovered/Resolved
=k
Pyrexia (n/a -
Recovered/Resolved -
)
Renal pain (n/a -
Recovered/Resolved -
)
EU-EC- 22/04/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No COVID-19 (n/a - COMIRNATY Not reported I
10012276536 Healthcare |Economic Years |Specified Unknown - Other [TOZINAMERAN] (S -
Professional |Area Medically Important  |COVID-19
Condition), immunisation - Not
applicable - [n/a - n/a
Drug ineffective (n/a - |- n/a])
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Unknown - Other
Medically Important
Condition),
Headache (n/a -
Unknown - ),
Rhinorrhoea (n/a -
Unknown - )
EU-EC- 22/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Pyrexia (n/a - COMIRNATY Not reported I
10012276701 Professional |Economic Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Area - COVID-19
immunisation - Not
applicable - [n/a - n/a
- n/a])
EU-EC- 22/04/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Headache (n/a - Not |COMIRNATY Not reported I
10012277130 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19
immunisation - Not
Inappropriate applicable - [1d - n/a
schedule of product |- n/a])
administration (n/a -
Unknown - ),
Nausea (n/a - Not
Recovered/Not
Resolved - ),
Pain in extremity (n/a
- Not Recovered/Not
Resolved - )
EU-EC- 22/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Syncope (n/a - COMIRNATY Not reported I
10012277802 Professional |Economic Years |Specified Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |COVID-19
Condition) immunisation - n/a -
[n/a-n/a-
Intramuscular])
EU-EC- 22/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Chest pain (n/a - COMIRNATY Not reported I
10012277832 Professional |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Area Caused/Prolonged COVID-19
Hospitalisation) immunisation - n/a -
[n/a-.3mL-
Intramuscular])
EU-EC- 22/04/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Chills (n/a - Unknown |COMIRNATY Not reported I
10012277883 Healthcare |Economic Years |Specified =) [TOZINAMERAN] (S -
Professional |Area COVID-19
Fatigue (n/a - Not immunisation - Not
Recovered/Not applicable - [n/a -
Resolved - ), 1{DF} - n/a])
Headache (n/a -
Recovering/Resolving
=)
Hyperpyrexia (n/a -
Not Recovered/Not
Resolved - ),
Malaise (n/a - Not
Recovered/Not
Resolved - ),
Myalgia (n/a -
Recovering/Resolving
EU-EC- 22/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Asthenia (n/a - Not ~|COMIRNATY Not reported I
10012278322 Professional |Economic Years Recovered/Not [TOZINAMERAN] (S -
Area Resolved - Immunisation - n/a -
Caused/Prolonged [n/a - n/a - n/a])
Hospitalisation),
Chest pain (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Sinus tachycardia
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 22/04/2022 | Spontaneous |Non Non Not available 12-17 |Not Female |No COVID-19 (n/a - COMIRNATY Not reported I
10012278544 Healthcare |European Years |Specified Unknown - Other [TOZINAMERAN] (S -
Professional | Economic Medically Important |COVID-19
Area Condition), immunisation - Not
applicable - [n/a - n/a
Drug ineffective (n/a - |- n/al),
Unknown - Other
Medically Important  |[COVID-19 VACCINE]
Condition) (S-n/a- Not
applicable - [n/a - n/a
- n/a])
EU-EC- 22/04/2022 | Spontaneous |Healthcare  |Non Not available 12-17 |Not Male No Aneurysm ruptured | COMIRNATY Not reported I
10012278550 Professional |European Years |Specified (n/a - Fatal - Results |[TOZINAMERAN] (S -
Economic in Death, Other COVID-19
Area Medically Important  |immunisation - Not
Condition), applicable - [1d - n/a
- Intramuscular])
Bradycardia (n/a -
Unknown - Other
Medically Important
Condition),
Cardiac arrest (n/a -
Unknown - Life
Threatening, Other
Medically Important
Condition),
Cyanosis (n/a -
Unknown - ),
Depressed level of
consciousness (n/a -
Fatal - Results in
Death,
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Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),

Fallot's tetralogy (n/a
- Fatal - Results in
Death, Other
Medically Important
Condition),

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

Headache (n/a - Fatal
- Results in Death,
Caused/Prolonged
Hospitalisation),

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

Hypoaesthesia (n/a -
Unknown - ),

Mydriasis (n/a -
Unknown - ),

Oedema peripheral
(n/a - Unknown - ),

Peripheral swelling
(n/a - Fatal - Results
in Death,
Caused/Prolonged
Hospitalisation),

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

Pyrexia (n/a - Fatal -
Results in Death,
Caused/Prolonged
Hospitalisation)

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

Vaccination site pain
(31d -
Recovered/Resolved -

applicable - [24d -
2{DF} -
Intramuscular]),

GARDASIL 9
SUSPENSION FOR
INJECTION IN A PRE
FILLED SYRINGE.
HUMAN
PAPILLOMAVIRUS 9
VALENT VACCINE
(RECOMBINANT,
ADSORBED) [HUMAN
PAPILLOMAVIRUS
TYPE 31 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 33 L1 PROTEIN
- ADSORBED - IN
THE FORM OF VIRUS-
LIKE PARTICLES

EU-EC- 22/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Thyroiditis (n/a - Not |COMIRNATY Not reported I
10012278861 Professional | Economic Years Recovered/Not [TOZINAMERAN] (S -
Area Resolved - Other COVID-19
Medically Important  |immunisation - Not
Condition) applicable - [1d -
3mL -
Intramuscular])
EU-EC- 22/04/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Menstrual disorder COMIRNATY Not reported I
10012279139 Healthcare |Economic Years (n/a- [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved - |COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 22/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No Vaccination site pain | COMIRNATY Not reported I
10012279152 Professional |Economic Years (n/a - Not [TOZINAMERAN] (S -
Area Recovered/Not COVID-19
Resolved - ) immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 22/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent | Male No Headache (n/a - Not |COMIRNATY Not reported I
10012279155 Professional | Economic Years Recovered/Not [TOZINAMERAN] (S -
Area Resolved - ), COVID-19
immunisation - Not
Lymphadenopathy applicable - [n/a -
(n/a - Not 1{DF} -
Recovered/Not Intramuscular])
Resolved - ),
Myalgia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 22/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Vaccination site COMIRNATY Not reported I
10012279164 Professional | Economic Years oedema (31d - [TOZINAMERAN] (S -
Area Recovered/Resolved - |COVID-19
) immunisation - Not
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PRODUCED IN YEAST
CELLS
(SACCHAROMYCES
CEREVISIAE CANADE
3C-5 (STRAIN 1895))
BY RDNA, HUMAN
PAPILLOMAVIRUS
TYPE 45 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 52 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 58 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 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] (S -
Immunisation - Not
applicable - [n/a -

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

1{DF} -
Intramuscular])
EU-EC- 22/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Menstrual disorder COMIRNATY Not reported I
10012279284 Professional |Economic Years (n/a - Not [TOZINAMERAN] (S -
Area Recovered/Not COVID-19
Resolved - ) immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 22/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent | Male No Ophthalmic migraine |COMIRNATY [METHYLPHENIDATE I
10012279301 Healthcare |Economic Years (n/a - [TOZINAMERAN] (S - |HYDROCHLORIDE] (C -
Professional |Area Recovered/Resolved - |COVID-19 n/fa-nfa-[nfa-n/a-
immunisation - Not n/a])
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 22/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Asthenia (n/a - Not ~ |COMIRNATY Not reported I
10012279303 Professional |Economic Years Recovered/Not [TOZINAMERAN] (S -
Area Resolved - ), COVID-19
immunisation - Not
Tremor (n/a - Not applicable - [1d -
Recovered/Not 1{DF} -
Resolved - ) Intramuscular])
EU-EC- 22/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Death (n/a - Fatal - |COMIRNATY Not reported I
10012279392 Professional |European Years |Specified Results in Death) [TOZINAMERAN] (S -
Economic COVID-19
Area immunisation - Not
applicable - [1d - n/a
- Intramuscular])
EU-EC- 22/04/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Blood pressure COMIRNATY Not reported I

36/64



30.11.2022 16.13

Run Line Listing Report

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

10012279468 Healthcare |Economic Years |Specified decreased (n/a - [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving |COVID-19
=), immunisation - Not
applicable - [n/a - n/a
Chills (n/a - - n/a])
Recovering/Resolving
=k
Fatigue (n/a -
Recovering/Resolving
=k
Headache (n/a -
Recovering/Resolving
=k
Injection site reaction
(n/a-
Recovering/Resolving
=)
Pain in extremity (n/a
Recovering/Resolving
=k
Vertigo (n/a -
Recovering/Resolving
EU-EC- 22/04/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Extensive swelling of |COMIRNATY Not reported I
10012279598 Healthcare |Economic Years |Specified vaccinated limb (n/a - |[TOZINAMERAN] (S -
Professional |Area Unknown - ), COVID-19
immunisation - Not
Injection site reaction |applicable - [n/a - n/a
(n/a - Unknown - ) - n/al])
EU-EC- 22/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Myopericarditis (n/a - |COMIRNATY Not reported I
10012279728 Professional |Economic Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Area - Caused/Prolonged  |COVID-19
Hospitalisation, Other |immunisation - Not
Medically Important  |applicable - [n/a - n/a
Condition) - n/a])
EU-EC- 22/04/2022 | Spontaneous |Healthcare  |Non Not available 12-17 |Not Male No Abdominal pain upper | COMIRNATY Not reported I
10012279770 Professional |European Years |Specified (n/a - Fatal - Results |[TOZINAMERAN] (S -
Economic in Death), COVID-19
Area immunisation - Not
Dizziness (n/a - Fatal |applicable - [1d - n/a
- Results in Death), |- Intramuscular])
Hypoaesthesia (n/a -
Fatal - Results in
Death),
Nausea (n/a - Fatal -
Results in Death),
Vomiting (n/a - Fatal -
Results in Death)
EU-EC- 22/04/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Chills (2d - COMIRNATY Not reported I
10012279984 Healthcare |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area ) COVID-19
immunisation - Not
Haematuria (n/a - applicable - [n/a -
Recovering/Resolving |1{DF} - n/a])
=N
Headache (3d -
Recovered/Resolved -
),
Injection site
erythema (n/a -
Recovering/Resolving
=)
Injection site
inflammation (n/a -
Recovering/Resolving
=)
Injection site warmth
(n/a -
Recovering/Resolving
=
Nausea (n/a -
Recovering/Resolving
=
Pyrexia (1d -
Recovered/Resolved -
)
Retching (n/a -
Recovering/Resolving
EU-EC- 22/04/2022 |Spontaneous |Non European |Not available 12-17 |Adult Female |No Oesophageal COMIRNATY Not reported I
10012280365 Healthcare |Economic Years achalasia (n/a - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved  |Immunisation - n/a -
With Sequelae - Life |[n/a - n/a - n/a])
Threatening,
Caused/Prolonged
Hospitalisation)
EU-EC- 22/04/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Heavy menstrual COMIRNATY Not reported I
10012280396 Healthcare |Economic Years |Specified bleeding (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not Immunisation - n/a -
Resolved - ) [n/a-n/a-
Intramuscular])
EU-EC- 22/04/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Amenorrhoea (n/fa -  |COMIRNATY Not reported I
10012280863 Healthcare |Economic Years |Specified Not Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ) COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 22/04/2022 | Spontaneous |Non Non Not available 12-17 |Not Female |No Alopecia (n/a - Not ~ |COMIRNATY Not reported I
10012280998 Healthcare |European Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional | Economic Resolved - Other COVID-19
Area Medically Important  |immunisation - Not
Condition),
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applicable - [n/a - n/a
Emotional disorder - n/a])
(n/a - Not
Recovered/Not
Resolved - ),
Mental disorder (n/a -
Not Recovered/Not
Resolved - )
EU-EC- 22/04/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Pyrexia (n/a - COMIRNATY Not reported I
10012281034 Healthcare |Economic Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area - n/a-n/a-[nfa-n/a
- n/a])
EU-EC- 22/04/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Abdominal pain (n/a - |[COMIRNATY Not reported 1
10012281069 Healthcare |Economic Years |Specified Not Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19
immunisation - Not
Arthralgia (n/a - Not |applicable - [n/a - n/a
Recovered/Not - n/a])
Resolved - ),
Decreased appetite
(n/a - Not
Recovered/Not
Resolved - ),
Headache (n/a - Not
Recovered/Not
Resolved - ),
Malaise (n/a - Not
Recovered/Not
Resolved - ),
Nausea (n/a - Not
Recovered/Not
Resolved - ),
Panic attack (n/a -
Not Recovered/Not
Resolved - )
EU-EC- 22/04/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Fatigue (n/a - Not COMIRNATY Not reported I
10012281126 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), n/a-nf/a-[nfa-n/a
- n/a])
Headache (0d -
Recovered/Resolved
With Sequelae - ),
Nausea (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 22/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Cardiac failure (n/a - |COMIRNATY Not reported I
10012281259 Healthcare |Economic Years Not Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - Life Immunisation - n/a -
Threatening, [n/a - 2{DF} - n/a])
Caused/Prolonged
Hospitalisation),
Fibrin D dimer
increased (n/a - Not
Recovered/Not
Resolved - Life
Threatening,
Caused/Prolonged
Hospitalisation),
Thrombosis (n/a - Not
Recovered/Not
Resolved - Life
Threatening,
Caused/Prolonged
Hospitalisation)
EU-EC- 22/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Headache (n/a - Not |COMIRNATY Not reported I
10012281264 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), Immunisation - n/a -
[n/a - n/a - n/a])
White blood cell count
increased (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 22/04/2022 | Spontaneous |Healthcare  |Non Not available 12-17 |Not Male No Myopericarditis (n/a - | COMIRNATY Not reported 1
10012281453 Professional |European Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation, Other |immunisation - Not
Medically Important  |applicable - [1d - n/a
Condition) - Unknown])
EU-EC- 22/04/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Blister (n/a - COMIRNATY Not reported I
10012281536 Healthcare |Economic Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area =) COVID-19
immunisation - Not
Skin disorder (n/a -  |applicable - [n/a - n/a
Recovering/Resolving |- n/al)
EU-EC- 22/04/2022 | Spontaneous |Non Non Not available 12-17 |Not Male No Eosinophil count TOZINAMERAN Not reported I
10012281581 Healthcare |European Years |Specified increased (n/a - [TOZINAMERAN] (S -
Professional |Economic Recovered/Resolved |COVID-19
Area With Sequelae - Other [immunisation - Not
Medically Important  |applicable - [1d - n/a
Condition), - n/a])
Milk allergy (n/a -
Recovered/Resolved
With Sequelae - Other
Medically Important
Condition)
EU-EC- 22/04/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Acne (n/a - Not COMIRNATY Not reported I
10012281754 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ) Immunisation - n/a -
[n/a-n/a-
Intramuscular])
EU-EC- 22/04/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Headache (1d - COMIRNATY Not reported I
10012282457 Healthcare |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area 3 COVID-19
immunisation - Not
Intermenstrual applicable - [n/a -
bleeding (n/a - Not 1{DF} - n/al)
Recovered/Not
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Resolved - ),

Pyrexia (1d -
Recovered/Resolved -

)

EU-EC-
10012282500

22/04/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Aspartate
aminotransferase
increased (1d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Blood uric acid
increased (1d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

C-reactive protein
increased (1d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Fluid intake reduced
(1d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Gait disturbance (1d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Headache (1d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

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

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

Nausea (1d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Pyrexia (1d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Vomiting (Sh -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10012284293

22/04/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Headache (n/a -
Unknown - ),

Vaccination site pain
(n/a - Unknown -)

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

Not reported

EU-EC-
10012284428

22/04/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

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

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

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

Pyrexia (12d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

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

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

Not reported

EU-EC-
10012284433

22/04/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Lymph node pain (n/a

Recovering/Resolving

4

Lymphadenopathy
(n/a-
Recovering/Resolving

-)

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

Not reported

EU-EC-
10012284562

22/04/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

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

Not available

12-17
Years

Not
Specified

Female

Blister (n/a -
Recovered/Resolved -

»

COMIRNATY
[TOZINAMERAN] (S -
COVID-19

Not reported

39/64



30.11.2022 16.13

Run Line Listing Report

Notalgia paraesthetica
(n/a -
Recovered/Resolved -

»

Rash (n/a -
Recovered/Resolved -

)

Rash pruritic (n/a -
Recovered/Resolved -
)

Urticaria (n/a -
Recovered/Resolved -

)

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

EU-EC-
10012262622

21/04/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Abdominal pain (9d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Back pain (9d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Pancreatic enzymes
increased (9d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10012262894

21/04/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Chills (n/a -
Recovered/Resolved -

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

Not reported

EU-EC-
10012263014

21/04/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Asthenia (1d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Fall (1d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Headache (1d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Loss of consciousness
(1d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Muscle rigidity (1d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Pyrexia (1d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Staring (1d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Trismus (1d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Vision blurred (1d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10012263064

21/04/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

Syncope (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-
10012264467

21/04/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Headache (3d -
Recovered/Resolved -

)

Malaise (3d -
Recovered/Resolved -

1

Nausea (3d -
Recovered/Resolved -

a

Pyrexia (3d -
Recovered/Resolved -

i

Vomiting (3d -
Recovered/Resolved -

)

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

- nfa])

Not reported

EU-EC-
10012264518

21/04/2022

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

Drooling (n/a -
Recovered/Resolved -

»

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

Not reported
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Dyskinesia (n/a - applicable - [n/a - n/a
Recovered/Resolved - |- n/a])
)
Gaze palsy (n/a -
Recovered/Resolved -
Other Medically
Important Condition),
Lethargy (n/a -
Recovered/Resolved -
)
Myalgia (n/a -
Recovered/Resolved -
)
EU-EC- 21/04/2022 |Spontaneous |Non Non Not available 12-17 |Not Female |No COVID-19 (n/a - COMIRNATY Not reported I
10012265330 Healthcare |European Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Economic Other Medically COVID-19
Area Important Condition), |immunisation - Not
applicable - [1d - n/a
Drug ineffective (n/a - |- n/a])
Unknown - Other
Medically Important
Condition),
Menstruation irregular
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 21/04/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Eye swelling (n/a - COMIRNATY Not reported I
10012265358 Healthcare |Economic Years |Specified Unknown - [TOZINAMERAN] (S -
Professional |Area Caused/Prolonged COVID-19
Hospitalisation), immunisation - Not
applicable - [1d - n/a
Hypersensitivity (n/a - |- n/a])
Unknown -
Caused/Prolonged
Hospitalisation),
Swelling face (n/a -
Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 21/04/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Intermenstrual COMIRNATY ANTICONCEPTIEPIL I
10012265744 Healthcare |Economic Years |Specified bleeding (n/a - [TOZINAMERAN] (S - |[NOT AVAILABLE] (C -
Professional |Area Recovering/Resolving |COVID-19 n/fa-nfa-[n/a-n/a-
- immunisation - Not n/al)
applicable - [n/a -
1{DF} - n/a])
EU-EC- 21/04/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Fatigue (n/a - COMIRNATY [CHOLECALCIFEROL I
10012265784 Healthcare |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S - |CONCENTRATE (POWDER
Professional |Area ) COVID-19 FORM),
immunisation - Not COLECALCIFEROL,
applicable - [1d - n/a |COLECALCIFEROL
- n/al), CONCENTRATE (OILY
FORM)] (C-n/a-n/a-
[ASCORBIC ACID, [n/a - 400[iU] - n/al),
MAGNESIUM OXIDE,
HEAVY, MAGNESIUM] |[GABAPENTIN] (C - n/a -
(S - n/a-Unknown - |n/a - [n/a - 500mg -
[n/a - 400mg - n/a]) |n/al),
[IBUPROFEN] (C - n/a -
n/a - [n/a - 400mg -
n/al)
EU-EC- 21/04/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Decreased appetite | COMIRNATY Not reported I
10012265849 Healthcare |Economic Years |Specified (2d - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved - |COVID-19
) immunisation - Not
applicable - [n/a - n/a
Headache (2d - - n/a])
Recovered/Resolved -
)
Hypersomnia (2d -
Recovered/Resolved -
)
Nausea (2d -
Recovered/Resolved -
Pyrexia (2d -
Recovered/Resolved -
)
Retching (2d -
Recovered/Resolved -
)
EU-EC- 21/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No COVID-19 (n/a - Not |COMIRNATY Not reported I
10012266134 Professional |European Years |Specified Recovered/Not [TOZINAMERAN] (S -
Economic Resolved - Other COVID-19
Area Medically Important  |immunisation - Not
Condition), applicable - [1d - n/a
- n/a])
Encephalopathy (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition),
Hallucination (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition),
Headache (n/a - Not
Recovered/Not
Resolved - ),
Musculoskeletal
stiffness (n/a - Not
Recovered/Not
Resolved - ),
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Myalgia (n/a - Not
Recovered/Not
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - ),
Vomiting (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 21/04/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Syncope (n/a - COMIRNATY Not reported I
10012266189 Healthcare |Economic Years Unknown - [TOZINAMERAN] (S -
Professional |Area Caused/Prolonged Immunisation - n/a -
Hospitalisation), [n/a - n/a - n/a])
Tachycardia (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),
Vomiting (n/a -
Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 21/04/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Amenorrhoea (n/a - |COMIRNATY Not reported I
10012266637 Healthcare |Economic Years |Specified Not Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19
immunisation - Not
Heavy menstrual applicable - [n/a -
bleeding (n/a - Not 1{DF} - n/a])
Recovered/Not
Resolved - )
EU-EC- 21/04/2022 | Spontaneous |Healthcare  |Non Not available 12-17 |Not Female |No Dyskinesia (n/a - COMIRNATY Not reported I
10012266706 Professional |European Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Economic ) COVID-19
Area immunisation - Not
Inappropriate applicable - [1d - n/a
schedule of product |- n/a])
administration (n/a -
Unknown - ),
Loss of consciousness
(n/a-
Recovered/Resolved -
Other Medically
Important Condition),
Nausea (n/a -
Recovered/Resolved -
)
Pallor (n/a -
Recovered/Resolved -
EU-EC- 21/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Immunisation COMIRNATY Not reported I
10012267688 Healthcare |Economic Years reaction (2d - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved - |[COVID-19
Disabling) immunisation - Not
applicable - [n/a -
3mL -
Intramuscular])
EU-EC- 21/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Thrombocytopenia COMIRNATY Not reported I
10012267756 Healthcare |Economic Years (n/a- [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving | Immunisation - n/a -
- Other Medically [n/a - 2{DF} - n/a])
Important Condition)
EU-EC- 21/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Immunisation COMIRNATY Not reported 1
10012267973 Healthcare |Economic Years reaction (n/a - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved - |COVID-19
) immunisation - Not
applicable - [n/a -
Malaise (n/a - 1{DF} -
Recovered/Resolved - |Intramuscular])
)
EU-EC- 21/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Immunisation COMIRNATY Not reported I
10012268107 Professional |Economic Years reaction (n/a - [TOZINAMERAN] (S -
Area Recovered/Resolved - |COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 21/04/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Injection site reaction |COMIRNATY Not reported I
10012268309 Healthcare |Economic Years |Specified (1d - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved - |COVID-19
) immunisation - Not
applicable - [n/a - n/a
- n/a])
EU-EC- 21/04/2022 | Spontaneous |Non Non Not available 12-17 |Not Male No Abdominal pain (n/a - |[COMIRNATY Not reported 1
10012268438 Healthcare |European Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Economic Caused/Prolonged COVID-19
Area Hospitalisation, Other |immunisation - Not
Medically Important  |applicable - [1d - n/a
Condition), - Intramuscular])
COVID-19 (n/a -
Recovered/Resolved -
Other Medically
Important Condition),
Cough (n/a -
Recovered/Resolved -
)
Drug ineffective (n/a -
Recovered/Resolved -
Other Medically
Important Condition),
Nasopharyngitis (n/a
- Recovered/Resolved
=)
Neck mass (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation, Other
Medically Important
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Condition),

Pyrexia (n/a -
Recovered/Resolved -

»

White blood cell count
increased (n/a -
Unknown -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition)

EU-EC-
10012268678

21/04/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

Not reported

—

EU-EC-
10012269003

21/04/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

Disorientation (n/a -
Unknown - ),

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

Eye inflammation (n/a
- Unknown - ),

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

Hyperhidrosis (n/a -
Unknown - ),

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

Malaise (n/a -
Unknown - ),

Pallor (n/a - Unknown

)

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

Performance status
decreased (n/a - Not
Recovered/Not
Resolved - ),

Peripheral coldness
(n/a - Not
Recovered/Not
Resolved - ),

Pruritus (n/a -
Unknown - ),

Somnolence (n/a -
Unknown - ),

Vaccination site pain
(n/a-
Recovered/Resolved -

)
Vertigo (n/a - Not

Recovered/Not
Resolved - ),

Visual impairment
(n/a - Unknown - )

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

Not reported

EU-EC-
10012269870

21/04/2022

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

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

Not reported

43/64



30.11.2022 16.13

Run Line Listing Report

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

EU-EC-
10012270768

21/04/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Child

Female

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

Seizure (10min -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10012271983

21/04/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Peripheral swelling
(n/a - Unknown - ),

Swelling face (n/a -
Unknown - )

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

Not reported

EU-EC-
10012272295

21/04/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

Asthenia (7d -
Recovered/Resolved -

i

Disorientation (n/a -
Recovered/Resolved -

1

Influenza like illness
(n/a -
Recovered/Resolved -

»

Somnolence (3d -
Recovered/Resolved -

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

Not reported

EU-EC-
10012272369

21/04/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

Fatigue (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),

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

Sick leave (15d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),

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

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

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

Not reported

EU-EC-
10012272479

21/04/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Fatigue (n/a -
Unknown - Disabling),

Myalgia (n/a -
Unknown - Disabling)

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

Not reported

EU-EC-
10012272649

21/04/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Headache (n/a -
Unknown - ),

Hyperhidrosis (n/a -
Unknown - ),

Malaise (n/a -
Unknown - )

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

Not reported

EU-EC-
10012272748

21/04/2022

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

Spontaneous

Healthcare
Professional

Non
European

Not available

12-17
Years

Not
Specified

Male

COVID-19 (n/a -
Recovered/Resolved -
Other Medically

COMIRNATY
[TOZINAMERAN] (S -
COVID-19

Not reported
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Economic Important Condition), |immunisation - Not
Area applicable - [1d - n/a
Cough (n/a - - Intramuscular])
Recovered/Resolved -
)
Drug ineffective (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 21/04/2022 |Spontaneous |Non Non Not available 12-17 |Not Male No Tic (n/a - TOZINAMERAN Not reported I
10012272750 Healthcare |European Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Economic - Other Medically COVID-19
Area Important Condition) |immunisation - Not
applicable - [n/a - n/a
- n/al)
EU-EC- 20/04/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Chest pain (n/a - Not |COMIRNATY Not reported I
10012251372 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - Disabling), |COVID-19
immunisation - n/a -
Disturbance in [n/a - n/a - n/a])
attention (n/a - Not
Recovered/Not
Resolved - Disabling),
Dizziness (n/a - Not
Recovered/Not
Resolved - Disabling),
Fatigue (n/a - Not
Recovered/Not
Resolved - Disabling),
Post-acute COVID-19
syndrome (n/a - Not
Recovered/Not
Resolved - Disabling),
Pruritus (n/a - Not
Recovered/Not
Resolved - Disabling)
EU-EC- 20/04/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Abdominal pain (n/a - |COMIRNATY COVID- |Not reported I
10012252808 Healthcare |Economic Years |Specified Unknown - ), 19 MRNA VACCINE
Professional |Area (NUCLEOSIDE
Henoch-Schonlein MODIFIED)
purpura (n/a - [TOZINAMERAN] (S -
Unknown - Other COVID-19
Medically Important  |immunisation - n/a -
Condition) [n/a-.3mL-
Intramuscular])
EU-EC- 20/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest pain (n/a - COMIRNATY Not reported I
10012253043 Professional |European Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Economic ) COVID-19
Area immunisation - Not
Dyspnoea (n/a - applicable - [1d - n/a
Recovered/Resolved - |- n/a])
)
Pericarditis (n/a -
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 20/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Polymenorrhoea (n/a |COMIRNATY Not reported I
10012253220 Healthcare |Economic Years - Unknown - ) CONCENTRATE FOR
Professional |Area DISPERSION FOR
INJECTION COVID-19
MRNA VACCINE
(NUCLEOSIDE
MODIFIED)
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [n/a - n/a
- n/a])
EU-EC- 20/04/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No COVID-19 (n/a - COMIRNATY Not reported I
10012253317 Healthcare |Economic Years |Specified Unknown - Other [TOZINAMERAN] (S -
Professional |Area Medically Important  |COVID-19
Condition), immunisation - Not
applicable - [1d - n/a
Fatigue (n/a - - Intramuscular])
Unknown - ),
Oropharyngeal pain
(n/a - Unknown - ),
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/04/2022 | Spontaneous | Healthcare  |Non Not available 12-17 |Not Male No Chest pain (n/a - COMIRNATY Not reported I
10012253422 Professional |European Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Economic ) COVID-19
Area immunisation - Not
Myocarditis (n/a - applicable - [1d - n/a
Recovered/Resolved - |- n/a])
Other Medically
Important Condition)
EU-EC- 20/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Rash pruritic (n/fa- | COMIRNATY Not reported I
10012253632 Professional | Economic Years |Specified Unknown -) [TOZINAMERAN] (S -
Area COVID-19
immunisation - Not
applicable - [n/a - n/a
- n/a])
EU-EC- 20/04/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Menstrual disorder | COMIRNATY Not reported 1
10012253665 Healthcare |Economic Years | Specified (n/a - Unknown - ) [TOZINAMERAN] (S -
Professional |Area COvID-19
immunisation - Not
applicable - [n/a - n/a
- n/a])
EU-EC- 20/04/2022 | Spontaneous |Healthcare  |European |Not available 12-17 |Not Female |No Inflammation (n/a - |[COMIRNATY Not reported I
10012253678 Professional |Economic Years |Specified Unknown - ) [TOZINAMERAN] (S -
Area COVID-19
immunisation - Not
applicable - [n/a - n/a
- n/a])
EU-EC- 20/04/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Generalised tonic- COMIRNATY Not reported I
10012253683 Healthcare |Economic Years |Specified clonic seizure (n/a -  |[TOZINAMERAN] (S -
Professional |Area Not Recovered/Not COVID-19
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Resolved - immunisation - Not
Caused/Prolonged applicable - [1d - n/a
Hospitalisation, Other |- n/a])
Medically Important
Condition),
Multiple injuries (n/a -
Unknown - )
EU-EC- 20/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Inflammatory marker |COMIRNATY Not reported I
10012254456 Professional |European Years |Specified increased (n/a - [TOZINAMERAN] (S -
Economic Unknown - ), COVID-19
Area immunisation - Not
Malaise (n/a - applicable - [n/a - n/a
Unknown - ), - n/a))
Myocarditis (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 20/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Chest pain (n/a - COMIRNATY Not reported I
10012255559 Professional |European Years |Specified Unknown - ), [TOZINAMERAN] (S -
Economic COVID-19
Area Dyspnoea exertional |immunisation - Not
(n/a - Unknown - ), |applicable - [n/a - n/a
- n/a])
Myocarditis (n/a -
Unknown - Other
Medically Important
Condition),
Wheezing (n/a -
Unknown - )
EU-EC- 20/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No COVID-19 (n/a - Not |COMIRNATY Not reported I
10012255583 Professional |European Years |Specified Recovered/Not [TOZINAMERAN] (S -
Economic Resolved - Other COVID-19
Area Medically Important  |immunisation - Not
Condition), applicable - [1d - n/a
- n/a])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Bradycardia (n/a - COMIRNATY Not reported I
10012256116 Professional |European Years | Specified Not Recovered/Not [TOZINAMERAN] (S -
Economic Resolved - Other COVID-19
Area Medically Important  |immunisation - Not
Condition), applicable - [n/a - n/a
- n/a])
Tachycardia (n/a -
Not Recovered/Not
Resolved - )
EU-EC- 20/04/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Amenorrhoea (n/a - |COMIRNATY Not reported I
10012256147 Healthcare |Economic Years |Specified Not Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19
immunisation - Not
Fatigue (n/a - Not applicable - [n/a -
Recovered/Not 1{DF} - n/a])
Resolved - )
EU-EC- 20/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No C-reactive protein COMIRNATY Not reported I
10012256481 Professional |European Years |Specified increased (n/a - [TOZINAMERAN] (S -
Economic Recovered/Resolved - |COVID-19
Area B immunisation - Not
applicable - [1d - n/a
Costochondritis (n/a - |- n/a])
Recovered/Resolved -
]
Dizziness (n/a -
Recovered/Resolved -
)
Echocardiogram
abnormal (n/a -
Recovered/Resolved -
)
Hyperhidrosis (n/a -
Recovered/Resolved -
)
Myocarditis (n/a -
Recovered/Resolved -
Other Medically
Important Condition),
Palpitations (n/a -
Recovered/Resolved -
)
Pleuritic pain (n/a -
Recovered/Resolved -
)
Troponin increased
(n/a-
Recovered/Resolved -
EU-EC- 20/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent | Male No Chest pain (n/a - COMIRNATY Not reported I
10012256742 Professional |Economic Years Unknown - [TOZINAMERAN] (S -
Area Caused/Prolonged COVID-19
Hospitalisation), immunisation - n/a -
[n/a - 1{DF} - n/a])
Dyspnoea (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),
Myocarditis (n/a -
Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 20/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Chest discomfort (1h |COMIRNATY Not reported I
10012257024 Professional |Economic Years - Recovered/Resolved |[TOZINAMERAN] (S -
Area =) COVID-19
immunisation - n/a -
Dyspnoea exertional |[290d - 3{DF} -
(1h- Intramuscular])
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Recovered/Resolved -

EU-EC-
10012257207

20/04/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Urticaria (n/a -
Recovered/Resolved -

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

Not reported

EU-EC-
10012257297

20/04/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Palpitations (n/a -
Recovering/Resolving

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

Not reported

EU-EC-
10012257356

20/04/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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

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

Not reported

EU-EC-
10012257395

20/04/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

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

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

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

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

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

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

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

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

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

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

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

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

Not reported

EU-EC-
10012257742

20/04/2022

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

Spontaneous

Non
Healthcare

European
Economic

Not available

12-17
Years

Not
Specified

Female

Heavy menstrual
bleeding (n/a - Not

COMIRNATY
[TOZINAMERAN] (S -

Not reported
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Professional |Area Recovered/Not Immunisation - n/a -
Resolved - Disabling) |[n/a - n/a -
Intramuscular - More
in ICSR])
EU-EC- 20/04/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Chest pain (n/a - COMIRNATY Not reported I
10012258511 Healthcare |Economic Years Unknown - ), [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
Myalgia (3d - [n/a - n/a - n/a])
Recovered/Resolved -
)
EU-EC- 20/04/2022 | Spontaneous |Non Non Not available 12-17 |Not Male No Drug ineffective (n/a - COMIRNATY Not reported I
10012258874 Healthcare |European Years |Specified Unknown - Other [TOZINAMERAN] (S -
Professional | Economic Medically Important |COVID-19
Area Condition), immunisation - Not
applicable - [1d - n/a
Suspected COVID-19 |- Intramuscular -
(10d - More in ICSR])
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 20/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Fatigue (1d - COMIRNATY [ETONOGESTREL] (C - I
10012258946 Professional |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S - |n/a-n/a-[n/a-n/a-
Area ) COVID-19 n/a])
immunisation - Not
Headache (1d - applicable - [n/a -
Recovered/Resolved - | 1{DF} - n/a])
,
Heavy menstrual
bleeding (n/a - Not
Recovered/Not
Resolved - ),
Myalgia (1d -
Recovered/Resolved -
)
EU-EC- 20/04/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Abdominal pain (n/a - |COMIRNATY Not reported I
10012258960 Healthcare |Economic Years |Specified Not Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19
immunisation - Not
Arthralgia (n/a - Not |applicable - [n/a -
Recovered/Not 1{DF} - n/a])
Resolved - ),
Chills (n/a - Not
Recovered/Not
Resolved - ),
Fatigue (n/a - Not
Recovered/Not
Resolved - ),
Headache (n/a - Not
Recovered/Not
Resolved - ),
Heavy menstrual
bleeding (n/a - Not
Recovered/Not
Resolved - ),
Malaise (n/a - Not
Recovered/Not
Resolved - ),
Menstrual discomfort
(n/a - Not
Recovered/Not
Resolved - ),
Menstrual disorder
(n/a - Not
Recovered/Not
Resolved - ),
Myalgia (n/a - Not
Recovered/Not
Resolved - ),
Nausea (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 20/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Not No Kidney infection (n/a |COMIRNATY Not reported I
10012259815 Professional |European Years |Specified |Specified - Not Recovered/Not  [[TOZINAMERAN] (S -
Economic Resolved - Other COVID-19
Area Medically Important  [immunisation - Not
Condition), applicable - [1d - n/a
- n/a])
Pleurisy (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 20/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Arthralgia (n/a - COMIRNATY Not reported I
10012260679 Professional |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S -
Area ) n/a-nf/a-[n/a-n/a
- Intramuscular])
Chills (n/a -
Recovered/Resolved -
)
Oropharyngeal pain
(n/a-
Recovered/Resolved -
EU-EC- 20/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Anaphylactic reaction |COMIRNATY [LOMERIZINE I
10012260776 Professional |European Years |Specified (n/a- [TOZINAMERAN] (S - |HYDROCHLORIDE] (C -
Economic Recovered/Resolved - |COVID-19 Headache - n/a - [n/a -
Area Other Medically immunisation - Not n/a - Oral])
Important Condition), |applicable - [n/a - n/a
- n/a])
Dyspnoea (n/a -
Recovered/Resolved -
Other Medically
Important Condition),
Malaise (n/a -
Recovered/Resolved -
Other Medically
Important Condition),
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Pruritus (n/a -
Recovered/Resolved -
Other Medically
Important Condition),

Throat tightness (n/a
- Recovered/Resolved
- Other Medically

Important Condition)

EU-EC-
10012261243

20/04/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Asthenia (n/a -
Unknown - ),

Depressed mood (n/a
- Unknown - ),

Fatigue (n/a -
Unknown - )

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

Not reported

EU-EC-
10012261498

20/04/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Headache (n/a -
Unknown - ),

Peripheral coldness
(n/a - Unknown - ),

Pyrexia (n/a -
Unknown - )

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

Not reported

EU-EC-
10012240131

19/04/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

Suspected COVID-19
(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-
10012240455

19/04/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

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

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

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

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

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

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

Not reported

EU-EC-
10012240491

19/04/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Cold sweat (n/a -
Recovering/Resolving

r

Syncope (n/a -
Recovering/Resolving
-)

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

Not reported

EU-EC-
10012240921

19/04/2022

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

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

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

Not reported
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Resolved - Other
Medically Important
Condition)
EU-EC- 19/04/2022 |Spontaneous |Non Non Not available 12-17 |Not Male No Vertigo (n/a - Not COMIRNATY Not reported I
10012241021 Healthcare |European Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional | Economic Resolved - Disabling, |COVID-19
Area Other Medically immunisation - Not
Important Condition) |applicable - [1d - n/a
- n/a])
EU-EC- 19/04/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Dizziness (n/a - COMIRNATY Not reported I
10012241549 Healthcare |Economic Years Unknown - ) [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
[n/a - 3{DF} - n/al)
EU-EC- 19/04/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Not No Hyperthyroidism (n/a |COMIRNATY Not reported I
10012241584 Healthcare |Economic Years Specified - Unknown - ) [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
[n/a - 1{DF} - n/a])
EU-EC- 19/04/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent Male No Rash (n/a - Unknown |COMIRNATY Not reported I
10012241602 Healthcare |Economic Years - [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
[n/a - 2{DF} - n/a])
EU-EC- 19/04/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Syncope (n/a - COMIRNATY Not reported I
10012241636 Healthcare |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area ) Immunisation - n/a -
[n/a - 2{DF} - n/a])
EU-EC- 19/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Not No Herpes zoster (n/a - |COMIRNATY Not reported 1
10012241653 Healthcare |Economic Years Specified Unknown - ) [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
[n/a - 3{DF} - n/al])
EU-EC- 19/04/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Abdominal pain (n/a - |COMIRNATY Not reported I
10012241757 Healthcare |Economic Years Unknown - ), [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
Chest pain (n/a - [n/a - 2{DF} - n/a])
Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 19/04/2022 |Spontaneous |Non European |Not available 12-17 |Child Female |No Lymphadenopathy COMIRNATY Not reported I
10012241990 Healthcare |Economic Years (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not Immunisation - n/a -
Resolved - ), [n/a - 2{DF} - n/a])
Nervous system
disorder (n/a - Not
Recovered/Not
Resolved - ),
Rash (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 19/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Tonsillar hypertrophy |COMIRNATY Not reported 1
10012242000 Healthcare |Economic Years (n/a - Unknown - ),  |[TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
Tonsillitis (n/a - [n/a - 2{DF} - n/a])
Unknown - )
EU-EC- 19/04/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Amenorrhoea (n/a - |COMIRNATY Not reported 1
10012242146 Healthcare |Economic Years |Specified Not Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ) COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 19/04/2022 | Spontaneous |Non Non Not available 12-17 |Not Female |Yes Heavy menstrual COMIRNATY Not reported I
10012242198 Healthcare |European Years |Specified bleeding (n/a - Not  |[TOZINAMERAN] (S -
Professional | Economic Recovered/Not COVID-19
Area Resolved - Other immunisation - Not
Medically Important  |applicable - [1d - n/a
Condition), - n/a])
Polymenorrhoea (n/a
- Unknown - Other
Medically Important
Condition)
EU-EC- 19/04/2022 | Spontaneous |Non Non Not available 12-17 |Not Female |No Decreased appetite | COMIRNATY Not reported I
10012242700 Healthcare |European Years |Specified (n/a - Unknown - [TOZINAMERAN] (S -
Professional | Economic Other Medically COVID-19
Area Important Condition), |immunisation - Not
applicable - [1d - n/a
Purpura (n/a - - n/a])
Unknown - Other
Medically Important
Condition),
Rash (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Vasculitis (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 19/04/2022 | Spontaneous |Non Non Not available 12-17 |Not Female |No COVID-19 (n/a - TOZINAMERAN Not reported I
10012242734 Healthcare |European Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Professional | Economic Other Medically COVID-19
Area Important Condition), |immunisation - Not
applicable - [n/a - n/a
Drug ineffective (n/a - |- n/al)
Unknown - Other
Medically Important
Condition)
EU-EC- 19/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Acne (n/a - Unknown |COMIRNATY Not reported I
10012242740 Professional | Economic Years | Specified =) [TOZINAMERAN] (S -
Area COVID-19
Ear swelling (n/a - immunisation - Not
Unknown - ), applicable - [1d - n/a
- n/a])
Erythema multiforme
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Eye swelling (n/a -
Unknown - ),
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Generalised oedema
(n/a - Unknown - ),

Lip swelling (n/a -
Unknown - ),

Peripheral swelling
(n/a - Unknown - )

EU-EC-
10012242790

19/04/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Eye swelling (2d -
Recovered/Resolved -

a

Hypersensitivity (2d -
Recovered/Resolved -

1

Lip swelling (2d -
Recovered/Resolved -
)

Peripheral swelling

Recovered/Resolved -

»

Rash (2d -
Recovered/Resolved -

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

Not reported

EU-EC-
10012242947

19/04/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Chills (1d -
Recovered/Resolved -

1

Pain in extremity (1d
- Recovered/Resolved

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

Not reported

EU-EC-
10012242959

19/04/2022

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),

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

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

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

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

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

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

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

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

Vision blurred (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10012243331

19/04/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Blood glucose
increased (1d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),

Diabetic ketoacidosis
(id -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition)

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

NOVORAPID [INSULIN
ASPART] (C - Type 1
diabetes mellitus - Dose

not changed - [n/a - n/a -

Subcutaneous])

EU-EC-
10012243517

19/04/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Pain (1d -
Recovered/Resolved -
Disabling, Other
Medically Important
Condition),

Pyrexia (1d -
Recovered/Resolved -
Disabling, Other
Medically Important
Condition)

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

Not reported

EU-EC-
10012243800

19/04/2022

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

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

Not reported
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applicable - [1d - n/a
Inappropriate - n/a))
schedule of product
administration (n/a -
Unknown - )
EU-EC- 19/04/2022 | Spontaneous |Non Non Not available 12-17 |Not Male No COVID-19 (n/a - Not |COMIRNATY Not reported I
10012244297 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- 19/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Circulatory collapse  |COMIRNATY Not reported I
10012244524 Professional |European Years |Specified (n/a - Unknown - [TOZINAMERAN] (S -
Economic Other Medically COVID-19
Area Important Condition) |immunisation - Not
applicable - [1d - n/a
- n/al)
EU-EC- 19/04/2022 | Spontaneous |Non Non Not available 12-17 |Not Male No Vomiting (n/a - COMIRNATY Not reported I
10012244864 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- 19/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Depressed level of COMIRNATY Not reported I
10012245350 Professional |European Years |Specified consciousness (n/a - [[TOZINAMERAN] (S -
Economic Unknown - Other COVID-19
Area Medically Important  |immunisation - Not
Condition), applicable - [n/a - n/a
- Intramuscular])
Seizure (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition)
EU-EC- 19/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Skin exfoliation (10d - [ COMIRNATY Not reported I
10012245464 Professional |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S -
Area COVID-19
immunisation - n/a -
[23d - 1{DF} -
Intramuscular])
EU-EC- 19/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent Male No Pruritus (25d - COMIRNATY Not reported I
10012245465 Professional |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S -
Area ) COVID-19
immunisation - n/a -
Rash maculo-papular |[26d - 2{DF} -
(25d - Intramuscular])
Recovered/Resolved -
)
Urticaria (25d -
Recovered/Resolved -
EU-EC- 19/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Amenorrhoea (n/fa - |COMIRNATY Not reported I
10012245513 Professional | Economic Years Recovered/Resolved - |[TOZINAMERAN] (S -
Area COVID-19
immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 19/04/2022 |Spontaneous |Non Non Not available 12-17 |Not Female |No Dysmenorrhoea (n/a - | TOZINAMERAN Not reported I
10012245642 Healthcare |European Years |Specified Not Recovered/Not [TOZINAMERAN] (S -
Professional |Economic Resolved - ), COVID-19
Area immunisation - Not
Heavy menstrual applicable - [1d - n/a
bleeding (n/a - Not - n/a))
Recovered/Not
Resolved - ),
Menstruation irregular
(n/a - Not
Recovered/Not
Resolved - ),
Thrombosis (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 19/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Axillary pain (n/a - COMIRNATY Not reported 1
10012246234 Professional | Economic Years | Specified Unknown - ), [TOZINAMERAN] (S -
Area n/a-n/a-[n/a-n/a
Lymphadenopathy - n/al)
(n/a - Unknown - )
EU-EC- 19/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No C-reactive protein COMIRNATY Not reported I
10012246510 Professional |European Years |Specified increased (n/a - [TOZINAMERAN] (S -
Economic Unknown - ), COVID-19
Area immunisation - Not
Chest pain (n/a - applicable - [1d - n/a
Unknown - ), - n/al)
Electrocardiogram
abnormal (n/a -
Unknown - ),
Malaise (n/a -
Unknown - ),
Myopericarditis (n/a -
Unknown - Other
Medically Important
Condition),
Pyrexia (n/a -
Unknown - ),
Troponin I abnormal
(n/a - Unknown - )
EU-EC- 19/04/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Drug ineffective (n/a - | COMIRNATY Not reported I
10012246533 Healthcare |Economic Years |Specified Unknown - Other [TOZINAMERAN] (S -
Professional |Area Medically Important |COVID-19
Condition), immunisation - Not
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Suspected COVID-19
(n/a - Unknown -
Other Medically
Important Condition)

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

EU-EC-
10012247134

19/04/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Abdominal pain (n/a -
Recovering/Resolving

r

Diarrhoea (n/a -
Recovering/Resolving

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

Not reported

EU-EC-
10012247469

19/04/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

Not reported

EU-EC-
10012248029

19/04/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Arthralgia (n/a -
Recovered/Resolved -
)

Back pain (n/a -
Recovering/Resolving

Chest discomfort (n/a

Recovering/Resolving
- Disabling),

Chest pain (n/a -
Recovered/Resolved -
)

Contusion (n/a -
Recovered/Resolved -

»

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

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

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

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

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

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

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

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

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

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

Not reported

EU-EC-
10012248459

19/04/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

Performance status
decreased (n/a -
Recovered/Resolved -
Other Medically
Important Condition)

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

Not reported

EU-EC-
10012248737

19/04/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

Not reported

EU-EC-
10012248781

19/04/2022

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

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

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

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

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

Not reported
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Dizziness (n/a -
Recovering/Resolving
- Disabling),

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

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

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

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

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

Influenza like illness
(n/a -
Recovering/Resolving
- Disabling),

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

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

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

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

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

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

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

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

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

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

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

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

Vaccination site pain
(n/a -
Recovering/Resolving
- Disabling),

Vision blurred (n/a -
Recovering/Resolving
- Disabling)

EU-EC-
10012249049

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

19/04/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Yes

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

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

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

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

Cough (n/a -
Unknown -
Caused/Prolonged
Hospitalisation, Other

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

[ETHINYLESTRADIOL, I
GESTODENE] (C - Heavy
menstrual bleeding - n/a
- [n/a - n/a - Oral])
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Medically Important
Condition),

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

Condition)
EU-EC- 19/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Angioedema (n/a - COMIRNATY Not reported I
10012249954 Professional |Economic Years Unknown - ), [TOZINAMERAN] (S -
Area COVID-19
Vaccination site immunisation - Drug
inflammation (n/a -  |withdrawn - [1d -
Unknown - ) 3mL -
Intramuscular])
EU-EC- 19/04/2022 | Spontaneous |Non Non Not available 12-17 |Not Female |No Eye pruritus (n/a - COMIRNATY Not reported I
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10012250164 Healthcare |European Years |Specified Not Recovered/Not [TOZINAMERAN] (S -
Professional | Economic Resolved - Other COVID-19
Area Medically Important  |immunisation - Not
Condition), applicable - [n/a - n/a
- n/a])
Lacrimation increased
(n/a - Unknown -
Other Medically
Important Condition),
Ocular hyperaemia
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 18/04/2022 |Spontaneous |Non Non Not available 12-17 |Not Female |No Drug ineffective (n/a - | COMIRNATY Not reported I
10012233033 Healthcare |European Years |Specified Unknown - Other [TOZINAMERAN] (S -
Professional |Economic Medically Important |COVID-19
Area Condition), immunisation - Not
applicable - [1d - n/a
Suspected COVID-19 |- n/a])
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 18/04/2022 | Spontaneous |Non Non Not available 12-17 |Not Female |No COVID-19 (n/a - TOZINAMERAN Not reported I
10012233735 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- 18/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Anaphylactic reaction |COMIRNATY Not reported I
10012234703 Professional |European Years |Specified (55min - [TOZINAMERAN] (S -
Economic Recovered/Resolved - |COVID-19
Area Other Medically immunisation - Not
Important Condition), |applicable - [n/a - n/a
-n/al)
Asthenia (30min -
Recovered/Resolved -
)
Cough (23min -
Recovered/Resolved -
)
Malaise (30min -
Recovered/Resolved -
)
Oropharyngeal
discomfort (23min -
Recovered/Resolved -
)
Pruritus (115min -
Recovered/Resolved -
)
Urticaria (55min -
Recovered/Resolved -
EU-EC- 18/04/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Lymphadenopathy COMIRNATY Not reported I
10012235294 Healthcare |Economic Years (n/a- [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved - |n/a - n/a - [n/a - n/a
- n/a)
EU-EC- 18/04/2022 | Spontaneous |Non Non Not available 12-17 |Not Female |No COVID-19 (n/a - TOZINAMERAN Not reported I
10012235416 Healthcare |European Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Professional | Economic - Other Medically COVID-19
Area Important Condition), |immunisation - Not
applicable - [1d - n/a
Vaccination failure - Intramuscular -
(n/a - Unknown - More in ICSR])
Other Medically
Important Condition)
EU-EC- 18/04/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No COVID-19 (n/a - COMIRNATY Not reported I
10012235784 Healthcare |Economic Years |Specified Unknown - Other [TOZINAMERAN] (S -
Professional |Area Medically Important |COVID-19
Condition), immunisation - Not
applicable - [1d - n/a
Drug ineffective (n/a - |- n/al)
Unknown - Other
Medically Important
Condition)
EU-EC- 18/04/2022 |Spontaneous |Non Non Not available 12-17 |Not Female |No Back pain (n/a - COMIRNATY Not reported I
10012235794 Healthcare |European Years |Specified Unknown - Other [TOZINAMERAN] (S -
Professional |Economic Medically Important  |COVID-19
Area Condition), immunisation - Not
applicable - [n/a - n/a
Dizziness (n/a - - n/a])
Unknown - Other
Medically Important
Condition),
Dysstasia (n/a -
Unknown - Other
Medically Important
Condition),
Muscle spasms (n/a -
Unknown - Other
Medically Important
Condition),
Pain in extremity (n/a
- Unknown - Other
Medically Important
Condition),
Pelvic pain (n/a -
Unknown - Other
Medically Important
Condition),
Peripheral swelling
(n/a - Unknown -
Other Medically
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Important Condition),

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

Thrombosis in device
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

Vascular compression
(n/a - Unknown -
Other Medically
Important Condition)

EU-EC-
10012236689

18/04/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Generalised tonic-
clonic seizure (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),

Multiple injuries (n/a -
Unknown -)

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

Not reported

EU-EC-
10012236729

18/04/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Abdelgalil, A.. Multisystem
Inflammatory Syndrome in a 12-
Year-old Boy After mRNA-SARS-CoV-
2 Vaccination. The Pediatric
Infectious Disease Journal. 2021;2.
doi:10.1097/INF.0000000000003442
Abdelgalil, A.. Multisystem
Inflammatory Syndrome in a 12-
Year-old Boy After mRNA-SARS-CoV-
2 Vaccination. The Pediatric
Infectious Disease Journal. 2022;41
(3):€93-e94.
doi:10.1097/INF.0000000000003442

12-17
Years

Not
Specified

Male

Interchange of
vaccine products (n/a
- Unknown -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),

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

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

SPIKEVAX [COVID-19
MRNA VACCINE
MODERNA (CX-
024414)] (S - COVID-
19 immunisation -
Unknown - [n/a - n/a
- n/al),

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

Not reported

EU-EC-
10012237041

18/04/2022

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-
10012237056

18/04/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

COVID-19 (14d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation,
Disabling, Other
Medically Important
Condition),

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

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

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

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

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

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

Not reported

EU-EC-
10012237426

18/04/2022

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

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

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

Not reported
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Medically Important
Condition),
Swelling (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 18/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Disease recurrence COMIRNATY Not reported I
10012238219 Professional |European Years |Specified (n/a- [TOZINAMERAN] (S -
Economic Recovered/Resolved - |COVID-19
Area Other Medically immunisation - Not
Important Condition), |applicable - [1d - n/a
- Intramuscular])
Seizure (n/a -
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 18/04/2022 |Spontaneous |Healthcare |Non Lee, S.. Multisystem Inflammatory  [12-17 |Not Male No COVID-19 (n/a - TOZINAMERAN Not reported I
10012238372 Professional |European |Syndrome in Children After Years |Specified Unknown - Other [TOZINAMERAN] (S -
Economic |Breakthrough Infection in a COVID- Medically Important |COVID-19
Area 19-vaccinated Child. Pediatric Condition), immunisation - Not
Infectious Disease Journal. applicable - [n/a - n/a
2022;41(4):e182-e183. Multisystem - n/a])
doi:10.1097/INF.0000000000003451 inflammatory
syndrome in children
(n/a-
Recovering/Resolving
- Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 18/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No Vaccination site mass |COMIRNATY Not reported I
10012238763 Professional |Economic Years (n/a - Unknown - ) [TOZINAMERAN] (S -
Area COVID-19
immunisation - Not
applicable - [1d -
1{DF} - Unknown])
EU-EC- 17/04/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Autoimmune disorder |COMIRNATY Not reported I
10012226548 Healthcare |Economic Years |Specified (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not n/a-nf/a-[nfa-n/a
Resolved - Life - n/a])
Threatening,
Disabling),
Autoimmune hepatitis
(n/a - Unknown - Life
Threatening,
Disabling),
Cholangitis sclerosing
(n/a - Unknown - Life
Threatening,
Disabling),
Fatigue (n/a - Not
Recovered/Not
Resolved - Life
Threatening,
Disabling),
Hepatic enzyme
abnormal (n/a - Not
Recovered/Not
Resolved - Life
Threatening,
Disabling),
Pruritus (n/a - Not
Recovered/Not
Resolved - Life
Threatening,
Disabling),
Rash (n/a - Not
Recovered/Not
Resolved - Life
Threatening,
Disabling)
EU-EC- 17/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Chills (n/a - Unknown |COMIRNATY Not reported I
10012226616 Professional |Economic Years |Specified =) [TOZINAMERAN] (S -
Area n/a-n/a-[n/a-n/a
Cough (n/a - - n/a])
Unknown - ),
Fatigue (n/a -
Unknown - ),
Myalgia (n/a -
Unknown - ),
Pyrexia (n/a -
Unknown - )
EU-EC- 17/04/2022 | Spontaneous |Non European |Not available 12-17 |Child Female |No Visual impairment COMIRNATY Not reported I
10012227245 Healthcare |Economic Years (35d - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved - |Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 17/04/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Syncope (0d - COMIRNATY Not reported I
10012227508 Healthcare |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area Other Medically Immunisation - n/a -
Important Condition) |[n/a - n/a - n/a])
EU-EC- 17/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Amenorrhoea (n/a - |COMIRNATY Not reported 1
10012231372 Healthcare |Economic Years Not Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ) Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 17/04/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Fatigue (27d - COMIRNATY Not reported I
10012231487 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a -
[n/a - n/a - n/a])
Genital herpes (27d -
Recovering/Resolving
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Influenza like illness
(27d -
Recovering/Resolving
Lymphadenopathy
(27d -
Recovering/Resolving
=N
Myalgia (27d -
Recovering/Resolving
=k
Oropharyngeal pain
(27d -
Recovering/Resolving
=)
Platelet count
increased (27d -
Recovering/Resolving
=)
Sensory disturbance
(27d -
Recovering/Resolving
EU-EC- 17/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Infectious COMIRNATY Not reported I
10012231633 Healthcare |Economic Years mononucleosis (13d - [[TOZINAMERAN] (S -
Professional |Area Recovering/Resolving |Immunisation - n/a -
- [n/a - n/a - n/a])
Influenza (13d -
Recovering/Resolving
-)
EU-EC- 16/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Pyrexia (1d - COMIRNATY Not reported I
10012224723 Professional |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Area ) COVID-19
immunisation - n/a -
Urticaria (1d - [n/a-n/a-
Recovered/Resolved - |Intramuscular])
EU-EC- 16/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Chest pain (10d - COMIRNATY Not reported I
10012224865 Professional | Economic Years | Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Area COVID-19
immunisation - n/a -
[n/a-n/a-
Intramuscular])
EU-EC- 16/04/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Loss of consciousness [COMIRNATY ARIPIPRAZOLE I
10012224967 Healthcare  |Economic Years |Specified (n/a- [TOZINAMERAN] (S - |[ARIPIPRAZOLE] (C - n/a
Professional |Area Recovered/Resolved - |COVID-19 -n/a-[n/a-n/a-n/a]),
Caused/Prolonged immunisation - Not
Hospitalisation), applicable - [n/a - [DELORAZEPAM] (C - n/a
1{DF} - -n/a-[n/a-n/a-n/a]),
Pallor (n/a - Intramuscular])
Recovered/Resolved - [RISPERIDONE] (C - n/a
Caused/Prolonged -n/a-[n/a-n/a-n/a])
Hospitalisation)
EU-EC- 16/04/2022 | Spontaneous |Non European |Not available 12-17 |Child Male No Abdominal pain (12h |COMIRNATY Not reported I
10012226035 Healthcare  |Economic Years - Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) COVID-19
immunisation - Not
Chills (12h - applicable - [n/a -
Recovered/Resolved - | 1{DF} -
3 Intramuscular])
Dyspnoea (12h -
Recovered/Resolved -
Pyrexia (12h -
Recovered/Resolved -
)
Vomiting (12h -
Recovered/Resolved -
)
EU-EC- 16/04/2022 | Spontaneous |Non Non Not available 12-17 |Not Female |No Cough (n/a - COMIRNATY Not reported I
10012226043 Healthcare |European Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Professional | Economic - Other Medically COVID-19
Area Important Condition), |immunisation - Not
applicable - [1d - n/a
Headache (3d - - n/al)
Recovered/Resolved -
Other Medically
Important Condition),
Inappropriate
schedule of product
administration (n/a -
Unknown - ),
Nausea (4d -
Recovered/Resolved -
Other Medically
Important Condition),
Pain (3d -
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 15/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Inflammation (8d - | COMIRNATY Not reported 1
10012216872 Professional |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Area COVID-19
immunisation - n/a -
[n/a-n/a-
Intramuscular])
EU-EC- 15/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Facial paralysis (n/a - |COMIRNATY Not reported I
10012217025 Professional |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Area Other Medically COVID-19
Important Condition), [immunisation - n/a -
[n/a-n/a-
Headache (n/a - Intramuscular])
Recovered/Resolved -
Other Medically
Important Condition),
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Tinnitus (n/a -
Recovered/Resolved -
Other Medically
Important Condition),
Vertigo (n/a -
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 15/04/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Amenorrhoea (n/a - |COMIRNATY Not reported I
10012217169 Healthcare |Economic Years |Specified Not Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19
immunisation - n/a -
Chillblains (n/a - Not |[n/a - 1{DF} -
Recovered/Not Intramuscular])
Resolved - ),
Peripheral coldness
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 15/04/2022 |Spontaneous |Non Non Not available 12-17 |Not Male No Dermatitis allergic COMIRNATY Not reported I
10012217552 Healthcare |European Years |Specified (n/a - Not [TOZINAMERAN] (S -
Professional |Economic Recovered/Not COVID-19
Area Resolved - Other immunisation - Not
Medically Important  |applicable - [1d - n/a
Condition), - n/a])
Inappropriate
schedule of product
administration (n/a -
Unknown - ),
Vaccination site rash
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 15/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No COVID-19 (n/a - COMIRNATY Not reported I
10012217666 Professional |European Years |Specified Unknown - Other [TOZINAMERAN] (S -
Economic Medically Important  |COVID-19
Area Condition), immunisation - Not
applicable - [1d - n/a
Drug ineffective (n/a - |- Intramuscular])
Unknown - Other
Medically Important
Condition)
EU-EC- 15/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Chills (n/a - COMIRNATY Not reported I
10012217706 Healthcare |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area ) n/a-n/a-[n/fa-n/a
- n/a])
Headache (n/a -
Recovered/Resolved -
)
Vomiting (n/a -
Recovered/Resolved -
)
EU-EC- 15/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Arthritis reactive (0d - | COMIRNATY Not reported I
10012217771 Professional |European Years | Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Economic Other Medically COVID-19
Area Important Condition), |immunisation - Not
applicable - [1d - n/a
Inappropriate - n/al)
schedule of product
administration (n/a -
Unknown - )
EU-EC- 15/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Lymphadenopathy COMIRNATY Not reported I
10012217905 Healthcare |Economic Years (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not n/a-n/a-[n/fa-n/a
Resolved - ) - n/a])
EU-EC- 15/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Myocarditis (n/a - COMIRNATY Not reported I
10012218020 Professional |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Area - Caused/Prolonged  |COVID-19
Hospitalisation) immunisation - n/a -
[n/a - 1{DF} - n/a])
EU-EC- 15/04/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No COVID-19 (n/a - COMIRNATY Not reported I
10012218696 Healthcare |Economic Years |Specified Unknown - Other [TOZINAMERAN] (S -
Professional |Area Medically Important  |COVID-19
Condition), immunisation - Not
applicable - [1d - n/a
Drug ineffective (n/a - |- n/a])
Unknown - Other
Medically Important
Condition)
EU-EC- 15/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Mass (n/a - COMIRNATY Not reported I
10012218855 Professional |European Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Economic - Other Medically COVID-19
Area Important Condition) |immunisation - Not
applicable - [1d - n/a
- Intramuscular])
EU-EC- 15/04/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Oral herpes (n/a - COMIRNATY Not reported I
10012218965 Healthcare |Economic Years |Specified Unknown - ) [TOZINAMERAN] (S -
Professional |Area COVID-19
immunisation - Not
applicable - [n/a - n/a
- n/a])
EU-EC- 15/04/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Disturbance in sexual |COMIRNATY Not reported I
10012219009 Healthcare |Economic Years |Specified arousal (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not COVID-19
Resolved - ), immunisation - Not
applicable - [n/a - n/a
Excessive sexual - n/a])
fantasies (n/a - Not
Recovered/Not
Resolved - ),
Homosexuality (n/a -
Not Recovered/Not
Resolved - )
EU-EC- 15/04/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Heavy menstrual COMIRNATY Not reported I
10012219176 Healthcare |Economic Years |Specified bleeding (1d - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved - |[COVID-19
) immunisation - Not
applicable - [n/a -
1{DF} - n/a])
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EU-EC- 15/04/2022 |Spontaneous |Non Non Not available 12-17 |Not Male No Fatigue (3d - COMIRNATY Not reported I
10012219386 Healthcare |European Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Professional | Economic Other Medically COVID-19
Area Important Condition), |immunisation - Not
applicable - [1d - n/a
Headache (3d - - n/a])
Recovered/Resolved -
Other Medically
Important Condition),
Iliness (3d -
Recovered/Resolved -
Other Medically
Important Condition),
Inappropriate
schedule of product
administration (n/a -
Unknown - ),
Lethargy (n/a -
Unknown - Other
Medically Important
Condition),
Nausea (n/a -
Unknown - Other
Medically Important
Condition),
Pain (3d -
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 15/04/2022 | Spontaneous |Non Non Not available 12-17 |Not Female |No Angina pectoris (n/a - | COMIRNATY Not reported 1
10012219397 Healthcare |European Years |Specified Not Recovered/Not [TOZINAMERAN] (S -
Professional | Economic Resolved - Other COVID-19
Area Medically Important  |immunisation - Not
Condition), applicable - [1d - n/a
- n/a])
Chills (n/a - Not
Recovered/Not
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 15/04/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Axillary pain (n/a - COMIRNATY Not reported I
10012219452 Healthcare |Economic Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area =), Prophylaxis - n/a -
[n/a-n/a-
Lymph node pain (n/a |Subcutaneous])
Recovering/Resolving
Lymphadenopathy
(n/a -
Recovering/Resolving
EU-EC- 15/04/2022 | Spontaneous |Non Non Not available 12-17 |Not Female |No Dermatitis allergic COMIRNATY Not reported I
10012219706 Healthcare |European Years | Specified (n/a - Not [TOZINAMERAN] (S -
Professional | Economic Recovered/Not COVID-19
Area Resolved - Other immunisation - Not
Medically Important  |applicable - [n/a - n/a
Condition), - n/a])
Myocarditis (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 15/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Arthritis reactive (1d - |[COMIRNATY Not reported I
10012219750 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- 15/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Appendicitis (4d - COMIRNATY Not reported I
10012220077 Professional |European Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation, Other |immunisation - Not
Medically Important  |applicable - [1d - n/a
Condition) - Intramuscular])
EU-EC- 15/04/2022 |Spontaneous |Non Non Not available 12-17 |Not Male No COVID-19 (n/a - COMIRNATY Not reported I
10012220140 Healthcare |European Years | Specified Unknown - Other [TOZINAMERAN] (S -
Professional | Economic Medically Important |COVID-19
Area Condition), immunisation - Not
applicable - [n/a - n/a
Drug ineffective (n/a - |- n/al)
Unknown - Other
Medically Important
Condition)
EU-EC- 15/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported 1
10012220466 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important  |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 15/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported I
10012220468 Professional | Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important  |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 15/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Application site pain | COMIRNATY Not reported I
10012220985 Healthcare |Economic Years (n/a - Unknown - ),  [[TOZINAMERAN] (S -
Professional |Area n/a-n/a-[n/fa-n/a
Fatigue (n/a - - n/al)
Unknown - ),
Lymphadenopathy
(n/a - Unknown - ),
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Pyrexia (n/a -
Recovered/Resolved -

)

EU-EC-
10012221015

15/04/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Cold sweat (510min -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Feeling abnormal
(510min -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Gait disturbance
(458min -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Heart rate decreased
(506min -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Hyperventilation
(510min -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Hypoaesthesia
(510min -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Hypotension (510min
- Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Muscle rigidity
(510min -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Nausea (510min -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Pallor (506min -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Paraesthesia (510min
- Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Presyncope (510min -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Pyrexia (4h -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Respiratory distress
(506min -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Tachypnoea (1d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10012221949

15/04/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Chills (n/a - Unknown

4

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

Nausea (n/a -
Unknown - ),

Pain in extremity (n/a
- Unknown - )

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

Not reported

EU-EC-
10012221950

15/04/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Immunisation
reaction (n/a -
Recovering/Resolving

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

Not reported

EU-EC-
10012222144

15/04/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Feeling cold (2mo -
Not Recovered/Not
Resolved - )

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

Not reported

EU-EC-
10012222187

15/04/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Herpes zoster (n/a -
Not Recovered/Not
Resolved - )

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

Not reported

EU-EC-
10012222485

15/04/2022

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

Spontaneous

Non
Healthcare

European
Economic

Not available

12-17
Years

Adolescent

Male

No

Immunisation
reaction (1d -

COMIRNATY
[TOZINAMERAN] (S -

Not reported
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Professional |Area Recovered/Resolved - |COVID-19
immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 15/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Menometrorrhagia COMIRNATY Not reported I
10012222639 Professional |Economic Years (n/a- [TOZINAMERAN] (S -
Area Recovered/Resolved - |COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 15/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Immunisation COMIRNATY Not reported I
10012222687 Healthcare |Economic Years reaction (n/a - [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving |COVID-19
- immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 15/04/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent | Male No Influenza like illness  |COMIRNATY Not reported I
10012222709 Healthcare |Economic Years (n/a- [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving |COVID-19
- immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 14/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Generalised tonic- COMIRNATY Not reported I
10012205889 Professional |Economic Years |Specified clonic seizure (n/a - |[TOZINAMERAN] (S -
Area Recovered/Resolved |COVID-19
With Sequelae - Other |immunisation - Not
Medically Important  |applicable - [n/a -
Condition) 30ug - n/al)
EU-EC- 14/04/2022 | Spontaneous |Non Non Not available 12-17 |Not Female |No COVID-19 (9d - COMIRNATY Not reported I
10012206347 Healthcare |European Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Professional | Economic Other Medically COVID-19
Area Important Condition), |immunisation - Not
applicable - [n/a - n/a
Drug ineffective (9d - |- n/a])
Recovered/Resolved -
Other Medically
Important Condition),
Heavy menstrual
bleeding (n/a -
Recovered/Resolved -
)
EU-EC- 14/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Pulmonary embolism |COMIRNATY Not reported I
10012206348 Professional |Economic Years |Specified (n/a - Unknown - [TOZINAMERAN] (S -
Area Caused/Prolonged COVID-19
Hospitalisation, Other |immunisation - Not
Medically Important  |applicable - [n/a - n/a
Condition) - n/a])
EU-EC- 14/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Myocarditis (n/a - COMIRNATY Not reported 1
10012206385 Professional |European Years |Specified Unknown - [TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation, Other |immunisation - Not
Medically Important  |applicable - [n/a - n/a
Condition), - Intramuscular])
Pericarditis (n/a -
Unknown -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition)
EU-EC- 14/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Abdominal tenderness | COMIRNATY Not reported I
10012206756 Professional |European Years |Specified (n/a - Unknown - [TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d - n/a
Appendicitis (n/a - - n/a))
Recovered/Resolved -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),
Decreased appetite
(n/a - Unknown -
Caused/Prolonged
Hospitalisation),
Dysuria (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),
Nausea (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),
Pyrexia (n/a -
Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 14/04/2022 |Spontaneous |Non Non Not available 12-17 |Not Female |No Chest discomfort (n/fa | COMIRNATY [ETONOGESTREL] (C- |I
10012207589 Healthcare |European Years |Specified - Unknown - [TOZINAMERAN] (S - |n/a - n/a - [n/a - 68mg -
Professional |Economic Caused/Prolonged COVID-19 n/al)
Area Hospitalisation, Other |immunisation - Not
Medically Important  |applicable - [1d - n/a
Condition), - n/a])
Chest pain (n/a -
Unknown -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),
Dyspnoea (n/a -
Unknown -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),
Myocarditis (n/a - Not
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Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition)
EU-EC- 14/04/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Inappropriate COMIRNATY Not reported I
10012207601 Healthcare |Economic Years | Specified schedule of product  [[TOZINAMERAN] (S -
Professional |Area administration (n/a - |COVID-19
Unknown - ), immunisation - Not
applicable - [1d - n/a
Nausea (n/a - - n/a])
Recovered/Resolved -
)
Pyrexia (n/a -
Recovered/Resolved -
)
Vomiting (n/a -
Recovered/Resolved -
)
EU-EC- 14/04/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Chills (n/a - COMIRNATY Not reported I
10012207685 Healthcare |Economic Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area =), COVID-19
immunisation - Not
Fatigue (n/a - applicable - [n/a - n/a
Recovering/Resolving |- n/al)
Headache (n/a -
Recovering/Resolving
=)
Malaise (n/a -
Recovering/Resolving
=)
Myalgia (n/a -
Recovering/Resolving
Nausea (n/a -
Recovering/Resolving
Pyrexia (n/a -
Recovering/Resolving
EU-EC- 14/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Arthralgia (n/a - COMIRNATY Not reported I
10012207738 Professional |European Years |Specified Unknown - [TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d - n/a
Hypokalaemia (n/a - |- Intramuscular])
Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 14/04/2022 | Spontaneous |Non Non Not available 12-17 |Not Male No Cough (5d - COMIRNATY Not reported I
10012208123 Healthcare |European Years | Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Professional | Economic Caused/Prolonged COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d - n/a
Pyrexia (5d - - Intramuscular])
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 14/04/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Nausea (n/a - COMIRNATY Not reported I
10012208401 Healthcare |Economic Years | Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area , COVID-19
immunisation - Not
Vomiting (n/a - applicable - [1d - n/a
Recovered/Resolved - |- n/a])
)
EU-EC- 14/04/2022 |Spontaneous |Non Non Not available 12-17 |Not Female |No Gait disturbance (n/a |TOZINAMERAN Not reported I
10012208489 Healthcare |European Years |Specified - Unknown - [TOZINAMERAN] (S -
Professional |Economic Caused/Prolonged COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d - n/a
Syncope (n/a - - n/a))
Unknown -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),
Tremor (n/a -
Unknown -
Caused/Prolonged
Hospitalisation)

Return - Refresh - Print - Export

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

& G 4k 7 Rows 6501 - 7000

64/64



