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Primary Suspect/interacting | Concomitant/Not
EV Primary Source patient Patient parent Reaction List PT Drug List (Drug Char |Administered Drug List
EU Local Gateyvay Report Type |Source Country Literature Reference Age Age Group | Patient Child (Dur@tlon— Outcome |- In'dncatlon PT - (Drug Char- Indication 1
Number Receipt Qualification for Grou (as per Sex Report |~ Seriousness Action taken - PT - Action taken - F
Date Regulatory P reporter) P Criteria) [Duration - Dose - [Duration - Dose -
Purposes Route]) Route])
EU-EC- 16/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female [No COVID-19 (n/a - COMIRNATY Not reported 1
10012756435 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- 16/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported 1
10012756439 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- 16/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported 1
10012756458 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- 16/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported 1
10012756486 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- 16/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported 1
10012756519 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- 16/06/2022 |Spontaneous | Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported 1
10012756544 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- 16/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported 1
10012756549 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- 16/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female [No COVID-19 (n/a - COMIRNATY Not reported 1
10012756553 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- 16/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent | Male No COVID-19 (n/a - COMIRNATY Not reported 1
10012756584 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- 16/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported 1
10012756629 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- 16/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported 1
10012756638 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- 16/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female [No COVID-19 (n/a - COMIRNATY Not reported 1
10012756651 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 -
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Other Medically
Important Condition)
EU-EC- 16/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported 1
10012756796 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- 16/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported 1
10012756820 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- 16/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported 1
10012756917 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- 16/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent | Male No COVID-19 (n/a - COMIRNATY Not reported 1
10012756922 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- 16/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female [No COVID-19 (n/a - COMIRNATY Not reported 1
10012756952 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- 16/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported 1
10012757013 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- 16/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported 1
10012757035 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- 16/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported 1
10012757039 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- 16/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported 1
10012757068 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- 16/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported 1
10012757142 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- 16/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported 1
10012757197 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- 16/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported 1
10012757238 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- 16/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported 1
10012757245 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 -
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Other Medically
Important Condition)
EU-EC- 16/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female [No COVID-19 (n/a - COMIRNATY Not reported 1
10012757253 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- 16/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported 1
10012757258 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- 16/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported 1
10012757306 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- 16/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent | Male No COVID-19 (n/a - COMIRNATY Not reported 1
10012757314 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- 16/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female [No COVID-19 (n/a - COMIRNATY Not reported 1
10012757343 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- 15/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Coagulopathy (8d - |COMIRNATY Not reported 1
10012723858 Professional |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Area - Other Medically n/a-n/a-[n/a-n/a
Important Condition) |- Intramuscular])
EU-EC- 15/06/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Gastritis (2d - COMIRNATY Not reported 1
10012724034 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Economic - Caused/Prolonged |COVID-19
Area Hospitalisation) immunisation - Not
applicable - [1d - n/a
- Intramuscular])
EU-EC- 15/06/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Muscular weakness |COMIRNATY Not reported 1
10012724630 Professional |European Years |Specified (n/a- [TOZINAMERAN] (S -
Economic Recovered/Resolved |COVID-19
Area - Caused/Prolonged  |immunisation - Not
Hospitalisation), applicable - [1d - n/a
- n/a])
Paraesthesia (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)
EU-EC- 15/06/2022 |Spontaneous |Non European |Not available 12-17 |Not Female [No Fatigue (1d - COMIRNATY Not reported 1
10012724865 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area - COVID-19
immunisation - Not
applicable - [1d - n/a
- n/a])
EU-EC- 15/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Dizziness (n/a - COMIRNATY Not reported 1
10012724990 Professional |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Area =), COvID-19
immunisation - n/a -
Dyspnoea (n/a - [n/a-n/a-
Recovered/Resolved | Intramuscular])
=)
Malaise (n/a -
Recovered/Resolved
=)
Nausea (n/a -
Recovered/Resolved
=)
Presyncope (n/a -
Recovered/Resolved
EU-EC- 15/06/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Anxiety (n/a - COMIRNATY Not reported 1
10012725533 Healthcare |Economic Years Unknown - ), [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
Depression (n/a - [n/a - 2{DF} - n/a])
Unknown - ),
Disturbance in
attention (n/a -
Unknown - ),
Dyspnoea (n/a -
Unknown - ),
Headache (n/a -
Unknown - ),
Human herpes virus
6 serology positive
(n/a - Not
Recovered/Not
Resolved - Life
Threatening,
Caused/Prolonged
Hospitalisation),
Nausea (n/a -
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Unknown - ),

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

Sleep disorder (n/a -
Unknown - ),

Visual impairment
(n/a - Unknown - )

EU-EC-
10012725754

15/06/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

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

Not reported

EU-EC-
10012725784

15/06/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

Not reported

EU-EC-
10012726139

15/06/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Yes

Heavy menstrual
bleeding (n/a -
Unknown - Other
Medically Important
Condition),

Peptic ulcer
haemorrhage (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),

Thrombosis (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-
10012726286

15/06/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Pyrexia (1d -
Recovered/Resolved

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

Not reported

EU-EC-
10012726845

15/06/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Adverse reaction
(n/a - Unknown - ),

Asthenia (n/a -
Unknown - ),

COVID-19 (n/a -
Unknown - ),

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

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

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

Vitamin D decreased
(n/a - Unknown - )

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

XOLAIR 150 MG
SOLUTION FOR
INJECTION IN PRE-
FILLED SYRINGE
[OMALIZUMAB] (C -

Urticaria - n/a - [n/a - n/a

- n/a])

EU-EC-
10012727073

15/06/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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

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

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

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

Not reported

EU-EC-
10012727081

15/06/2022

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

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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

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

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

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

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

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

Not reported
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Caused/Prolonged
Hospitalisation)
EU-EC- 15/06/2022 |Spontaneous |Non Non Not available 12-17 |Not Female |No Anxiety (n/a - Not COMIRNATY Not reported 1
10012727756 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/al)
Fear of death (n/a -
Unknown - Other
Medically Important
Condition),
Ill-defined disorder
(n/a - Unknown -
Other Medically
Important
Condition),
Inappropriate
schedule of product
administration (n/a -
Unknown - ),
Thinking abnormal
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 15/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Dizziness (0d - COMIRNATY Not reported 1
10012727780 Professional |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Area =) COvID-19
immunisation - Not
Lymphadenopathy applicable - [n/a -
(0d - 1{DF} -
Recovered/Resolved | Intramuscular])
EU-EC- 15/06/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Body temperature COMIRNATY Not reported 1
10012729130 Healthcare |Economic Years |Specified increased (n/a - [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving |COVID-19
- immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 15/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Facial paralysis (n/a - | COMIRNATY Not reported 1
10012729434 Professional |Economic Years Not Recovered/Not  |[TOZINAMERAN] (S -
Area Resolved - Other COVID-19
Medically Important |immunisation - n/a -
Condition) [n/a - n/a - n/a])
EU-EC- 15/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 | Child Female |No Altered state of COMIRNATY Not reported 1
10012729435 Professional |Economic Years consciousness (n/a - |[TOZINAMERAN] (S -
Area Recovered/Resolved |COVID-19
=), immunisation - n/a -
[n/a - 3{DF} - n/a])
Pain (n/a -
Recovered/Resolved
=)
Vomiting (n/a -
Recovered/Resolved
-)
EU-EC- 15/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Dyspnoea (5d - COMIRNATY Not reported 1
10012729436 Professional |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Area =), COvID-19
immunisation - n/a -
Headache (5d - [n/a - 2{DF} - n/a])
Recovered/Resolved
Pain in extremity (5d
Recovered/Resolved
EU-EC- 15/06/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Pain in extremity (2d |COMIRNATY Not reported 1
10012729531 Healthcare |Economic Years |Specified - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |COVID-19
- immunisation - Not
applicable - [1d - n/a
- n/a])
EU-EC- 15/06/2022 |Spontaneous | Healthcare |European |Not available 12-17 |Not Male No Rhabdomyolysis (n/a | COMIRNATY Not reported 1
10012729594 Professional |Economic Years |Specified - Unknown - Other  |[TOZINAMERAN] (S -
Area Medically Important |COVID-19
Condition) immunisation - Not
applicable - [1d - n/a
- n/a])
EU-EC- 15/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Loss of COMIRNATY Not reported 1
10012730647 Professional |Economic Years |Specified consciousness (n/a - |[TOZINAMERAN] (S -
Area Recovered/Resolved |COVID-19
=) immunisation - Not
applicable - [1d -
Seizure (n/a - 1{DF} -
Recovered/Resolved |Intramuscular])
- Other Medically
Important Condition)
EU-EC- 15/06/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Amenorrhoea (n/a - |COMIRNATY Not reported 1
10012730707 Healthcare |Economic Years Not Recovered/Not  |[TOZINAMERAN] (S -
Professional |Area Resolved - ) COVID-19
immunisation - Not
applicable - [1d -
1{DF} - n/a])
EU-EC- 15/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female [No Menstrual disorder | COMIRNATY [ETHINYLESTRADIOL, 1
10012730708 Professional |Economic Years (n/a- [TOZINAMERAN] (S - |NORGESTIMATE] (C -
Area Recovering/Resolving | COVID-19 Oral contraception - Not
=) immunisation - Not  |applicable - [n/a - n/a -
applicable - [1d - Oral])
Myalgia (n/a - 1{DF} -
Recovering/Resolving | Intramuscular])
EU-EC- 15/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Amenorrhoea (n/a - |COMIRNATY Not reported 1
10012730713 Professional |Economic Years Recovering/Resolving | [TOZINAMERAN] (S -
Area - COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 15/06/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Myalgia (1d - COMIRNATY Not reported 1
10012730839 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area - COVID-19
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immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 15/06/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Injection site pain COMIRNATY Not reported 1
10012730841 Healthcare |Economic Years - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |COVID-19
-) immunisation - Not
applicable - [1d -
Pain (1d - 1{DF} -
Recovered/Resolved |Intramuscular])
EU-EC- 15/06/2022 | Spontaneous |Non European |Not available 12-17 |Child Female [No Fatigue (1d - COMIRNATY Not reported 1
10012730844 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) COvVID-19
immunisation - Not
Vaccination site pain |applicable - [1d -
(1d - 1{DF} -
Recovered/Resolved |Intramuscular])
EU-EC- 15/06/2022 | Spontaneous |Non European |Not available 12-17 |Child Male No Diarrhoea (1d - COMIRNATY Not reported I
10012730847 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =), COVID-19
immunisation - Not
Influenza like illness |applicable - [1d -
- 1{DF} -
Recovered/Resolved |Intramuscular])
=)
Injection site
erythema (1d -
Recovered/Resolved
=)
Injection site pain
(1d -
Recovered/Resolved
=)
Injection site
swelling (1d -
Recovered/Resolved
=)
Insomnia (1d -
Recovered/Resolved
=)
Lymphadenopathy
(1d -
Recovered/Resolved
Nausea (1d -
Recovered/Resolved
=)
Pain (1d -
Recovered/Resolved
=)
Somnolence (1d -
Recovered/Resolved
EU-EC- 15/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Dizziness (n/a - Not |COMIRNATY Not reported 1
10012730883 Professional |Economic Years Recovered/Not [TOZINAMERAN] (S -
Area Resolved - ), COvID-19
immunisation - Not
Influenza like illness |applicable - [1d -
(n/a - Not 1{DF} -
Recovered/Not Intramuscular])
Resolved - )
EU-EC- 15/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No Headache (2d - COMIRNATY Not reported 1
10012730897 Professional |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Area -) COVID-19
immunisation - Not
Migraine (n/a - applicable - [1d -
Recovered/Resolved |1{DF} -
-), Intramuscular])
Nausea (2d -
Recovered/Resolved
=)
Vomiting (1d -
Recovered/Resolved
-)
EU-EC- 15/06/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest pain (n/a - COMIRNATY Not reported 1
10012731341 Professional |European Years |Specified Recovering/Resolving | [TOZINAMERAN] (S -
Economic - Caused/Prolonged |COVID-19
Area Hospitalisation), immunisation - Not
applicable - [n/a -
Myocardial oedema |n/a - Intramuscular])
(n/a-
Recovering/Resolving
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),
Myocarditis (121h -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),
Pain in jaw (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Pallor (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
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Pyrexia (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)

EU-EC-
10012713557

14/06/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

Not reported

EU-EC-
10012713673

14/06/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

Not reported

EU-EC-
10012713674

14/06/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

Dizziness (4d -
Recovered/Resolved
=)

Headache (n/a -
Recovered/Resolved

»

Pyrexia (n/a -
Recovered/Resolved

i

Somnolence (4d -
Recovered/Resolved

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

- nfa])

Not reported

EU-EC-
10012714826

14/06/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

Not reported

EU-EC-
10012715504

14/06/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17

Not
Specified

Male

Disseminated
varicella zoster virus
infection (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation,
Other Medically
Important Condition)

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

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

EU-EC-
10012716066

14/06/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Chills (n/a -
Recovering/Resolving

i

Fatigue (n/a -
Recovering/Resolving

)

Headache (n/a -
Recovering/Resolving

»

Myalgia (n/a -
Recovering/Resolving

)
Nasopharyngitis (n/a

Recovering/Resolving

r

Vaccination site pain
(n/a-
Recovering/Resolving

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

Not reported

EU-EC-
10012716327

14/06/2022

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

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Chills (1d -
Recovered/Resolved
- Disabling),

Fatigue (1d -
Recovered/Resolved
- Disabling),

Headache (1d -
Recovered/Resolved
- Disabling),

Malaise (1d -
Recovered/Resolved
- Disabling),

Myalgia (1d -
Recovered/Resolved
- Disabling),

Nausea (1d -
Recovered/Resolved
- Disabling),

Pyrexia (1d -
Recovered/Resolved
- Disabling),

Vomiting (1d -

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

Not reported
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Recovered/Resolved
- Disabling)
EU-EC- 14/06/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Headache (n/a - COMIRNATY Not reported 1
10012716863 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =), n/a-nfa-[n/a-n/a
- n/a])
Lymphadenopathy
(n/a-
Recovered/Resolved
=)
Pyrexia (n/a -
Recovered/Resolved
=)
Seizure (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),
Syncope (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),
Vaccination site pain
(n/a-
Recovered/Resolved
EU-EC- 14/06/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female [No Administration site | COMIRNATY Not reported 1
10012717313 Healthcare |Economic Years pain (1d - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |COVID-19
=), immunisation - Not
applicable - [n/a -
Lymphadenopathy 1{DF} -
(1wk - Intramuscular])
Recovering/Resolving
EU-EC- 14/06/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Autonomic nervous | COMIRNATY Not reported 1
10012717383 Healthcare |Economic Years system imbalance [TOZINAMERAN] (S -
Professional |Area (n/a - Not Immunisation - n/a -
Recovered/Not [n/a - 1{DF} - n/a])
Resolved -
Caused/Prolonged
Hospitalisation,
Disabling),
Postural orthostatic
tachycardia
syndrome (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Disabling)
EU-EC- 14/06/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Rheumatoid arthritis | COMIRNATY Not reported 1
10012717615 Healthcare |Economic Years (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not COVID-19
Resolved - Other immunisation - Not
Medically Important |applicable - [n/a -
Condition) 1{DF} -
Intramuscular])
EU-EC- 14/06/2022 |Spontaneous |Healthcare |European |Tiuca, O.. Skin manifestations 12-17 |Not Male No Dermatitis atopic COMIRNATY Not reported 1
10012717790 Professional |Economic |associated with anti-SARS-Cov2 Years |Specified (n/a- [TOZINAMERAN] (S -
Area vaccination: a case series. Recovered/Resolved |COVID-19
Dermatovenerologie. 2022;64(1):25- - immunisation - Not
32 applicable - [n/a -
n/a - n/a))
EU-EC- 14/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Chest discomfort COMIRNATY Not reported 1
10012718863 Professional |Economic Years (n/a - Unknown - [TOZINAMERAN] (S -
Area Caused/Prolonged n/a - Not applicable -
Hospitalisation), [n/a - 1{DF} -
Intramuscular])
Chest pain (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),
Myopericarditis (n/a -
Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 14/06/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Chest pain (n/a - COMIRNATY Not reported 1
10012718999 Healthcare |Economic Years Recovering/Resolving | [TOZINAMERAN] (S -
Professional |Area - Other Medically COVID-19
Important immunisation - Not
Condition), applicable - [n/a -
n/a - Intramuscular])
Pericarditis (n/a -
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 14/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Lymphadenopathy | COMIRNATY Not reported I
10012719273 Professional | Economic Years (n/a- [TOZINAMERAN] (S -
Area Recovered/Resolved |COVID-19
- immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 14/06/2022 | Spontaneous |Non European |Not available 12-17 |Child Female [No Pain (1d - COMIRNATY Not reported 1
10012719328 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area With Sequelae - ), COvID-19
immunisation - Not
Vaccination site pain |applicable - [1d -
(1d - 1{DF} -
Recovered/Resolved | Intramuscular])
EU-EC- 14/06/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Influenza like illness | COMIRNATY Not reported 1
10012719329 Healthcare  |Economic Years - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |COVID-19
=), immunisation - Not
applicable - [1d -
Insomnia (1d - 1{DF} -
Recovered/Resolved | Intramuscular])
=)
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Gait inability (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Disabling),

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

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

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

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

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

Lymphadenopathy
( -
Recovered/Resolved
=)
Oropharyngeal pain
id -
Recovered/Resolved
EU-EC- 14/06/2022 |Spontaneous |Non European |Not available 12-17 |Child Female |No Chills (1d - COMIRNATY Not reported 1
10012719330 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) COVID-19
immunisation - Not
Pain (1d - applicable - [1d -
Recovered/Resolved |1{DF} -
=) Intramuscular])
Vaccination site pain
(1d -
Recovered/Resolved
EU-EC- 14/06/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent | Male No Pain (1d - COMIRNATY Not reported I
10012719334 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area With Sequelae - ),  |COVID-19
immunisation - Not
Vaccination site pain |applicable - [1d -
(2d - 1{DF} -
Recovered/Resolved |Intramuscular])
EU-EC- 14/06/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Pain (2d - COMIRNATY Not reported 1
10012719336 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area -) COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 14/06/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Pyrexia (1d - COMIRNATY Not reported 1
10012719340 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area - COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 14/06/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Immunisation COMIRNATY Not reported 1
10012719359 Healthcare |Economic Years |Specified reaction (n/a - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |COVID-19
- immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 14/06/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Immunisation COMIRNATY Not reported I
10012719386 Healthcare |Economic Years reaction (n/a - [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving |COVID-19
- immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 14/06/2022 |Spontaneous |Non Non Not available 12-17 |Not Male No Asthenia (n/a - Not  |TOZINAMERAN Not reported 1
10012720099 Healthcare |European Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional | Economic Resolved - COvID-19
Area Caused/Prolonged immunisation - Not
Hospitalisation, applicable - [n/a -
Disabling), n/a - n/al)
Dysphagia (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Disabling),
Fatigue (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Disabling),
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Disabling),
Sleep disorder (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Disabling)
EU-EC- 14/06/2022 |Spontaneous |Non Non Not available 12-17 |Not Female |No Anxiety disorder (n/a | COMIRNATY Not reported 1
10012720439 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))
Syncope (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 14/06/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Nausea (n/a - COMIRNATY Not reported 1
10012720612 Healthcare |Economic Years |Specified Unknown - ) [TOZINAMERAN] (S -
Professional |Area COvID-19
immunisation - Not
applicable - [1d - n/a
- n/a])
EU-EC- 14/06/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female [No Abdominal pain (n/fa |COMIRNATY Not reported 1
10012721611 Healthcare |Economic Years - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |COVID-19
- Other Medically immunisation - Dose
Important not changed - [n/a -
Condition), 1{DF} - n/a]),
Dizziness (n/a - COMIRNATY
Recovered/Resolved |[TOZINAMERAN] (S -
- Other Medically COvID-19
Important immunisation - Not
Condition), applicable - [n/a -
1{DF} - n/a])
Dysmenorrhoea (n/a
Recovered/Resolved
- Other Medically
Important
Condition),
Nausea (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),
Syncope (n/a -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 13/06/2022 | Spontaneous |Non Non Not available 12-17 |Not Female |No Chronic hepatitis TOZINAMERAN Not reported 1
10012700403 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 -
Condition) n/a - n/al)
EU-EC- 13/06/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Myocarditis (n/a - COMIRNATY Not reported 1
10012701068 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area - Caused/Prolonged |n/a - n/a-[n/a-n/a
Hospitalisation) - n/a])
EU-EC- 13/06/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Dizziness (n/a - COMIRNATY Not reported I
10012701515 Healthcare |Economic Years |Specified Recovering/Resolving | [TOZINAMERAN] (S -
Professional |Area =) COVID-19
immunisation - Not
Fatigue (n/a - applicable - [n/a -
Recovering/Resolving | 1{DF} -
=) Intramuscular])
Headache (n/a -
Recovering/Resolving
EU-EC- 13/06/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Chills (n/a - COMIRNATY Not reported 1
10012701522 Healthcare |Economic Years |Specified Unknown - ), [TOZINAMERAN] (S -
Professional |Area COVID-19
Headache (n/a - immunisation - Not
Unknown - ), applicable - [n/a -
1{DF} -
Myalgia (n/a - Intramuscular])
Unknown - ),
Pyrexia (n/a -
Unknown - )
EU-EC- 13/06/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Dyspnoea (n/a - COMIRNATY Not reported 1
10012702008 Healthcare |Economic Years |Specified Recovering/Resolving | [TOZINAMERAN] (S -
Professional |Area =) COVID-19
immunisation - Not
Headache (n/a - applicable - [n/a -
Recovering/Resolving | 1{DF} -
-) Intramuscular])
Malaise (n/a -
Recovering/Resolving
=)
Pyrexia (n/a -
Recovering/Resolving
EU-EC- 13/06/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Hepatic pain (2d - COMIRNATY Not reported 1
10012702068 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area -) n/a-nfa-[n/a-n/a
- n/al)
EU-EC- 13/06/2022 | Spontaneous |Non Non Not available 12-17 |Not Female |No COVID-19 (n/a - TOZINAMERAN INTUNIV [GUANFACINE] |I
10012702357 Healthcare |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S - |(C-n/a-n/a-[n/a-n/a
Professional |Economic - Other Medically COvID-19 - n/a]),
Area Important immunisation - Not
Condition), applicable - [n/a - [METHYLPHENIDATE
n/a - Intramuscular]) |HYDROCHLORIDE] (C -
Drug ineffective (n/a n/fa-nfa-[n/a-n/a-
- Unknown - Other n/a])
Medically Important
Condition)
EU-EC- 13/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Myocarditis (n/a - COMIRNATY Not reported 1
10012702452 Professional |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Area
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- Caused/Prolonged |n/a - n/a -[n/a-n/a
Hospitalisation) - n/a])
EU-EC- 13/06/2022 |Spontaneous |Non Non Not available 12-17 |Not Female |No COVID-19 (1d - COMIRNATY OLANZAPINE 1
10012702471 Healthcare |European Years |Specified Unknown - Other [TOZINAMERAN] (S - |[OLANZAPINE] (C -
Professional |Economic Medically Important |COVID-19 Decreased appetite - n/a -
Area Condition), immunisation - Not  |[n/a - n/a - n/a])
applicable - [1d - n/a
Drug ineffective (1d - |- n/a])
Unknown - Other
Medically Important
Condition)
EU-EC- 13/06/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female [No Miller Fisher COMIRNATY Not reported 1
10012702688 Healthcare |Economic Years syndrome (20d - Not |[TOZINAMERAN] (S -
Professional |Area Recovered/Not Immunisation - n/a -
Resolved - Life [n/a - 1{DF} - n/a])
Threatening,
Caused/Prolonged
Hospitalisation)
EU-EC- 13/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Not No Loss of COMIRNATY Not reported 1
10012702986 Professional |Economic Years |Specified |Specified consciousness (n/a - |[TOZINAMERAN] (S -
Area Unknown - Other COVID-19
Medically Important |immunisation - Not
Condition), applicable - [n/a -
3mL -
Pyrexia (n/a - Intramuscular])
Unknown - ),
Syncope (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 13/06/2022 |Spontaneous |Non Non Not available 12-17 |Not Female |No COVID-19 (n/a - TOZINAMERAN Not reported 1
10012703046 Healthcare |European Years |Specified Recovering/Resolving | [TOZINAMERAN] (S -
Professional |Economic - Other Medically COVID-19
Area Important immunisation - Not
Condition), applicable - [1d - n/a
- Intramuscular])
Vaccination failure
(n/a-
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 13/06/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Vaccination site pain | COMIRNATY Not reported 1
10012703072 Healthcare |Economic Years |Specified (2d - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |COVID-19
- immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 13/06/2022 |Spontaneous |Non Non Not available 12-17 |Not Female |No Dry skin (n/a - Not | COMIRNATY [CHLORPHENAMINE] (C - |1
10012703151 Healthcare |European Years |Specified Recovered/Not [TOZINAMERAN] (S - |Eczema - n/a - [n/a - n/a
Professional |Economic Resolved - Other COVID-19 -n/a])
Area Medically Important |immunisation - Not
Condition), applicable - [1d - n/a
- n/a])
Lip swelling (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition),
Paraesthesia oral
(n/a - Unknown -
Other Medically
Important
Condition),
Pruritus (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Rash (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 13/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Not No Confusional state COMIRNATY Not reported 1
10012703333 Professional |Economic Years |Specified |Specified (20min - [TOZINAMERAN] (S -
Area Recovered/Resolved |COVID-19
=), immunisation - Not
applicable - [n/a -
Disorientation n/a - Intramuscular])
(20min -
Recovered/Resolved
=)
Visual impairment
(20min -
Recovered/Resolved
EU-EC- 13/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Not No Loss of COMIRNATY Not reported 1
10012703369 Professional |Economic Years |Specified |Specified consciousness (n/a - |[TOZINAMERAN] (S -
Area Recovered/Resolved |COVID-19
- Other Medically immunisation - Not
Important applicable - [n/a -
Condition), n/a - Intramuscular])
Pyrexia (24h -
Recovered/Resolved
EU-EC- 13/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Not No Fatigue (n/a - COMIRNATY Not reported 1
10012703408 Professional |Economic Years |Specified |Specified Unknown - ), [TOZINAMERAN] (S -
Area COVID-19
Pyrexia (24h - immunisation - Not
Recovered/Resolved |applicable - [n/a -
- n/a - n/al)
EU-EC- 13/06/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Chest pain (0d - COMIRNATY Not reported 1
10012703423 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) COVID-19
immunisation - Not
Cough (0d - applicable - [n/a -
Recovered/Resolved |1{DF} -
=), Intramuscular])
Dyspnoea (0d -
Recovered/Resolved
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-

Heart rate increased
(0d -
Recovered/Resolved
=)

Palpitations (0d -
Recovered/Resolved

EU-EC-
10012703735

13/06/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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

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

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

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

Hyperhidrosis (n/a -
Unknown - ),

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

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

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

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

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

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

Not reported

EU-EC-
10012703772

13/06/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Vaccination site pain
(n/a-
Recovering/Resolving

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

Not reported

EU-EC-
10012704027

13/06/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

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

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

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

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

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

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

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

Not reported

EU-EC-
10012704468

13/06/2022

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

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Fukahori, K.. A case of neuralgic
amyotrophy after novel corona virus
vaccination. The 235th Japan
Pediatric Society NIIGATA Regional
Meeting. 2022;235th:4

12-17
Years

Not
Specified

Female

Grip strength
decreased (n/a -
Recovering/Resolving

i

Hypoaesthesia (n/a -
Unknown - ),

Muscular weakness
(n/a-
Recovering/Resolving

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

Not reported
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-

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

Neuralgic
amyotrophy (32d -
Recovered/Resolved
With Sequelae -
Caused/Prolonged
Hospitalisation,
Disabling),

Swelling (n/a -
Recovering/Resolving

-)

EU-EC-
10012704845

13/06/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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

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

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

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

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

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

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

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

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

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

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

COMIRNATY
CONCENTRATE FOR
DISPERSION FOR
INJECTION COVID-
19 MRNA VACCINE
(NUCLEOSIDE
MODIFIED)
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [n/a -
n/a - n/al)

Not reported

EU-EC-
10012704969

13/06/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Epstein-Barr virus
infection (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

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

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

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

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

Not reported

EU-EC-
10012705046

13/06/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

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

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

Vaccination site pain
(n/a - Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 13/06/2022 | Spontaneous |Non European |Not available 12-17 |Not Female [No Headache (n/a - Not |COMIRNATY Not reported 1
10012705381 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ) COVID-19
immunisation - Not
applicable - [n/a -
n/a - n/al)
EU-EC- 13/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Chest discomfort COMIRNATY Not reported 1
10012705416 Professional |Economic Years |Specified (n/a - Unknown - ), |[TOZINAMERAN] (S -
Area COVID-19
Chest pain (n/a - immunisation - Not
Unknown - ) applicable - [n/a -
n/a - n/a])
EU-EC- 13/06/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Chills (10h - COMIRNATY Not reported 1
10012705773 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area -), COovID-19
immunisation - Not
Fatigue (10h - applicable - [n/a -
Recovered/Resolved |1{DF} -
=) Intramuscular])
Headache (10h -
Recovered/Resolved
=)
Myalgia (10h -
Recovered/Resolved
=)
Pyrexia (10h -
Recovered/Resolved
EU-EC- 13/06/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |Yes Menometrorrhagia | COMIRNATY Not reported 1
10012706037 Healthcare |Economic Years (4mo - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |COVID-19
- Other Medically immunisation - n/a -
Important Condition) |[25d - 2{DF} -
Intramuscular])
EU-EC- 13/06/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Hypoaesthesia (n/a - | COMIRNATY Not reported 1
10012706441 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area - COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 13/06/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Vaccination site COMIRNATY Not reported 1
10012706444 Healthcare |Economic Years reaction (n/a - [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving | COVID-19
- immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 13/06/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Immunisation COMIRNATY Not reported 1
10012706451 Healthcare |Economic Years reaction (n/a - [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving |COVID-19
- immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 13/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent | Male No Gianotti-Crosti COMIRNATY Not reported 1
10012706465 Professional |Economic Years syndrome (n/a - Not |[TOZINAMERAN] (S -
Area Recovered/Not COVID-19
Resolved - ) immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 13/06/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent | Male No |Vaccination site COMIRNATY Not reported 1
10012706468 Healthcare |Economic Years urticaria (n/a - Not  |[TOZINAMERAN] (S -
Professional |Area Recovered/Not COVID-19
Resolved - ) immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 13/06/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Intermenstrual COMIRNATY Not reported 1
10012706511 Healthcare |Economic Years bleeding (n/a - Not |[TOZINAMERAN] (S -
Professional |Area Recovered/Not COvVID-19
Resolved - ) immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 13/06/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Injection site pain COMIRNATY Not reported 1
10012706555 Healthcare |Economic Years (1d - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |COVID-19
=) immunisation - Not
applicable - [27d -
Pain (1d - 30ug -
Recovered/Resolved | Intramuscular])
EU-EC- 13/06/2022 | Spontaneous |Non European |Not available 12-17 |Child Female [No Fatigue (1d - COMIRNATY Not reported 1
10012706560 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area -) COVID-19
immunisation - Not
Headache (1d - applicable - [1d -
Recovered/Resolved |30ug -
=) Intramuscular])
Insomnia (1d -
Recovered/Resolved
=)
Pain (2d -
Recovered/Resolved
EU-EC- 13/06/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Fatigue (2d - COMIRNATY Not reported 1
10012706561 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) COVID-19
immunisation - Not
Injection site applicable - [1d -
erythema (1d - 30ug -
Recovered/Resolved |Intramuscular])
=)
Injection site pain
(4d -
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Recovered/Resolved

=)

Injection site
swelling (2d -
Recovered/Resolved

-

Pain (4d -
Recovered/Resolved

EU-EC-
10012706585

13/06/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

Not reported

EU-EC-
10012707031

13/06/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

Not reported

EU-EC-
10012707430

13/06/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

Not reported

EU-EC-
10012707907

13/06/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17

Not
Specified

Male

Blood pressure
decreased (450min -
Recovered/Resolved

i

Pallor (450min -
Recovered/Resolved
=)

Peripheral coldness
(450min -
Recovered/Resolved

=)

Presyncope (450min

Recovered/Resolved

=)

Seizure (450min -
Recovered/Resolved
- Other Medically
Important
Condition),

Syncope (450min -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Transient ischaemic
attack (450min -
Recovered/Resolved
- Other Medically
Important Condition)

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

Not reported

EU-EC-
10012708280

13/06/2022

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

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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

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

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

Vaccination site
swelling (n/a -
Recovering/Resolving

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

Not reported
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- Other Medically
Important
Condition),
Vaccination site
warmth (n/a -
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 13/06/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Heavy menstrual COMIRNATY Not reported 1
10012708727 Healthcare |Economic Years |Specified bleeding (n/a - [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving | Immunisation - n/a -
- [n/a-n/a-
Intramuscular])
EU-EC- 12/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Not No Asthenia (n/a - COMIRNATY Not reported 1
10012699213 Professional |Economic Years |Specified |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Area =) COVID-19
immunisation - Not
Nausea (n/a - applicable - [n/a -
Recovered/Resolved |.3mL -
=), Intramuscular])
Paraesthesia (n/a -
Recovered/Resolved
EU-EC- 12/06/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Chills (n/a - COMIRNATY Not reported 1
10012699229 Healthcare |Economic Years |Specified Recovering/Resolving | [TOZINAMERAN] (S -
Professional |Area -), COvID-19
immunisation - Not
Headache (n/a - applicable - [n/a -
Recovering/Resolving | 1{DF} -
=) Intramuscular])
Hypersensitivity (n/a
Recovering/Resolving
=)
Myalgia (n/a -
Recovering/Resolving
=)
Nausea (n/a -
Recovering/Resolving
Vomiting (n/a -
Recovering/Resolving
EU-EC- 12/06/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent | Male No Cardiac discomfort | COMIRNATY Not reported 1
10012699254 Healthcare |Economic Years (n/a - Unknown - [TOZINAMERAN] (S -
Professional |Area Other Medically nfa-n/a-[nfa-n/a
Important Condition) |- n/a])
EU-EC- 12/06/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Headache (30min - |COMIRNATY Not reported 1
10012699326 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) COVID-19
immunisation - Not
Hypoaesthesia applicable - [n/a -
(30min - 1{DF} -
Recovered/Resolved |Intramuscular])
Hypoaesthesia oral
(30min -
Recovered/Resolved
EU-EC- 11/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Asthenia (14d - COMIRNATY Not reported 1
10012697067 Professional |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Area =) COVID-19
immunisation - n/a -
Chest pain (14d - [n/a-.3mL-
Recovered/Resolved |Intramuscular])
=)
Headache (14d -
Recovered/Resolved
=)
Pyrexia (14d -
Recovered/Resolved
Vertigo (14d -
Recovered/Resolved
EU-EC- 11/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Hypertonia (n/a - COMIRNATY Not reported I
10012697183 Professional |Economic Years |Specified Not Recovered/Not  |[TOZINAMERAN] (S -
Area Resolved - COVID-19
Caused/Prolonged immunisation - n/a -
Hospitalisation), [n/a-.3mL-
Intramuscular])
Tonic clonic
movements (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Visual impairment
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 11/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Not No Diarrhoea (n/a - COMIRNATY Not reported 1
10012697215 Professional |Economic Years |Specified |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Area - Caused/Prolonged |COVID-19
Hospitalisation), immunisation - n/a -
[n/a - n/a - n/a])
Myocarditis (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Pyrexia (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)

https://dap.ema.europa.eu/analytics/saw.dll?Go
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EU-EC- 11/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Erythema (0d - COMIRNATY Not reported 1
10012697216 Professional | Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Area - Other Medically COVID-19
Important Condition) |immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 11/06/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Asthenia (n/a - COMIRNATY Not reported 1
10012697252 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area - Caused/Prolonged |COVID-19
Hospitalisation), immunisation - n/a -
[n/a-n/a-
Headache (n/a - Intramuscular])
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Myelitis (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Paraesthesia (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Pyrexia (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)
EU-EC- 11/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Headache (n/a - COMIRNATY Not reported 1
10012697304 Professional |Economic Years |Specified Recovering/Resolving | [TOZINAMERAN] (S -
Area - Caused/Prolonged |COVID-19
Hospitalisation), immunisation - Not
applicable - [n/a -
Vertigo (n/a - 1{DF} -
Recovering/Resolving | Intramuscular])
- Caused/Prolonged
Hospitalisation)
EU-EC- 11/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Chest pain (n/a - COMIRNATY Not reported 1
10012697314 Professional |Economic Years |Specified Recovering/Resolving | [TOZINAMERAN] (S -
Area - Caused/Prolonged |COVID-19
Hospitalisation), immunisation - Not
applicable - [n/a -
Myocarditis (n/a - 3mL -
Recovering/Resolving | Intramuscular])
- Caused/Prolonged
Hospitalisation),
Pyrexia (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Troponin increased
(n/a-
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 11/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Hyperpyrexia (1d - |COMIRNATY Not reported 1
10012697404 Professional |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Area - Other Medically COVID-19
Important Condition) |immunisation - Not
applicable - [n/a -
n/a - Intramuscular])
EU-EC- 11/06/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Heavy menstrual COMIRNATY Not reported 1
10012697426 Healthcare |Economic Years |Specified bleeding (n/a - [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving |COVID-19
- immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 11/06/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Menstruation delayed | COMIRNATY Not reported 1
10012697438 Healthcare |Economic Years |Specified (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not COvID-19
Resolved - ) immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 11/06/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Heavy menstrual COMIRNATY Not reported 1
10012697558 Healthcare |Economic Years |Specified bleeding (n/a - Not |[TOZINAMERAN] (S -
Professional |Area Recovered/Not COVID-19
Resolved - ), immunisation - Not
applicable - [n/a -
Intermenstrual 1{DF} - n/a])
bleeding (n/a - Not
Recovered/Not
Resolved - ),
Polymenorrhoea (n/a
- Not Recovered/Not
Resolved - )
EU-EC- 11/06/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Menstruation delayed | COMIRNATY Not reported 1
10012697603 Healthcare |Economic Years |Specified (n/a- [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving | COVID-19
- immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 11/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Not No Syncope (n/a - COMIRNATY Not reported 1
10012697818 Professional |Economic Years |Specified |Specified Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |COVID-19
Condition) immunisation - Not
applicable - [n/a -
n/a - Intramuscular])
EU-EC- 11/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Not No Lymphadenopathy | COMIRNATY Not reported I
10012697846 Professional | Economic Years |Specified |Specified (n/a - Unknown - ) |[TOZINAMERAN] (S -
Area COVID-19
immunisation - Not
applicable - [n/a -
3mL -
Intramuscular])
EU-EC- 11/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent | Male No Chest pain (n/a - Not | COMIRNATY Not reported 1
10012698604 Professional |Economic Years Recovered/Not [TOZINAMERAN] (S -
Area Resolved - Other n/a-n/a-[n/a-n/a
Medically Important |- Intramuscular])
Condition),
Dyspnoea exertional
(n/a - Not
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Recovered/Not
Resolved - Other
Medically Important
Condition),

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

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

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

EU-EC-
10012698605

11/06/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Disturbance in
attention (n/a -
Unknown - Other
Medically Important
Condition),

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

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

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

- n/al)

Not reported

EU-EC-
10012685419

10/06/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

COVID-19 (n/a -
Unknown - ),

Catarrh (n/a -
Unknown - ),

Headache (n/a -
Unknown - )

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

- n/a])

Not reported

EU-EC-
10012685439

10/06/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

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

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

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

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

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

Not reported

EU-EC-
10012686980

10/06/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Not
Specified

No

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

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

Not reported

EU-EC-
10012687012

10/06/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Soft tissue neoplasm
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10012687264

10/06/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Not
Specified

No

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

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

Not reported

EU-EC-
10012687524

10/06/2022

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

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Arthralgia (n/a -
Unknown -
Disabling),

Cardiac arrest (0d -
Recovered/Resolved
With Sequelae - Life
Threatening),

Myocarditis (1mo -
Recovered/Resolved

COMIRNATY
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [0d -
3mL -
Intramuscular])

Not reported
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- Life Threatening),
Syncope (0d -
Recovered/Resolved
With Sequelae - Life
Threatening),
Tachycardia (1mo -
Recovered/Resolved
- Life Threatening)
EU-EC- 10/06/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Administration site | COMIRNATY Not reported 1
10012687993 Healthcare |Economic Years |Specified reaction (n/a - [TOZINAMERAN] (S -
Professional |Area Unknown - ), COVID-19
immunisation - n/a -
Ear pain (n/a - [n/a - 1{DF} - n/a])
Unknown - ),
Fatigue (n/a -
Unknown - ),
Headache (n/a -
Unknown - ),
Paresis (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 10/06/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Administration site | COMIRNATY Not reported 1
10012688104 Healthcare |Economic Years |Specified reaction (n/a - [TOZINAMERAN] (S -
Professional |Area Unknown - ) COVID-19
immunisation - n/a -
[n/a - 1{DF} - n/a])
EU-EC- 10/06/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Flushing (0d - COMIRNATY Not reported 1
10012688217 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =), Immunisation - n/a -
[n/a - 1{DF} - n/a])
Swelling of eyelid (0d
Recovered/Resolved
=)
Throat tightness (0d
Recovered/Resolved
EU-EC- 10/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Herpes zoster (n/a - |COMIRNATY Not reported 1
10012688838 Professional |Economic Years Not Recovered/Not  |[TOZINAMERAN] (S -
Area Resolved - ) COVID-19
immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 10/06/2022 |Spontaneous | Healthcare |European |Tatarioti, D.. A RARE CASE OF 12-17 |Not Male No Encephalitis (n/a - COMIRNATY Not reported 1
10012688956 Professional |Economic |ENCEPHALITIS IN AN ADOLESCENT |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Area AFTER THE FIRST DOSE OF - Caused/Prolonged |COVID-19
BNT162b2 MESSENGER Hospitalisation, immunisation - Not
RIBONUCLEIC ACID VACCINE Other Medically applicable - [n/a -
AGAINST CORONAVIRUS DISEASE- Important Condition) |n/a - n/a])
19. 60th PANHELLENIC PEDIATRIC
CONGRESS, Book of proceedings.
2022;229
EU-EC- 10/06/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Abdominal pain (n/a |COMIRNATY Not reported 1
10012688965 Healthcare |Economic Years |Specified - [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving | COVID-19
=), immunisation - Not
applicable - [n/a -
Fatigue (n/a - n/a - n/al)
Recovering/Resolving
=)
Headache (n/a -
Recovering/Resolving
=)
Pyrexia (n/a -
Recovering/Resolving
=)
Vaccination site pain
(n/a-
Recovering/Resolving
EU-EC- 10/06/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Fatigue (n/a - COMIRNATY Not reported 1
10012689409 Healthcare |Economic Years |Specified Unknown - ), [TOZINAMERAN] (S -
Professional |Area COVID-19
Headache (n/a - immunisation - Not
Unknown - ), applicable - [n/a -
1{DF} -
Pyrexia (n/a - Intramuscular])
Unknown - )
EU-EC- 10/06/2022 |Spontaneous |Non European |Not available 12-17 |Adult Female |No Epilepsy (0d - COMIRNATY Not reported 1
10012689540 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) COVID-19
immunisation - Not
Nausea (n/a - applicable - [n/a -
Recovered/Resolved |1{DF} - n/a])
EU-EC- 10/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female [No Decreased appetite | COMIRNATY Not reported 1
10012690342 Professional |Economic Years |Specified (n/a- [TOZINAMERAN] (S -
Area Recovered/Resolved |COVID-19
=) immunisation - n/a -
[n/a-n/a-
Headache (n/a - Intramuscular])
Unknown - ),
Loss of
consciousness (n/a -
Unknown - ),
Pyrexia (n/a -
Unknown - ),
Somnolence (n/a -
Unknown - ),
Syncope (n/a -
Unknown - )
EU-EC- 10/06/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female [No COVID-19 (n/a - COMIRNATY Not reported 1
10012690892 Professional |European Years |Specified Unknown - Other [TOZINAMERAN] (S -
Economic Medically Important |COVID-19
Area Condition), immunisation - Not
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applicable - [1d - n/a
Drug ineffective (n/a |- Intramuscular])
- Unknown - Other
Medically Important
Condition)
EU-EC- 10/06/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Depressed level of ~ |COMIRNATY [DESMOPRESSIN, 1
10012691080 Professional |European Years |Specified consciousness (n/a - |[TOZINAMERAN] (S - | DESMOPRESSIN
Economic Recovering/Resolving | COVID-19 ACETATE] (C-n/a-n/a-
Area - Other Medically immunisation - Not  |[n/a - n/a - n/a])
Important applicable - [1d - n/a
Condition), - n/a])
Nausea (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Neuropathy
peripheral (n/a -
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 10/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adult Female [No Acute kidney injury |COMIRNATY Not reported 1
10012691401 Professional |Economic Years (n/a- [TOZINAMERAN] (S -
Area Recovered/Resolved |Immunisation - n/a -
- Life Threatening,  |[n/a - 2{DF} - n/a])
Caused/Prolonged
Hospitalisation),
COVID-19 (n/a -
Recovered/Resolved
- Life Threatening,
Caused/Prolonged
Hospitalisation),
Varicella encephalitis
(12d -
Recovered/Resolved
- Life Threatening,
Caused/Prolonged
Hospitalisation)
EU-EC- 10/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Syncope (n/a - COMIRNATY Not reported 1
10012691989 Professional |Economic Years |Specified Unknown - [TOZINAMERAN] (S -
Area Caused/Prolonged COVID-19
Hospitalisation, immunisation - Not
Other Medically applicable - [n/a -
Important n/a - n/al)
Condition),
Vomiting (n/a -
Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 10/06/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female [No Pyrexia (n/a - Not COMIRNATY Not reported 1
10012692630 Professional |European Years |Specified Recovered/Not [TOZINAMERAN] (S -
Economic Resolved - Other COVID-19
Area Medically Important |immunisation - Not
Condition) applicable - [1d - n/a
- Intramuscular])
EU-EC- 10/06/2022 | Spontaneous |Non European |Not available 12-17 |Not Female [No Asthenia (n/a - COMIRNATY Not reported 1
10012692916 Healthcare |Economic Years |Specified Unknown -), [TOZINAMERAN] (S -
Professional |Area COVID-19
Iliness (n/a - immunisation - Not
Unknown - ), applicable - [1d - n/a
- n/a])
Pyrexia (3d -
Unknown - )
EU-EC- 10/06/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Immunisation COMIRNATY Not reported 1
10012693326 Healthcare  |Economic Years reaction (n/a - Not  |[TOZINAMERAN] (S -
Professional |Area Recovered/Not COVID-19
Resolved - ) immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 10/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Diarrhoea (n/a - COMIRNATY Not reported 1
10012693371 Professional |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Area =) COvVID-19
immunisation - n/a -
Influenza like illness |[21d - 1{DF} -
(n/a- Intramuscular])
Recovered/Resolved
=)
Injection site pain
(n/a-
Recovered/Resolved
=)
Tachycardia (n/a -
Recovered/Resolved
EU-EC- 10/06/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Immunisation COMIRNATY Not reported 1
10012693380 Healthcare |Economic Years reaction (4d - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |COVID-19
- immunisation - Not
applicable - [25d -
1{DF} -
Intramuscular])
EU-EC- 10/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Asthenia (n/a - Not |COMIRNATY Not reported 1
10012693514 Professional |Economic Years Recovered/Not [TOZINAMERAN] (S -
Area Resolved - ), COovID-19
immunisation - n/a -
Narcolepsy (n/a - [1d - 1{DF} -
Not Recovered/Not | Intramuscular])
Resolved - )
EU-EC- 10/06/2022 |Spontaneous |Non European |Not available 12-17 |Child Male No Fatigue (2d - COMIRNATY Not reported 1
10012693612 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) COVID-19
immunisation - Not
Injection site pain applicable - [1d -
- 30ug -
Recovered/Resolved |Intramuscular])
Pain (1d -
Recovered/Resolved

https://dap.ema.europa.eu/analytics/saw.dll?Go
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Hospitalisation,
Other Medically
Important
Condition),

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

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

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

Headache (1d -
Recovered/Resolved
- Life Threatening,
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

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

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

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

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

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

EU-EC- 10/06/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female [No Myalgia (1d - COMIRNATY Not reported 1
10012693614 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) COVID-19
immunisation - Not
Pain (1d - applicable - [1d -
Recovered/Resolved |30ug -
- Intramuscular])
EU-EC- 10/06/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Headache (1d - COMIRNATY Not reported 1
10012693615 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area -), COvID-19
immunisation - Not
Injection site pain applicable - [1d -
(1d - 30ug -
Recovered/Resolved | Intramuscular])
Pain (1d -
Recovered/Resolved
EU-EC- 10/06/2022 | Spontaneous | Healthcare |European |Not available 12-17 |Adolescent |Female |No Dysaesthesia (n/a - |COMIRNATY Not reported 1
10012693669 Professional |Economic Years Not Recovered/Not  |[TOZINAMERAN] (S -
Area Resolved - ), COvID-19
immunisation - Not
Hypoaesthesia (n/a - |applicable - [34d -
Not Recovered/Not | 1{DF} -
Resolved - ) Intramuscular])
EU-EC- 10/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Oligomenorrhoea COMIRNATY Not reported 1
10012694016 Professional |Economic Years |Specified (n/a - Unknown - )  |[TOZINAMERAN] (S -
Area n/a-n/a-[n/a-n/a
- n/a])
EU-EC- 09/06/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Headache (n/a - COMIRNATY Not reported 1
10012676313 Healthcare |Economic Years |Specified Recovering/Resolving | [TOZINAMERAN] (S -
Professional |Area =) COVID-19
immunisation - Not
Pyrexia (n/a - applicable - [n/a -
Recovering/Resolving | 1{DF} -
=) Intramuscular])
Somnolence (n/a -
Recovering/Resolving
EU-EC- 09/06/2022 | Spontaneous |Non Non Not available 12-17 |Not Male No Aphasia (n/a - COMIRNATY Not reported 1
10012677029 Healthcare |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Economic - Life Threatening,  |COVID-19
Area Caused/Prolonged immunisation - Not
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Other Medically
Important Condition)

EU-EC-
10012677067

09/06/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

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

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

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

- n/a])

Not reported

EU-EC-
10012677471

09/06/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

Blood creatine
phosphokinase MB
increased (19d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

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

Blood lactate
dehydrogenase
increased (n/a -
Unknown - ),

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

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

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

Electrocardiogram ST
segment elevation
(n/a-
Recovering/Resolving
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Electrocardiogram T
wave inversion (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Hepatic function
abnormal (n/a - Not
Recovered/Not
Resolved - ),

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

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

Troponin I increased
(30d -
Recovered/Resolved

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

[BIFIDOBACTERIUM] (C - |I
Allergic colitis - n/a - [n/a

- n/a - Oral]),

[THIAMAZOLE] (C -

Basedow's disease -

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

n/a-

EU-EC-
10012677472

09/06/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

Not reported

EU-EC-
10012677498

09/06/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

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

Not available

12-17
Years

Not
Specified

Female

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

Menstrual disorder
(n/a - Not

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

Not reported

22/63



30.11.2022 16.02

Run Line Listing Report

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

Recovered/Not
Resolved - )
EU-EC- 09/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Not No COVID-19 (n/a - COMIRNATY Not reported 1
10012677528 Professional |Economic Years |Specified |Specified Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |COVID-19
Condition), immunisation - Not
applicable - [n/a -
Drug ineffective (n/a |n/a - n/al)
- Unknown - Other
Medically Important
Condition)
EU-EC- 09/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Autoimmune COMIRNATY Not reported 1
10012677926 Professional |Economic Years hepatitis (n/a - Not  |[TOZINAMERAN] (S -
Area Recovered/Not Immunisation - n/a -
Resolved - [n/a - 1{DF} - n/a])
Caused/Prolonged
Hospitalisation,
Other Medically
Important Condition)
EU-EC- 09/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Not No Syncope (n/a - COMIRNATY Not reported 1
10012678100 Professional |Economic Years |Specified |Specified Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |COVID-19
Condition), immunisation - Not
applicable - [n/a -
Urticaria (n/a - 3mL -
Unknown - ) Intramuscular])
EU-EC- 09/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Not No Pyrexia (24h - COMIRNATY Not reported 1
10012678996 Professional |Economic Years |Specified |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Area =) CovID-19
immunisation - Not
Vaccination site applicable - [n/a -
reaction (n/a - Not  |.3mL-
Recovered/Not Intramuscular])
Resolved - )
EU-EC- 09/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Not No Lymph node pain COMIRNATY Not reported 1
10012679031 Professional |Economic Years |Specified |Specified (n/a - Unknown - ), |[TOZINAMERAN] (S -
Area COvID-19
Lymphadenopathy immunisation - Not
(n/a - Unknown -) |applicable - [n/a -
.3mL -
Intramuscular])
EU-EC- 09/06/2022 | Spontaneous |Non European | Not available 12-17 |Adolescent |Female |No Cough (n/a - COMIRNATY Not reported 1
10012680303 Healthcare |Economic Years Unknown - Other [TOZINAMERAN] (S -
Professional |Area Medically Important |n/a - n/a-[n/a-n/a
Condition), - n/a])
Headache (n/a -
Unknown - Other
Medically Important
Condition),
Rhinitis (n/a -
Unknown - Other
Medically Important
Condition),
Vomiting (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 09/06/2022 | Spontaneous |Healthcare  |Non Not available 12-17 |Not Male No Arrhythmia (n/a - COMIRNATY Not reported 1
10012680973 Professional |European Years | Specified Unknown - Other [TOZINAMERAN] (S -
Economic Medically Important |COVID-19
Area Condition), immunisation - Not
applicable - [n/a -
Headache (n/a - n/a - n/al)
Unknown - ),
Supraventricular
extrasystoles (n/a -
Unknown - ),
Ventricular
extrasystoles (n/a -
Unknown - )
EU-EC- 09/06/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Arrhythmia (n/a - COMIRNATY Not reported 1
10012681147 Professional |European Years |Specified Not Recovered/Not |[TOZINAMERAN] (S -
Economic Resolved - Other COVID-19
Area Medically Important |immunisation - Not
Condition), applicable - [1d - n/a
- n/a])
Fatigue (n/a - Not
Recovered/Not
Resolved - ),
Headache (n/a - Not
Recovered/Not
Resolved - ),
Hypoaesthesia oral
(n/a-
Recovered/Resolved
=)
Supraventricular
extrasystoles (n/a -
Not Recovered/Not
Resolved - ),
Ventricular
extrasystoles (n/a -
Not Recovered/Not
Resolved - )
EU-EC- 09/06/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Vaccination site pain |COMIRNATY Not reported 1
10012681187 Healthcare |Economic Years |Specified (n/a- [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |COVID-19
- immunisation - Not
applicable - [n/a -
n/a - n/al)
EU-EC- 09/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Dizziness (n/a - COMIRNATY Not reported 1
10012681191 Professional |Economic Years |Specified Unknown - [TOZINAMERAN] (S -
Area Caused/Prolonged COVID-19
Hospitalisation), immunisation - Not
applicable - [1d - n/a
Headache (n/a - - n/a])
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
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Visual impairment
(n/a - Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 09/06/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Vaccination site pain | COMIRNATY Not reported 1
10012681197 Healthcare |Economic Years |Specified (n/a - Unknown - )  |[TOZINAMERAN] (S -
Professional |Area COvID-19
immunisation - Not
applicable - [n/a -
n/a - n/al)
EU-EC- 09/06/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Condition aggravated | COMIRNATY Not reported I
10012681206 Healthcare |Economic Years |Specified (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not COVID-19
Resolved - ), immunisation - Not
applicable - [n/a -
Myalgia (n/a - Not n/a - n/a])
Recovered/Not
Resolved - )
EU-EC- 09/06/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Vaccination site pain | COMIRNATY Not reported 1
10012681210 Healthcare |Economic Years |Specified (n/a- [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |COVID-19
- immunisation - Not
applicable - [n/a -
n/a - n/a)
EU-EC- 09/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Pruritus (n/a - COMIRNATY Not reported 1
10012681251 Professional |Economic Years |Specified Unknown - ), [TOZINAMERAN] (S -
Area COvID-19
Rash vesicular (n/a - |immunisation - Not
Unknown - Other applicable - [1d - n/a
Medically Important |- n/a])
Condition)
EU-EC- 09/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Craniocerebral injury |COMIRNATY Not reported 1
10012681438 Professional |Economic Years |Specified (n/a - Unknown - [TOZINAMERAN] (S -
Area Other Medically COvID-19
Important immunisation - Not
Condition), applicable - [n/a -
n/a - n/al)
Pain in extremity
(n/a - Unknown - ),
Syncope (n/a -
Unknown - Other
Medically Important
Condition),
Vomiting (n/a -
Unknown - )
EU-EC- 09/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Fatigue (n/a - Not COMIRNATY Not reported 1
10012681541 Professional |Economic Years Recovered/Not [TOZINAMERAN] (S -
Area Resolved - Other COVID-19
Medically Important |immunisation - n/a -
Condition), [n/a - 3{DF} - n/a])
Post-acute COVID-19
syndrome (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Tremor (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 09/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent | Male No Arthralgia (n/a - COMIRNATY Not reported 1
10012681728 Professional | Economic Years Recovering/Resolving | [TOZINAMERAN] (S -
Area - Caused/Prolonged |COVID-19
Hospitalisation), immunisation - Not
applicable - [33d -
Headache (3d - 2{DF} -
Recovered/Resolved | Intramuscular])
=)
Muscular weakness
(n/a-
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Paraesthesia (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Pyrexia (1d -
Recovered/Resolved
EU-EC- 09/06/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Hot flush (n/a - Not |COMIRNATY [VITAMINS NOS] (C-n/a |1
10012681954 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S - |-n/a -)
Professional |Area Resolved - ) Immunisation - n/a -
[n/a-n/a-
Intramuscular])
EU-EC- 09/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Haematoma (n/a- |COMIRNATY Not reported 1
10012681975 Professional | Economic Years Not Recovered/Not |[TOZINAMERAN] (S -
Area Resolved - ), COVID-19
immunisation - Not
Rash (n/a - Not applicable - [1d -
Recovered/Not 1{DF} -
Resolved - ) Intramuscular])
EU-EC- 09/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Face oedema (1d - |COMIRNATY Not reported 1
10012681993 Professional |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Area - COVID-19
immunisation - n/a -
[1d - .3mL -
Intramuscular])
EU-EC- 09/06/2022 |Spontaneous |Non European |Not available 12-17 |Child Male No Seborrhoeic COMIRNATY Not reported 1
10012682039 Healthcare |Economic Years dermatitis (n/a - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |COVID-19
- immunisation - n/a -
[1d - 1{DF} -
Intramuscular])
EU-EC- 09/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Urticaria (n/a - COMIRNATY Not reported 1
10012682050 Professional |Economic Years Unknown - ) [TOZINAMERAN] (S -
Area CovID-19
immunisation - Not
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applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 09/06/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female [No Amenorrhoea (n/a - |COMIRNATY Not reported 1
10012682055 Healthcare |Economic Years Not Recovered/Not |[TOZINAMERAN] (S -
Professional |Area Resolved - ) COVID-19
immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 09/06/2022 |Spontaneous |Non European |Not available 12-17 |Child Male No Injection site pain COMIRNATY Not reported 1
10012682059 Healthcare |Economic Years (1d - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |COVID-19
- immunisation - Not
applicable - [1d -
30ug -
Intramuscular])
EU-EC- 09/06/2022 |Spontaneous |Non European |Not available 12-17 | Child Male No Injection site pain COMIRNATY Not reported 1
10012682061 Healthcare |Economic Years (1d - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |COVID-19
=) immunisation - Not
applicable - [1d -
Pain (1d - 30ug -
Recovered/Resolved |Intramuscular])
EU-EC- 09/06/2022 | Spontaneous |Non European |Not available 12-17 |Child Female |No Pain (1d - COMIRNATY Not reported 1
10012682062 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area - COVID-19
immunisation - Not
applicable - [1d -
30ug -
Intramuscular])
EU-EC- 09/06/2022 | Spontaneous |Non European |Not available 12-17 |Child Female |No Chills (1d - COMIRNATY Not reported 1
10012682066 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) COVID-19
immunisation - Not
Fatigue (1d - applicable - [1d -
Recovered/Resolved |30ug -
=) Intramuscular])
Injection site pain
Recovered/Resolved
=)
Nausea (1d -
Recovered/Resolved
=
Pain (1d -
Recovered/Resolved
=)
Presyncope (1d -
Recovered/Resolved
EU-EC- 09/06/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Chills (2d - COMIRNATY Not reported 1
10012682067 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =), COVID-19
immunisation - Not
Diarrhoea (2d - applicable - [n/a -
Recovered/Resolved |30ug -
-), Intramuscular])
Fatigue (2d -
Recovered/Resolved
Headache (2d -
Recovered/Resolved
=)
Injection site
swelling (4d -
Recovered/Resolved
=)
Insomnia (3d -
Recovered/Resolved
=)
Myalgia (3d -
Recovered/Resolved
=)
Nausea (2d -
Recovered/Resolved
=)
Pain (4d -
Recovered/Resolved
=)
Pyrexia (2d -
Recovered/Resolved
EU-EC- 09/06/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Heavy menstrual COMIRNATY Not reported 1
10012682230 Healthcare |Economic Years bleeding (n/a - [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving | COVID-19
- immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 09/06/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Abdominal pain (5d - | COMIRNATY Not reported 1
10012682311 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) COVID-19
immunisation - n/a -
Pallor (5d - [1d - .3mL -
Recovered/Resolved | Intramuscular])
=)
Pyrexia (5d -
Recovered/Resolved
=)
Vomiting (5d -
Recovered/Resolved
-)
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EU-EC- 09/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female [No Heavy menstrual COMIRNATY Not reported 1
10012682330 Professional |Economic Years bleeding (n/a - Not |[TOZINAMERAN] (S -
Area Recovered/Not COVID-19
Resolved - ) immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 09/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Cerebral venous COMIRNATY Not reported 1
10012682423 Professional |Economic Years sinus thrombosis [TOZINAMERAN] (S -
Area (n/a- COvID-19
Recovering/Resolving |immunisation - Not
- Caused/Prolonged |applicable - [n/a -
Hospitalisation), n/a - n/al),
Coagulopathy (n/a - |[DESOGESTREL,
Recovering/Resolving |ETHINYLESTRADIOL]
- Caused/Prolonged |(S - n/a - Drug
Hospitalisation), withdrawn - [n/a -
n/a - n/al)
Decreased appetite
(n/a-
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Headache (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Vomiting (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 09/06/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Menstrual disorder | COMIRNATY Not reported 1
10012682428 Healthcare |Economic Years |Specified (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not COVID-19
Resolved - ), immunisation - Not
applicable - [n/a -
Menstruation n/a - n/a])
irregular (n/a - Not
Recovered/Not
Resolved - ),
Polymenorrhoea (n/a
- Not Recovered/Not
Resolved - )
EU-EC- 09/06/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Chills (n/a - COMIRNATY Not reported I
10012682433 Healthcare |Economic Years |Specified Recovering/Resolving | [TOZINAMERAN] (S -
Professional |Area - Disabling), COVID-19
immunisation - Not
Fatigue (n/a - applicable - [n/a -
Recovering/Resolving |n/a - n/al)
- Disabling),
Headache (n/a -
Recovering/Resolving
- Disabling),
Hyperhidrosis (n/a -
Recovering/Resolving
- Disabling),
Malaise (n/a -
Recovering/Resolving
- Disabling),
Pyrexia (n/a -
Recovering/Resolving
- Disabling)
EU-EC- 09/06/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |Yes Axillary mass (n/fa - |COMIRNATY Not reported 1
10012682768 Healthcare |Economic Years Unknown - ), [TOZINAMERAN] (S -
Professional |Area COVID-19
Eczema (n/a - immunisation - Not
Unknown - ), applicable - [n/a -
3mL -
Pruritus (n/a - Intramuscular])
Unknown - ),
Skin mass (n/a -
Unknown - )
EU-EC- 09/06/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest pain (186h -  |COMIRNATY Not reported I
10012683026 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Economic - Caused/Prolonged |COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d - n/a
Myocarditis (186h - |- n/a])
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),
Pyrexia (9d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)
EU-EC- 09/06/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Meningitis aseptic COMIRNATY Not reported 1
10012683189 Healthcare |Economic Years (11d - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |Immunisation - n/a -
- Caused/Prolonged |[n/a - 2{DF} - n/a])
Hospitalisation,
Other Medically
Important Condition)
EU-EC- 09/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Simple partial COMIRNATY Not reported 1
10012683236 Professional |Economic Years seizures (n/a - [TOZINAMERAN] (S -
Area Recovered/Resolved |n/a-n/a-[n/a-
- Caused/Prolonged |1{DF} -
Hospitalisation) Intramuscular])
EU-EC- 09/06/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Blood creatinine COMIRNATY Not reported 1
10012683604 Professional |European Years |Specified increased (n/a - Not |[TOZINAMERAN] (S -
Economic Recovered/Not COVID-19
Area Resolved - ), immunisation - Not
applicable - [1d - n/a
Grip strength - n/al)
decreased (n/a - Not
Recovered/Not
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Resolved - ),

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

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

Joint contracture
(n/a - Not
Recovered/Not
Resolved - ),

Joint range of motion
decreased (n/a - Not
Recovered/Not
Resolved - ),

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

Neuropathy
peripheral (n/a - Not
Recovered/Not
Resolved - Other
Medically Important

Pyrexia (194h -
Recovered/Resolved

Condition),
Oedema (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 09/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Headache (n/a - COMIRNATY [AZELASTINE, 1
10012684269 Professional |Economic Years Recovering/Resolving | [TOZINAMERAN] (S - |AZELASTINE
Area - COVID-19 HYDROCHLORIDE] (C -
immunisation - Rhinitis allergic - n/a -
Unknown - [n/a - [n/a - n/a - Ophthalmic]),
1{DF} - n/a])
[HYDROCORTISONE
BUTYRATE] (C - Eczema -
nfa-[n/a-nfa-
Cutaneous]),
[MOMETASONE FUROATE,
MOMETASONE FUROATE
MONOHYDRATE] (C -
Seasonal allergy - n/a -
[n/a - n/a - Nasal])
EU-EC- 08/06/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Vertigo (n/a - Not COMIRNATY Not reported 1
10012663238 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ) COVID-19
immunisation - n/a -
[n/a-n/a-
Intramuscular])
EU-EC- 08/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Urticaria (n/a - Not | COMIRNATY Not reported 1
10012663262 Professional |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Area Resolved - ) COVID-19
immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 08/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Hyperpyrexia (3d - |COMIRNATY Not reported 1
10012663457 Professional |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Area - Other Medically COVID-19
Important Condition) |immunisation - Not
applicable - [n/a -
3mL -
Intramuscular])
EU-EC- 08/06/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Visual impairment COMIRNATY Not reported I
10012663504 Healthcare |Economic Years |Specified (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not COVID-19
Resolved - Disabling) |immunisation - n/a -
[n/a-.3mL-
Intramuscular])
EU-EC- 08/06/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Blood creatine COMIRNATY Not reported 1
10012663595 Healthcare |Economic Years |Specified phosphokinase [TOZINAMERAN] (S -
Professional |Area increased (n/a - COvID-19
Recovered/Resolved |immunisation - Not
- Caused/Prolonged |applicable - [n/a -
Hospitalisation), .3mL -
Intramuscular])
Sinus tachycardia
(n/a-
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)
EU-EC- 08/06/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest pain (n/a - Not | COMIRNATY OLANZAPINE 1
10012664167 Professional |European Years |Specified Recovered/Not [TOZINAMERAN] (S - |[OLANZAPINE] (C - n/a -
Economic Resolved - ), COVID-19 n/a - [n/a-n/a-n/a]),
Area immunisation - Not
Feeling hot (n/a - applicable - [1d - n/a [[QUETIAPINE,
Not Recovered/Not |- n/a]) QUETIAPINE FUMARATE]
Resolved - ), (C-nfa-n/a-[n/a-n/a
- n/a])
Myocarditis (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 08/06/2022 | Spontaneous |Healthcare  |Non Not available 12-17 |Not Male No Chest pain (151h - |COMIRNATY Not reported 1
10012664418 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Economic =), COvVID-19
Area immunisation - Not
Myocarditis (151h - |applicable - [n/a -
Recovered/Resolved |.3mL -
- Other Medically Intramuscular])
Important
Condition),
Pericarditis (9d -
Recovered/Resolved
- Other Medically
Important
Condition),
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EU-EC- 08/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Not No Erythema (n/a - COMIRNATY Not reported 1
10012664603 Professional |Economic Years |Specified |Specified Unknown - ), [TOZINAMERAN] (S -
Area COVID-19
Pyrexia (72h - immunisation - Not
Recovered/Resolved |applicable - [n/a -
=) .3mL -
Intramuscular])
Skin lesion (n/a -
Unknown - ),
Urticaria (n/a -
Unknown - )
EU-EC- 08/06/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Cough (3d - TOZINAMERAN Not reported 1
10012664956 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Economic =) COVID-19
Area immunisation - Not
Pyrexia (3d - applicable - [1d - n/a
Recovered/Resolved |- Other])
=)
Syncope (3d -
Recovered/Resolved
- Other Medically
Important
Condition),
Vaccination site pain
(3d-
Recovered/Resolved
EU-EC- 08/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Not No Erythema (n/a - COMIRNATY Not reported 1
10012664989 Professional |Economic Years |Specified |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Area =), COVID-19
immunisation - Not
Pyrexia (48h - applicable - [n/a -
Recovered/Resolved |.3mL -
=) Intramuscular])
Rash morbilliform
(n/a-
Recovered/Resolved
=)
Vaccination site
reaction (n/a -
Recovered/Resolved
EU-EC- 08/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Not No Erythema (n/a - COMIRNATY Not reported I
10012665048 Professional |Economic Years |Specified |Specified Unknown - ), [TOZINAMERAN] (S -
Area COVID-19
Rash (n/a - Unknown |immunisation - Not
=) applicable - [n/a -
n/a - Intramuscular])
Vaccination site pain
(n/a - Unknown - ),
Vaccination site
reaction (n/a -
Unknown - )
EU-EC- 08/06/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Abnormal behaviour |COMIRNATY Not reported 1
10012665442 Professional |European Years | Specified (id - [TOZINAMERAN] (S -
Economic Recovered/Resolved |COVID-19
Area - Caused/Prolonged  |immunisation - Not
Hospitalisation), applicable - [1d - n/a
- n/a])
Altered state of
consciousness (1d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),
Pyrexia (2d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Seizure (20h -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important Condition)
EU-EC- 08/06/2022 | Spontaneous |Non European | Not available 12-17 |Not Male No Headache (3h - COMIRNATY Not reported 1
10012665951 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area - COVID-19
immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 08/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Child Male No Chest pain (n/a - COMIRNATY Not reported 1
10012666332 Professional |Economic Years Unknown - [TOZINAMERAN] (S -
Area Caused/Prolonged COVID-19
Hospitalisation), immunisation - n/a -
[n/a - 3{DF} - n/a])
Depressed level of
consciousness (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),
Headache (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),
Vasculitis (n/a -
Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 08/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Injection site COMIRNATY COVID- |Not reported 1
10012666439 Professional | Economic Years |Specified erythema (3d - 19 MRNA VACCINE
Area Recovered/Resolved |(NUCLEOSIDE
- MODIFIED)
CONCENTRATE FOR
Oedema peripheral  |DISPERSION FOR
(3d- INJECTION
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Recovering/ResoIving

»

Pain (3d -
Recovering/Resolving

i

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

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

Hospitalisation,
Other Medically
Important
Condition),

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

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

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

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

Nausea (9d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically

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

Pyrexia (2d -
Recovered/Resolved
=)
Vaccination site pain
(2d -
Recovered/Resolved
EU-EC- 08/06/2022 |Spontaneous |Healthcare |European |Papavramidou, P.. INTERMEDIATE- |12-17 |Not Male No Macular oedema (n/a | COMIRNATY Not reported 1
10012666488 Professional |Economic |POSTERIOR UVEITIS FOLLOWING Years |Specified - [TOZINAMERAN] (S -
Area VACCINATION WITH THE BNT162B2 Recovered/Resolved |COVID-19
VACCINE AGAINST SARS-COV-2 - Other Medically immunisation - Not
VIRUS. 55th PANHELLENIC Important applicable - [n/a -
OPHTHALMOLOGY CONGRESS. Condition), n/a - n/al)
2022;239
Optic disc disorder
(n/a-
Recovered/Resolved
=)
Uveitis (n/a -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 08/06/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female [No Erythema multiforme | COMIRNATY Not reported 1
10012666669 Professional |European Years |Specified (n/a- [TOZINAMERAN] (S -
Economic Recovered/Resolved |COVID-19
Area - Caused/Prolonged |immunisation - Not
Hospitalisation, applicable - [1d - n/a
Other Medically - n/a])
Important
Condition),
Urticaria (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important Condition)
EU-EC- 08/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Ageusia (n/a - COMIRNATY Not reported 1
10012666922 Professional |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Area - Other Medically n/a-n/a-[n/a-n/a
Important - Intramuscular])
Condition),
Anosmia (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),
Dizziness (n/a -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 08/06/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Arthralgia (n/a - Not |COMIRNATY Not reported 1
10012667341 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COvID-19
immunisation - Not
Pain of skin (n/a - applicable - [n/a -
Not Recovered/Not | 1{DF} -
Resolved - ), Intramuscular])
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 08/06/2022 | Spontaneous |Non Non Not available 12-17 |Not Female |Yes Body temperature COMIRNATY Not reported 1
10012667569 Healthcare |European Years |Specified increased (9d - [TOZINAMERAN] (S -
Professional |Economic Recovered/Resolved |COVID-19
Area - Caused/Prolonged |immunisation - Not
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Important
Condition),

Somnolence (11d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Vomiting (6d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important Condition)
EU-EC- 08/06/2022 |Spontaneous |Non European |Not available 12-17 |Not Female [No Amenorrhoea (n/a - |COMIRNATY Not reported
10012667676 Healthcare |Economic Years |Specified Unknown - ) [TOZINAMERAN] (S -
Professional |Area COVID-19
immunisation - Not
applicable - [n/a -
n/a - n/a])

EU-EC- 08/06/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Chills (2d - COMIRNATY Not reported
10012667685 Healthcare |Economic Years |Specified Recovering/Resolving | [TOZINAMERAN] (S -
Professional |Area - Disabling), COVID-19
immunisation - Not
Pyrexia (2d - applicable - [n/a -
Recovering/Resolving |n/a - n/a])

- Disabling)
EU-EC- 08/06/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Adrenal disorder (n/a | COMIRNATY [ANHYDROUS
10012667828 Healthcare |Economic Years |Specified - [TOZINAMERAN] (S - [LEVOTHYROXINE
Professional |Area Recovering/Resolving | COVID-19 SODIUM,

- Caused/Prolonged |immunisation - Not ~|LEVOTHYROXINE
Hospitalisation), applicable - [n/a - SODIUM] (C - n/a -
n/a - n/al) Unknown - [n/a - n/a -
Arthralgia (n/a - n/al),
Recovering/Resolving
- Caused/Prolonged [PREDNISOLONE] (C -
Hospitalisation), n/a - Unknown - [n/a -
n/a - n/al)

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

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

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

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

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

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

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

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

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

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

Tachycardia (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 08/06/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Arthralgia (4d - COMIRNATY Not reported
10012667832 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area - Disabling), COVID-19
immunisation - Not
Diarrhoea (4d - applicable - [n/a -
Recovered/Resolved |n/a - n/a])

- Disabling),

Fatigue (4d -
Recovered/Resolved
- Disabling),

Headache (4d -
Recovered/Resolved
- Disabling),

Injection site pain
Recovered/Resolved
- Disabling),
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Injection site
reaction (4d -
Recovered/Resolved
- Disabling),

Nausea (4d -
Recovered/Resolved
- Disabling),

Pyrexia (4d -
Recovered/Resolved
- Disabling),

Vomiting (4d -
Recovered/Resolved
- Disabling)

EU-EC-
10012667833

08/06/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

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

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

Not reported

EU-EC-
10012667834

08/06/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

Not reported

EU-EC-
10012667843

08/06/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

Fatigue (n/a -
Unknown -
Disabling),

Injection site
reaction (n/a -
Unknown -
Disabling),

Malaise (n/a -
Unknown -
Disabling),

Pyrexia (n/a -
Unknown -
Disabling)

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

Not reported

EU-EC-
10012668834

08/06/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Abdominal pain (n/a

Recovering/Resolving

a

Arthralgia (n/a -
Recovering/Resolving

»

Chills (n/a -
Recovering/Resolving

4

Iliness (n/a -
Recovering/Resolving
=)

Nausea (n/a -
Recovering/Resolving
=)

Vomiting (n/a -
Recovering/Resolving

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

Not reported

EU-EC-
10012669106

08/06/2022

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

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

Face oedema (n/a -
Recovered/Resolved
- Other Medically

COMIRNATY
[TOZINAMERAN] (S -
n/a-n/a-[n/a-
3mL -
Intramuscular])

Not reported
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Important
Condition),

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

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

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

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

EU-EC-
10012669110

08/06/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

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

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

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

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

Not reported

EU-EC-
10012669642

08/06/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

Tachycardia (n/a -
Unknown - ),

Troponin increased
(n/a - Unknown -
Other Medically
Important Condition)

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

NOT AVAILABLE (C - n/a -

Unknown - [n/a - n/a -

n/al)

EU-EC-
10012669847

08/06/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

Not reported

EU-EC-
10012669870

08/06/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Pruritus (n/a -
Unknown - ),

Rash (n/a - Unknown

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

Not reported

EU-EC-
10012670140

08/06/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Autoimmune
thyroiditis (n/a - Not
Recovered/Not
Resolved - ),

Cold urticaria (n/a -
Not Recovered/Not
Resolved - )

COMIRNATY
[TOZINAMERAN] (S -
COVID-19
immunisation - n/a -
[n/a - 3{DF} - n/a])

Not reported

EU-EC-
10012671348

08/06/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

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

Not available

12-17
Years

Adolescent

Female

No

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

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

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

Not reported
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Medically Important
Condition)
EU-EC- 08/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female [No Heavy menstrual COMIRNATY Not reported 1
10012671555 Professional |Economic Years bleeding (n/a - Not |[TOZINAMERAN] (S -
Area Recovered/Not COVID-19
Resolved - ) immunisation - n/a -
[1d - 1{DF} -
Intramuscular])
EU-EC- 08/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female [No Chest discomfort COMIRNATY Not reported 1
10012671647 Professional |Economic Years (45d - Not [TOZINAMERAN] (S -
Area Recovered/Not COVID-19
Resolved - ), immunisation - Not
applicable - [1d -
Eructation (45d - Not | 1{DF} -
Recovered/Not Intramuscular])
Resolved - ),
Headache (45d - Not
Recovered/Not
Resolved - ),
Nausea (45d - Not
Recovered/Not
Resolved - )
EU-EC- 08/06/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Injection site pain COMIRNATY Not reported 1
10012671682 Healthcare |Economic Years - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |COVID-19
- immunisation - Not
applicable - [1d -
30ug -
Intramuscular])
EU-EC- 08/06/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Injection site pain COMIRNATY Not reported 1
10012671689 Healthcare |Economic Years (1d - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |COVID-19
=) immunisation - Not
applicable - [1d -
Pain (1d - 30ug -
Recovered/Resolved |Intramuscular])
EU-EC- 08/06/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Myalgia (1d - COMIRNATY Not reported 1
10012671694 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) COVID-19
immunisation - Not
Pain (1d - applicable - [1d -
Recovered/Resolved |30ug -
=), Intramuscular])
Vaccination site pain
(1d -
Recovered/Resolved
EU-EC- 08/06/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No COVID-19 (n/a - TOZINAMERAN [IMMUNGLOBULIN] (C- |1
10012671810 Professional |European Years |Specified Recovering/Resolving |[TOZINAMERAN] (S - |n/a - n/a - [n/a - n/a -
Economic - Other Medically COVID-19 Subcutaneous])
Area Important immunisation - Not
Condition), applicable - [1d - n/a
- Intramuscular])
Cough (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 08/06/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Abdominal pain (n/a |COMIRNATY Not reported 1
10012672732 Healthcare |Economic Years |Specified - [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving | COVID-19
=) immunisation - Not
applicable - [n/a -
Chills (n/a - n/a - n/a])
Recovering/Resolving
=)
Headache (n/a -
Recovering/Resolving
Injection site
reaction (n/a -
Recovering/Resolving
=)
Myalgia (n/a -
Recovering/Resolving
=)
Nausea (n/a -
Recovering/Resolving
=)
Pain in extremity
(n/a-
Recovering/Resolving
=)
Vertigo (n/a -
Recovering/Resolving
EU-EC- 08/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Cerebral ischaemia | COMIRNATY Not reported 1
10012673180 Professional |Economic Years (n/a- [TOZINAMERAN] (S -
Area Recovered/Resolved |COVID-19
With Sequelae - immunisation -
Caused/Prolonged Unknown - [n/a -
Hospitalisation, 1{DF} - n/a])
Disabling),
Cerebral thrombosis
(n/a-
Recovered/Resolved
With Sequelae -
Caused/Prolonged
Hospitalisation,
Disabling),
Dizziness (n/a -
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Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Disabling),

Facial paresis (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Disabling),

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

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

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

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

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

Vaccination site pain
(n/a - Unknown -

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

Caused/Prolonged
Hospitalisation,
Disabling)
EU-EC- 07/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Disturbance in COMIRNATY [FLUCONAZOLE] (C-n/a |1
10012652897 Professional | Economic Years |Specified attention (n/a - [TOZINAMERAN] (S - |- n/a - [n/a - 150mg -
Area Unknown - ), COvID-19 n/al),
prophylaxis - Not
Headache (n/a - applicable - [n/a - [HYDROXYCHLOROQUINE
Unknown - ), .3mL - SULFATE] (C-n/a-n/a-
Intramuscular]) [n/a - 200mg - Oral]),
Memory impairment
(n/a - Unknown - ), [RABEPRAZOLE SODIUM]
(C-nfa-nfa-[n/a-
Presyncope (n/a - 10mg - Oral])
Unknown - )
EU-EC- 07/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female [No Headache (n/a - COMIRNATY Not reported 1
10012653172 Professional | Economic Years |Specified Recovering/Resolving | [TOZINAMERAN] (S -
Area - Caused/Prolonged |COVID-19
Hospitalisation), immunisation - n/a -
[n/a-.3mL-
Myalgia (n/a - Intramuscular])
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Pyrexia (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Rash (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 07/06/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest pain (n/a - Not |COMIRNATY Not reported 1
10012654792 Professional |European Years |Specified Recovered/Not [TOZINAMERAN] (S -
Economic Resolved - ), COVID-19
Area immunisation - Not
Myopericarditis (n/a - |applicable - [1d - n/a
Not Recovered/Not |- n/a])
Resolved - Other
Medically Important
Condition),
Troponin abnormal
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 07/06/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Chills (n/a - COMIRNATY Not reported 1
10012655017 Healthcare |Economic Years |Specified Recovering/Resolving | [TOZINAMERAN] (S -
Professional |Area -), COvID-19
immunisation - Not
Dysgeusia (n/a - applicable - [n/a -
Recovering/Resolving | 1{DF} -
=), Intramuscular])
Headache (n/a -
Recovering/Resolving
=)
Nausea (n/a -
Recovering/Resolving
=)
Pyrexia (n/a -
Recovering/Resolving
=)
Vaccination site pain
(n/a-
Recovering/Resolving
EU-EC- 07/06/2022 |Spontaneous |Non Non Not available 12-17 |Not Female [No COVID-19 (n/a - TOZINAMERAN Not reported 1
10012655218 Healthcare |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Professional - Other Medically COvID-19
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Economic Important immunisation - Not
Area Condition), applicable - [n/a -
n/a - n/al)
Drug ineffective (n/a
- Unknown - Other
Medically Important
Condition)
EU-EC- 07/06/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Fatigue (n/a - Not COMIRNATY [AMITRIPTYLINE] (C - 1
10012655442 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S - |Migraine - n/a - [n/a - n/a
Professional |Area Resolved - ), Immunisation - n/a - |- n/al)
[n/a-n/a-
Headache (n/a - Not |Intramuscular])
Recovered/Not
Resolved - ),
Lymphadenopathy
(n/a - Not
Recovered/Not
Resolved - ),
Malaise (n/a - Not
Recovered/Not
Resolved - ),
Pain in extremity
(n/a - Not
Recovered/Not
Resolved - ),
Vaccination site pain
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 07/06/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Circulatory collapse | COMIRNATY Not reported 1
10012655476 Healthcare |Economic Years (n/a - Unknown - [TOZINAMERAN] (S -
Professional |Area Other Medically n/a-n/a-[n/a-n/a
Important - n/a])
Condition),
Fatigue (n/a -
Unknown - ),
Feeling cold (n/a -
Unknown - ),
Hyperacusis (n/a -
Unknown - ),
Lymphadenopathy
(n/a - Unknown - ),
Pain in extremity
(n/a - Unknown - )
EU-EC- 07/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Rash (n/a - COMIRNATY Not reported 1
10012656307 Professional |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Area - Other Medically n/a-n/a-[n/a-n/a
Important Condition) |- Subcutaneous])
EU-EC- 07/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Not No Asthenia (n/a - COMIRNATY Not reported 1
10012658456 Professional |Economic Years |Specified |Specified Unknown - ), [TOZINAMERAN] (S -
Area COVID-19
Dizziness (n/a - immunisation - Not
Unknown - ), applicable - [n/a -
n/a - Intramuscular])
Lymph node pain
(n/a - Unknown - ),
Lymphadenopathy
(n/a - Unknown - )
EU-EC- 07/06/2022 | Spontaneous |Healthcare |Non Luo, A.. Cutaneous adverse reactions |12-17 |Not Female |No Vulval ulceration (2d | TOZINAMERAN Not reported I
10012658769 Professional |European |following the Pfizer/BioNTech COVID- |Years |Specified - [TOZINAMERAN] (S -
Economic |19 vaccine.. Australasian Journal of Recovered/Resolved |COVID-19
Area Dermatology.. - Other Medically immunisation - Not
2022;10.1111/ajd.13859. Important Condition) |applicable - [n/a -
doi:10.1111/ajd.13859 n/a - n/a])
EU-EC- 07/06/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No COVID-19 (6d - COMIRNATY Not reported 1
10012659186 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area - Other Medically COvID-19
Important immunisation - Not
Condition), applicable - [1d - n/a
- Intramuscular])
Vaccination failure
(6d -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 07/06/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Arthralgia (n/a - COMIRNATY Not reported 1
10012659187 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) COVID-19
immunisation - Not
Drug ineffective (n/a |applicable - [n/a -
- n/a - Intramuscular])
Recovered/Resolved
- Other Medically
Important
Condition),
Pain in extremity
(n/a - Unknown - ),
Suspected COVID-19
(n/a-
Recovered/Resolved
- Other Medically
Important
Condition),
Tendonitis (n/a -
Unknown - )
EU-EC- 07/06/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Herpes zoster (n/a - |COMIRNATY Not reported 1
10012659702 Healthcare |Economic Years Not Recovered/Not |[TOZINAMERAN] (S -
Professional |Area Resolved - ) COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 07/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Immunisation COMIRNATY Not reported 1
10012660354 Professional | Economic Years reaction (n/a - [TOZINAMERAN] (S -
Area Recovered/Resolved |COVID-19
- immunisation - Not
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applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 07/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Abdominal migraine |COMIRNATY Not reported 1
10012660460 Professional |Economic Years (n/a - Unknown - ), |[TOZINAMERAN] (S -
Area COVID-19
Cyclic vomiting immunisation - Not
syndrome (n/a - applicable - [n/a -
Unknown - ) 1{DF} -
Intramuscular])
EU-EC- 07/06/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Chest pain (n/a - Not | COMIRNATY Not reported I
10012660511 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19
immunisation - n/a -
Dyspnoea (n/a - Not |[1d - 1{DF} -
Recovered/Not Intramuscular])
Resolved - )
EU-EC- 07/06/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female [No Pain (1d - COMIRNATY Not reported 1
10012660550 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area - COVID-19
immunisation - Not
applicable - [1d -
30ug -
Intramuscular])
EU-EC- 07/06/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Pain (1d - COMIRNATY Not reported 1
10012660551 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area - COVID-19
immunisation - Not
applicable - [n/a -
30ug -
Intramuscular])
EU-EC- 07/06/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Injection site COMIRNATY Not reported 1
10012660553 Healthcare |Economic Years erythema (2d - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |COVID-19
=) immunisation - Not
applicable - [1d -
Injection site pain 30ug -
- Intramuscular])
Recovered/Resolved
=)
Pain (1d -
Recovered/Resolved
EU-EC- 07/06/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Injection site pain COMIRNATY Not reported 1
10012660556 Healthcare |Economic Years (2d - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |COVID-19
=), immunisation - Not
applicable - [1d -
Pain (1d - 30ug -
Recovered/Resolved | Intramuscular])
EU-EC- 07/06/2022 | Spontaneous |Healthcare  |European |Not available 12-17 |Adolescent |Female |No Deafness (n/a - Not | COMIRNATY Not reported 1
10012660618 Professional |Economic Years Recovered/Not [TOZINAMERAN] (S -
Area Resolved - Other COVID-19
Medically Important |immunisation - Not
Condition), applicable - [1d -
1{DF} -
Tinnitus (n/a - Not | Intramuscular])
Recovered/Not
Resolved - ),
Vertigo (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 07/06/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Lymphadenopathy ~ |COMIRNATY Not reported 1
10012660871 Healthcare |Economic Years |Specified (11d - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |n/a-n/a-[n/a-n/a
- - n/a])
EU-EC- 07/06/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Asthenia (n/a - COMIRNATY Not reported 1
10012661389 Healthcare |Economic Years |Specified Unknown - ), [TOZINAMERAN] (S -
Professional |Area COVID-19
Cold sweat (n/a - immunisation - Not
Unknown - ), applicable - [n/a -
n/a - n/al)
Malaise (n/a -
Unknown - ),
Nausea (n/a -
Unknown - ),
Pallor (n/a -
Unknown - ),
Presyncope (n/a -
Unknown - )
EU-EC- 07/06/2022 | Spontaneous |Non Non Not available 12-17 |Not Female |No COVID-19 (n/a - TOZINAMERAN Not reported 1
10012661760 Healthcare |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Economic - Other Medically COvID-19
Area Important immunisation - Not
Condition), applicable - [1d - n/a
- Intramuscular -
Drug ineffective (n/a |More in ICSR])
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 06/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Not No Pruritus (30min - COMIRNATY Not reported 1
10012644795 Professional |Economic Years |Specified |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Area =) COvID-19
immunisation - Not
Rash (30min - applicable - [n/a -
Recovered/Resolved |.3mL -
=) Intramuscular])
Skin lesion (30min -
Recovered/Resolved
=)
Urticaria (30min -
Recovered/Resolved
EU-EC- 06/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Not No Malaise (n/a - COMIRNATY Not reported 1
10012645396 Professional |Economic Years |Specified |Specified Unknown - ), [TOZINAMERAN] (S -
Area COVID-19
Pain in extremity immunisation - Not
(n/a - Unknown - ), |applicable - [n/a -
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3mL -
Pyrexia (48h - Intramuscular])
Recovered/Resolved
=)
Vaccination site
reaction (n/a -
Unknown - )
EU-EC- 06/06/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Rash pruritic (n/a - |COMIRNATY Not reported 1
10012645689 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area -) n/a-n/a-[n/a-n/a
- n/a])
EU-EC- 06/06/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Thyroglobulin COMIRNATY Not reported 1
10012646153 Healthcare |Economic Years increased (n/a - Not |[TOZINAMERAN] (S -
Professional |Area Recovered/Not n/a-n/a-[n/a-n/a
Resolved - Other - n/a])
Medically Important
Condition)
EU-EC- 06/06/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Arthralgia (n/a - Not |COMIRNATY Not reported 1
10012646360 Professional |European Years |Specified Recovered/Not [TOZINAMERAN] (S -
Economic Resolved - ), COVID-19
Area immunisation - Not
Fatigue (n/a - Not applicable - [1d - n/a
Recovered/Not -n/a])
Resolved - ),
Haematuria (n/a -
Not Recovered/Not
Resolved - ),
Liver function test
abnormal (n/a - Not
Recovered/Not
Resolved - ),
Pancytopenia (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition),
Pyrexia (n/a - Not
Recovered/Not
Resolved - ),
Systemic lupus
erythematosus (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 06/06/2022 | Spontaneous |Non Non Not available 12-17 |Not Female |No COVID-19 (n/a - TOZINAMERAN Not reported 1
10012646466 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 |[COVID-19 VACCINE]
Condition) (S - COVID-19
immunisation - Not
applicable - [n/a -
n/a - n/al)
EU-EC- 06/06/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Oropharyngeal pain | COMIRNATY Not reported 1
10012646970 Healthcare |Economic Years (n/a- [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving |n/a - n/a - [1d - n/a -
=), Intramuscular])
Pyrexia (n/a -
Recovering/Resolving
Rhinitis (n/a -
Recovering/Resolving
EU-EC- 06/06/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Arthralgia (n/a - COMIRNATY Not reported 1
10012649072 Healthcare |Economic Years |Specified Recovering/Resolving | [TOZINAMERAN] (S -
Professional |Area =) COVID-19
immunisation - Not
Headache (n/a - applicable - [n/a -
Recovering/Resolving | 1{DF} -
=) Intramuscular])
Myalgia (n/a -
Recovering/Resolving
Vomiting (n/a -
Recovering/Resolving
EU-EC- 06/06/2022 |Spontaneous |Healthcare |Non Wiley, Z.. Uveomeningeal syndrome |12-17 |Not Female |No Retinal white dots TOZINAMERAN Not reported 1
10012649871 Professional |European |presenting with bilateral optic disc Years |Specified syndrome (n/a - [TOZINAMERAN] (S -
Economic |edema and multiple evanescent white Recovered/Resolved |COVID-19
Area dots syndrome (MEWDS). American - Caused/Prolonged  |immunisation - Not
Journal of Ophthalmology Case Hospitalisation, applicable - [n/a -
Reports. Other Medically n/a - n/a])
2022;26:10.1016/j.ajoc.2022.101538. Important Condition)
doi:10.1016/j.ajoc.2022.101538
EU-EC- 06/06/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Eczema (n/a - Not ~ |COMIRNATY GARDASIL 9 [HUMAN 1
10012651431 Healthcare  |Economic Years Recovered/Not [TOZINAMERAN] (S - | PAPILLOMAVIRUS TYPE
Professional |Area Resolved - COVID-19 31 L1 PROTEIN -
Caused/Prolonged immunisation - ADSORBED - IN THE
Hospitalisation), Unknown - [n/a - FORM OF VIRUS-LIKE
1{DF} - n/a]) PARTICLES PRODUCED IN
Type 1 diabetes YEAST CELLS
mellitus (n/a - Not (SACCHAROMYCES
Recovered/Not CEREVISIAE CANADE 3C-
Resolved - 5 (STRAIN 1895)) BY
Caused/Prolonged RDNA, HUMAN
Hospitalisation) PAPILLOMAVIRUS TYPE
33 L1 PROTEIN -
ADSORBED - IN THE
FORM OF VIRUS-LIKE
PARTICLES PRODUCED IN
YEAST CELLS
(SACCHAROMYCES
CEREVISIAE CANADE 3C-
5 (STRAIN 1895)) BY
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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] (C - Human
papilloma virus
immunisation - n/a - [n/a

- 1{DF} - n/a])

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

Society of Internal Medicine.
2022;126th

Hospitalisation,
Other Medically
Important
Condition),

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

EU-EC- 06/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Aphthous ulcer (n/a - | COMIRNATY Not reported 1
10012651544 Professional |Economic Years Unknown - ), [TOZINAMERAN] (S -
Area COVID-19
Odynophagia (n/a - |immunisation - Not
Unknown - ) applicable - [1d - n/a
- n/a])
EU-EC- 06/06/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Headache (n/a - Not |COMIRNATY Not reported 1
10012651619 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ) COVID-19
immunisation - Dose
not changed - [n/a -
1{DF} - n/a])
EU-EC- 06/06/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Colitis ulcerative (n/a | COMIRNATY Not reported 1
10012652236 Professional |European Years |Specified - [TOZINAMERAN] (S -
Economic Recovering/Resolving | Product used for
Area - Caused/Prolonged |unknown indication -
Hospitalisation, Not applicable - [1d -
Other Medically n/a-
Important Intramuscular]),
Condition),
ENTYVIO 300 MG
Off label use (n/a - |[VEDOLIZUMAB] (S -
Unknown - ), Colitis ulcerative -
Unknown - [n/a -
Product administered |300mg - Intravenous
to patient of drip])
inappropriate age
(n/a - Unknown - )
EU-EC- 06/06/2022 | Spontaneous |Healthcare  |Non Otani, T.. A Case of Anti-Aquaporin-4 |12-17 |Not Female |No Acute disseminated | COMIRNATY Not reported 1
10012652489 Professional |European |Antibody Positive Encephalomyelitis | Years |Specified encephalomyelitis [TOZINAMERAN] (S -
Economic |after COVID-19 Vaccination in 17- (n/a- COvID-19
Area year-old Female. The 126th Chugoku Recovering/Resolving |immunisation -
Regional Meeting of the Japanese - Caused/Prolonged |Unknown - [n/a - n/a

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

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

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

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

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

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

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

Magnetic resonance
imaging spinal
abnormal (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

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

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

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

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

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

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

White matter lesion
(n/a-
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)

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

Medically Important
Condition),

Seizure (n/a -
Unknown - Other

immunisation - Not
applicable - [n/a -
n/a - Intramuscular])

EU-EC- 04/06/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Epilepsy (n/a - Not | COMIRNATY Not reported 1
10012641494 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - COVID-19
Caused/Prolonged immunisation - Not
Hospitalisation) applicable - [n/a -
3mL -
Intramuscular])
EU-EC- 03/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Not No Asthenia (3d - COMIRNATY Not reported 1
10012629206 Professional |Economic Years |Specified |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Area =) COVID-19
immunisation - Not
Exercise tolerance  |applicable - [n/a -
decreased (3d - n/a - Intramuscular])
Recovered/Resolved
=)
Malaise (3d -
Recovered/Resolved
=)
Pain (3d -
Recovered/Resolved
=)
Pyrexia (3d -
Recovered/Resolved
EU-EC- 03/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Not No Loss of COMIRNATY Not reported I
10012629696 Professional |Economic Years |Specified |Specified consciousness (n/a - |[TOZINAMERAN] (S -
Area Unknown - Other COVID-19
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Medically Important
Condition)

EU-EC-
10012630002

03/06/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

Vomiting (n/a -
Recovered/Resolved

-)

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

Not reported

EU-EC-
10012630036

03/06/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Application site pain
(n/a-
Recovered/Resolved

»

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

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

Pyrexia (n/a -
Recovered/Resolved

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

Not reported

EU-EC-
10012630932

03/06/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Lymphadenopathy
(n/a - Unknown - )

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

Not reported

EU-EC-
10012632560

03/06/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Myalgia (n/a -
Unknown - ),

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

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

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

Visual field defect
(n/a - Unknown -
Other Medically
Important Condition)

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

- n/al)

Not reported

EU-EC-
10012633395

03/06/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Fatigue (1d -
Recovered/Resolved

»

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

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

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

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

Not reported

EU-EC-
10012633400

03/06/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

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

Pyrexia (n/a -
Recovering/Resolving

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

[CANDESARTAN] (C -
Glomerulonephritis

chronic - n/a - [n/a - 4mg

- Oral])

EU-EC-
10012634197

03/06/2022

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

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Chest pain (2d -
Recovered/Resolved

»

Chills (n/a -
Unknown - ),

Dyspnoea (2d -
Recovered/Resolved
=)

Feeling cold (n/a -
Unknown - ),

Head discomfort (n/a
- Unknown -),

Headache (n/a - Not

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

[METOPROLOL
TARTRATE] (C - Migraine
-n/a-[n/a-n/a-n/a])
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Recovered/Not
Resolved - ),
Influenza (n/a - Not
Recovered/Not
Resolved - ),
Nasal congestion
(n/a - Unknown - ),
Nausea (4d -
Recovered/Resolved
=)
Oropharyngeal pain
(n/a - Unknown - ),
Pain (3d -
Recovered/Resolved
=)
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 03/06/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Chest pain (n/a - Not | COMIRNATY PROTEINPULVER [NOT 1
10012634281 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S - |AVAILABLE] (C - n/a - n/a
Professional |Area Resolved - ), Immunisation - n/a - |- [n/a - n/a - n/a])
[n/a-n/a-
Lower respiratory Intramuscular])
tract infection (n/a -
Not Recovered/Not
Resolved - )
EU-EC- 03/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Menstruation COMIRNATY Not reported 1
10012636071 Professional |Economic Years irregular (2mo - [TOZINAMERAN] (S -
Area Recovered/Resolved |COVID-19
- immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 03/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Lymphadenopathy COMIRNATY Not reported 1
10012636104 Professional |Economic Years (n/a- [TOZINAMERAN] (S -
Area Recovered/Resolved |COVID-19
- immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 03/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female [No Immunisation COMIRNATY Not reported I
10012636107 Professional |Economic Years reaction (n/a - [TOZINAMERAN] (S -
Area Recovered/Resolved |COVID-19
- immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 03/06/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Immunisation COMIRNATY Not reported 1
10012636172 Healthcare |Economic Years reaction (n/a - [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving |COVID-19
- immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 03/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Rash (n/a - Not COMIRNATY Not reported 1
10012636178 Professional |Economic Years Recovered/Not [TOZINAMERAN] (S -
Area Resolved - ) COvID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 03/06/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Herpes zoster (n/a - |COMIRNATY Not reported 1
10012636241 Healthcare |Economic Years Recovering/Resolving | [TOZINAMERAN] (S -
Professional |Area - COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 03/06/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Headache (1d - COMIRNATY Not reported 1
10012636246 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =), COVID-19
immunisation - Not
Pyrexia (1d - applicable - [1d -
Recovered/Resolved |30ug -
- Intramuscular])
EU-EC- 03/06/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Fatigue (2d - COMIRNATY Not reported 1
10012636248 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =), COVID-19
immunisation - Not
Injection site pain applicable - [1d -
(3d- 30ug -
Recovered/Resolved | Intramuscular])
=)
Myalgia (3d -
Recovered/Resolved
=)
Pain (3d -
Recovered/Resolved
EU-EC- 03/06/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Pain (2d - COMIRNATY Not reported 1
10012636250 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area - COVID-19
immunisation - Not
applicable - [1d -
30ug -
Intramuscular])
EU-EC- 03/06/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Fatigue (1d - COMIRNATY Not reported I
10012636251 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) COVID-19
immunisation - Not
Headache (1d - applicable - [1d -
Recovered/Resolved |30ug -
-), Intramuscular])
Pyrexia (1d -
Recovered/Resolved
EU-EC- 03/06/2022 | Spontaneous |Non European |Not available 12-17 |Child Female |No Chills (1d - COMIRNATY Not reported 1
10012636252 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
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Professional |Area =) COVID-19
immunisation - Not
Fatigue (1d - applicable - [1d -
Recovered/Resolved |30ug -
=), Intramuscular])
Injection site pain
Recovered/Resolved
=)
Myalgia (1d -
Recovered/Resolved
=)
Pain (1d -
Recovered/Resolved
=)
Pyrexia (1d -
Recovered/Resolved
EU-EC- 03/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Child Male No Palpitations (n/a - COMIRNATY Not reported 1
10012639415 Professional |Economic Years Unknown - [TOZINAMERAN] (S -
Area Caused/Prolonged COVID-19
Hospitalisation), immunisation - n/a -
[n/a - 1{DF} - n/a])
Sinus tachycardia
(n/a - Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 03/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Rhabdomyolysis (n/a |COMIRNATY LEVETIRACETAM 1
10012639416 Professional | Economic Years - [TOZINAMERAN] (S - |[LEVETIRACETAM] (C -
Area Recovered/Resolved |n/a-n/a-[n/a-n/a |nfa-n/a-[n/a-n/a-
- - Intravenous (not n/al),
otherwise
specified)]) [LAMOTRIGINE] (C - n/a -
n/a - [n/a - n/a - n/al)
EU-EC- 03/06/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent | Male No Angioedema (nfa-  |COMIRNATY Not reported 1
10012639516 Healthcare |Economic Years Unknown - Life [TOZINAMERAN] (S -
Professional |Area Threatening, Immunisation - n/a -
Caused/Prolonged [n/a - 3{DF} - n/a])
Hospitalisation),
Hypersensitivity (n/a
- Unknown - Life
Threatening,
Caused/Prolonged
Hospitalisation),
Urticaria (n/a -
Unknown - Life
Threatening,
Caused/Prolonged
Hospitalisation)
EU-EC- 02/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Asthenia (11d - COMIRNATY Not reported 1
10012616520 Professional |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Area - Disabling), COovID-19
immunisation - Not
Disturbance in applicable - [n/a -
attention (n/a - n/a - n/al)
Unknown - ),
Fatigue (n/a -
Unknown - )
EU-EC- 02/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Labile blood pressure | COMIRNATY Not reported 1
10012616756 Professional |Economic Years |Specified (n/a- [TOZINAMERAN] (S -
Area Recovered/Resolved |COVID-19
- Other Medically immunisation - Not
Important applicable - [n/a -
Condition), 3mL -
Intramuscular])
Loss of
consciousness (n/a -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 02/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Not No Loss of COMIRNATY Not reported 1
10012617760 Professional |Economic Years |Specified |Specified consciousness (n/a - |[TOZINAMERAN] (S -
Area Recovered/Resolved |COVID-19
- Other Medically immunisation - n/a -
Important [n/a-.3mL-
Condition), Intramuscular])
Pallor (n/a -
Recovered/Resolved
EU-EC- 02/06/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Hypoaesthesia (n/a - |COMIRNATY Not reported 1
10012617842 Healthcare |Economic Years Not Recovered/Not | [TOZINAMERAN] (S -
Professional |Area Resolved - Other n/a-n/a-[n/a-n/a
Medically Important |- n/a])
Condition),
Lymphadenopathy
(n/a-
Recovered/Resolved
EU-EC- 02/06/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female [No Lymphadenopathy | COMIRNATY Not reported 1
10012617844 Healthcare |Economic Years (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not n/a-n/a-[n/a-n/a
Resolved - ), - n/al)
Oligomenorrhoea
(n/a-
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 02/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported 1
10012618466 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- 02/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Arthritis reactive (n/a | COMIRNATY Not reported 1
10012618778 Professional |Economic Years - [TOZINAMERAN] (S -
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Area Recovered/Resolved |COVID-19
- immunisation - n/a -
[n/a - 3{DF} - n/a])
EU-EC- 02/06/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Areflexia (n/a - Not  |COMIRNATY Not reported 1
10012619406 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - Immunisation - n/a -
Caused/Prolonged [n/a - 1{DF} - n/a])
Hospitalisation),
Confusional state
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Guillain-Barre
syndrome (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Micturition disorder
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 02/06/2022 | Spontaneous |Non Non Not available 12-17 |Not Female |No Erythema (n/a - Not |COMIRNATY [PROPRANOLOL, 1
10012619651 Healthcare |European Years |Specified Recovered/Not [TOZINAMERAN] (S - |PROPRANOLOL
Professional |Economic Resolved - Other COVID-19 HYDROCHLORIDE] (C -
Area Medically Important |immunisation - Not |Anxiety - n/a - [n/a - n/a
Condition), applicable - [1d - n/a |- n/a])
- n/a])
Inappropriate
schedule of product
administration (n/a -
Unknown - ),
Pain in extremity
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 02/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Amenorrhoea (n/a - |COMIRNATY [DIENOGEST, ESTRADIOL |1
10012619713 Professional |Economic Years |Specified Not Recovered/Not |[TOZINAMERAN] (S - | VALERATE, ESTRADIOL
Area Resolved - ), COVID-19 VALERATE, LACTOSE,
immunisation - Not  |LACTOSE
Dysmenorrhoea (n/a |applicable - [n/a - MONOHYDRATE] (C - n/a
- Not Recovered/Not |n/a - n/a]) - Unknown - [n/a - n/a -
Resolved - ), n/al)
Malaise (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 02/06/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Bradycardia (1h - COMIRNATY Not reported 1
10012619877 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Economic - Other Medically COVID-19
Area Important Condition) |immunisation - Not
applicable - [n/a -
3mL -
Intramuscular])
EU-EC- 02/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported 1
10012619940 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- 02/06/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |[No Urticaria (n/a - Not | COMIRNATY Not reported 1
10012619955 Professional |European Years |Specified Recovered/Not [TOZINAMERAN] (S -
Economic Resolved - Other COVID-19
Area Medically Important |immunisation - Not
Condition) applicable - [n/a -
n/a - Intramuscular])
EU-EC- 02/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Not No Head injury (n/a - COMIRNATY Not reported 1
10012620173 Professional |Economic Years |Specified |Specified Unknown - ), [TOZINAMERAN] (S -
Area COvID-19
Loss of immunisation - Not
consciousness (n/a - |applicable - [n/a -
Unknown - Other n/a - Intramuscular])
Medically Important
Condition),
Syncope (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 02/06/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent | Male No Dizziness (n/a - Not | COMIRNATY Not reported 1
10012620347 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COvID-19
immunisation - Not
Facial paresis (n/a - |applicable - [n/a -
Not Recovered/Not | 1{DF} - n/a])
Resolved -
Caused/Prolonged
Hospitalisation),
Fatigue (n/a - Not
Recovered/Not
Resolved - ),
Headache (n/a - Not
Recovered/Not
Resolved - ),
Hemiparesis (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Memory impairment
(n/a - Not
Recovered/Not
Resolved -
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Caused/Prolonged
Hospitalisation),
Nausea (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 02/06/2022 | Spontaneous |Non Non Not available 12-17 |Not Not No Meniere's disease COMIRNATY Not reported 1
10012620610 Healthcare |European Years |Specified |Specified (n/a - Unknown - [TOZINAMERAN] (S -
Professional |Economic Other Medically COVID-19
Area Important Condition) |immunisation - Not
applicable - [n/a -
n/a - n/al)
EU-EC- 02/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Urticaria (n/a - COMIRNATY Not reported 1
10012621205 Professional |Economic Years |Specified Unknown -) [TOZINAMERAN] (S -
Area COVID-19
immunisation - Not
applicable - [n/a -
3mL -
Intramuscular])
EU-EC- 02/06/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Vaccination site pain | COMIRNATY Not reported 1
10012621346 Healthcare |Economic Years |Specified (3d- [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |COVID-19
- immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 02/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Chest discomfort COMIRNATY Not reported 1
10012621463 Professional |Economic Years |Specified (n/a - Unknown - ), |[TOZINAMERAN] (S -
Area CovID-19
Dyspnoea (n/a - immunisation - n/a -
Recovered/Resolved |[n/a - n/a -
=), Intramuscular])
Feeling hot (n/a -
Unknown - ),
Pallor (n/a -
Recovered/Resolved
EU-EC- 02/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Syncope (n/a - COMIRNATY Not reported 1
10012621493 Professional |Economic Years |Specified Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |COVID-19
Condition) immunisation - n/a -
[n/a-n/a-
Intramuscular])
EU-EC- 02/06/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Blood pressure COMIRNATY Not reported 1
10012621685 Healthcare |Economic Years increased (n/a - Not |[TOZINAMERAN] (S -
Professional |Area Recovered/Not n/a-n/a-[n/a-n/a
Resolved - - n/a])
Caused/Prolonged
Hospitalisation)
EU-EC- 02/06/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Myopericarditis (7d - |COMIRNATY Not reported 1
10012622186 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Economic - Caused/Prolonged |COVID-19
Area Hospitalisation, immunisation - Not
Other Medically applicable - [1d - n/a
Important Condition) |- Intramuscular])
EU-EC- 02/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Deafness (n/a - COMIRNATY [AMOXICILLIN, 1
10012622448 Professional |Economic Years Recovered/Resolved |[TOZINAMERAN] (S - | AMOXICILLIN
Area With Sequelae - COVID-19 TRIHYDRATE] (C - n/a -
Other Medically immunisation - Not  |n/a - [n/a - 500mg - n/a])
Important applicable - [n/a -
Condition), 1{DF} - n/a])
Tinnitus (n/a -
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 02/06/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Chills (n/a - COMIRNATY Not reported I
10012622505 Healthcare |Economic Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area =) COVID-19
immunisation - Not
Fatigue (n/a - applicable - [n/a -
Recovering/Resolving | 1{DF} -
=), Intramuscular])
Headache (n/a -
Recovering/Resolving
=)
Heart rate increased
(n/a-
Recovering/Resolving
Hypokinesia (n/a -
Recovering/Resolving
=)
Insomnia (n/a -
Recovering/Resolving
=)
Lymphadenopathy
(n/a-
Recovering/Resolving
Myalgia (n/a -
Recovering/Resolving
=)
Nausea (n/a -
Recovering/Resolving
=)
Pyrexia (n/a -
Recovering/Resolving
=)
Vaccination site pain
(n/a-
Recovering/Resolving
EU-EC- 02/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported 1
10012622580 Professional | Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a - n/a-[n/a-n/a
Condition), - Intramuscular])
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Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 02/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female [No COVID-19 (n/a - COMIRNATY Not reported 1
10012622581 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- 02/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Myocarditis (n/a - COMIRNATY Not reported 1
10012622622 Professional |Economic Years Recovering/Resolving | [TOZINAMERAN] (S -
Area - Caused/Prolonged |COVID-19
Hospitalisation) immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 02/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Child Male No Abdominal pain COMIRNATY COMIRNATY
10012622696 Professional | Economic Years upper (4d - [TOZINAMERAN] (S - |[TOZINAMERAN] (C -
Area Recovered/Resolved |COVID-19 COVID-19 immunisation -
- Caused/Prolonged |immunisation - Not  |Not applicable - [n/a -
Hospitalisation), applicable - [n/a - 1{DF} - Intramuscular]),
1{DF} -
Decreased appetite | Intramuscular]) [PROPIVERINE
4d - HYDROCHLORIDE] (C -
Recovered/Resolved Enuresis - n/a - [n/a -
- Caused/Prolonged 5mg - Oral])
Hospitalisation),
Headache (4d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Post vaccination
syndrome (4d -
Unknown - Other
Medically Important
Condition),
Vertigo (4d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)
EU-EC- 02/06/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Amenorrhoea (7mo - | COMIRNATY Not reported 1
10012622722 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area - Other Medically COVID-19
Important Condition) |immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 02/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Arthralgia (n/a - COMIRNATY Not reported 1
10012622767 Professional |Economic Years |Specified Unknown - ), [TOZINAMERAN] (S -
Area COvID-19
Myalgia (n/a - immunisation - Not
Unknown - ), applicable - [n/a -
3mL -
Pain (n/a - Unknown |Intramuscular])
EU-EC- 02/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Arrhythmia (n/a - COMIRNATY Not reported 1
10012623095 Professional |Economic Years Not Recovered/Not  |[TOZINAMERAN] (S -
Area Resolved - Life COVID-19
Threatening), immunisation - n/a -
[n/a - 2{DF} - n/a])
Tachycardia (n/a -
Not Recovered/Not
Resolved - Life
Threatening)
EU-EC- 02/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Condition aggravated | COMIRNATY Not reported 1
10012623631 Professional |Economic Years (n/a - Not [TOZINAMERAN] (S -
Area Recovered/Not COvID-19
Resolved - ), immunisation - Not
applicable - [n/a -
Inflammation (n/a - |1{DF} - n/a])
Not Recovered/Not
Resolved - )
EU-EC- 02/06/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Dysmenorrhoea (n/a |COMIRNATY Not reported 1
10012623695 Healthcare |Economic Years - [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving | COVID-19
- Other Medically immunisation - Drug
Important withdrawn - [n/a -
Condition), 1{DF} -
Intramuscular])
Menometrorrhagia
(n/a-
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 02/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Menometrorrhagia COMIRNATY Not reported 1
10012623829 Professional |Economic Years (n/a- [TOZINAMERAN] (S -
Area Recovering/Resolving | COVID-19
- Other Medically immunisation - Not
Important Condition) |applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 02/06/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Arthralgia (n/a - Not |COMIRNATY Not reported 1
10012623990 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19
immunisation - Not
Vaccination site pain |applicable - [1d -
(n/a - Not 1{DF} -
Recovered/Not Intramuscular])
Resolved - )
EU-EC- 02/06/2022 | Spontaneous |Healthcare  |European |Not available 12-17 |Adolescent | Male No Erythema (n/a - Not | COMIRNATY Not reported 1
10012624042 Professional |Economic Years Recovered/Not [TOZINAMERAN] (S -
Area Resolved - ) COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 02/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Immunisation COMIRNATY Not reported 1
10012624080 Professional |Economic Years reaction (n/a - [TOZINAMERAN] (S -
Area Recovering/Resolving | COVID-19
- immunisation - Not
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applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 02/06/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Influenza like iliness |COMIRNATY Not reported 1
10012624083 Healthcare |Economic Years (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not COVID-19
Resolved - ) immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 02/06/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Bronchitis (n/a - Not |COMIRNATY Not reported I
10012624115 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19
immunisation - Not
Ear infection (n/a - |applicable - [1d -
Not Recovered/Not | 1{DF} -
Resolved - ), Intramuscular])
Hepatic cytolysis
(n/a -
Recovering/Resolving
=)
Infectious
mononucleosis (n/a -
Not Recovered/Not
Resolved - ),
Lung disorder (n/a -
Not Recovered/Not
Resolved - ),
Lymphadenopathy
(n/a - Not
Recovered/Not
Resolved - ),
Tonsillitis (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 02/06/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Chills (1h - COMIRNATY Not reported 1
10012624129 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area - COVID-19
immunisation - Not
applicable - [1d -
30ug -
Intramuscular])
EU-EC- 02/06/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Fatigue (8d - COMIRNATY Not reported 1
10012624130 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =), COVID-19
immunisation - Not
Injection site applicable - [1d -
erythema (1d - 30ug -
Recovered/Resolved |Intramuscular])
=)
Pain (2d -
Recovered/Resolved
EU-EC- 02/06/2022 | Spontaneous |Non European |Not available 12-17 |Child Male No Chills (1d - COMIRNATY Not reported 1
10012624132 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) COVID-19
immunisation - Not
Fatigue (1d - applicable - [1d -
Recovered/Resolved |30ug -
=), Intramuscular])
Headache (1d -
Recovered/Resolved
Injection site
erythema (1d -
Recovered/Resolved
=)
Myalgia (1d -
Recovered/Resolved
=)
Pain (1d -
Recovered/Resolved
=)
Pyrexia (1d -
Recovered/Resolved
=)
Vaccination site pain
(1d -
Recovered/Resolved
EU-EC- 02/06/2022 |Spontaneous |Non European |Not available 12-17 |Child Female [No Diarrhoea (1d - COMIRNATY Not reported 1
10012624134 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) COVID-19
immunisation - Not
Fatigue (1d - applicable - [1d -
Recovered/Resolved |30ug -
=) Intramuscular])
Pyrexia (1d -
Recovered/Resolved
EU-EC- 02/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Hallucination (8h - |COMIRNATY Not reported I
10012624156 Professional | Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Area -), COVID-19
immunisation - Not
Insomnia (8h - applicable - [n/a -
Recovered/Resolved |1{DF} -
- Intramuscular])
EU-EC- 02/06/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Polymenorrhoea (n/a |COMIRNATY Not reported 1
10012624161 Healthcare |Economic Years - Not Recovered/Not |[TOZINAMERAN] (S -
Professional |Area Resolved - ) COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 02/06/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Rectal haemorrhage |COMIRNATY Not reported 1
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10012624302 Healthcare |Economic Years (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not COVID-19
Resolved - ) immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 02/06/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female [No Asthenia (100min - |COMIRNATY Not reported 1
10012624705 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Economic =) COvVID-19
Area immunisation - Not
Dizziness (100min - |applicable - [n/a -
Recovered/Resolved |n/a - Intramuscular])
=)
Rash (n/a -
Recovering/Resolving
=)
Shock symptom (n/a
Recovering/Resolving
- Other Medically
Important
Condition),
Sitting disability
(100min -
Recovered/Resolved
Skin warm (n/a -
Recovering/Resolving
EU-EC- 02/06/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Abdominal pain (n/a |COMIRNATY Not reported 1
10012624906 Healthcare |Economic Years - Not Recovered/Not |[TOZINAMERAN] (S -
Professional |Area Resolved - ), COvID-19
immunisation - Not
Headache (n/a - Not |applicable - [n/a -
Recovered/Not 1{DF} - n/a])
Resolved - ),
Vomiting (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 02/06/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female [No Flushing (4h - COMIRNATY Not reported 1
10012624916 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =), COvID-19
immunisation - Not
Malaise (3h - applicable - [n/a -
Recovered/Resolved |1{DF} - n/a])
Paraesthesia (1d -
Recovered/Resolved
=)
Presyncope (0d -
Recovered/Resolved
=)
Pyrexia (1d -
Recovered/Resolved
EU-EC- 02/06/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female [No Dizziness (n/a - Not |COMIRNATY Not reported 1
10012625298 Professional |European Years |Specified Recovered/Not [TOZINAMERAN] (S -
Economic Resolved - ), COvVID-19
Area immunisation - Not
Febrile convulsion applicable - [n/a -
(n/a - Not n/a - n/al)
Recovered/Not
Resolved - ),
Seizure (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Syncope (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 02/06/2022 | Spontaneous |Non Non Not available 12-17 |Not Male No COVID-19 (n/a - TOZINAMERAN Not reported 1
10012625994 Healthcare |European Years | Specified Unknown - Other [TOZINAMERAN] (S -
Professional |Economic Medically Important |COVID-19
Area Condition), immunisation - Not
applicable - [n/a -
Drug ineffective (n/a |n/a - n/a])
- Unknown - Other
Medically Important
Condition)
EU-EC- 02/06/2022 | Spontaneous |Non Non Not available 12-17 |Not Female |No Chills (n/a - Not COMIRNATY Not reported I
10012626404 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/al)
Restlessness (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition),
Syncope (n/a -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 02/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Autonomic nervous | COMIRNATY [ALUMINIUM OXIDE, 1
10012627121 Professional |Economic Years system imbalance [TOZINAMERAN] (S - |HYDRATED, DIPHTHERIA
Area (n/a - Not COVID-19 TOXOID, TETANUS
Recovered/Not immunisation - Not | TOXOID, DIPHTHERIA
Resolved - ) applicable - [1d - TOXOID, TETANUS
1{DF} - n/a]) TOXOID, DIPHTHERIA
TOXOID, TETANUS
TOXOID, ALGELDRATE,
DIPHTHERIA TOXOID,
TETANUS TOXOID,
ALUMINIUM HYDROXIDE]
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(C - n/a - Not applicable -
[1d - 1{DF} - n/a])
EU-EC- 01/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Balanoposthitis (n/a |COMIRNATY Not reported 1
10012604297 Professional |Economic Years - Not Recovered/Not |[TOZINAMERAN] (S -
Area Resolved - ) Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 01/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Disturbance in COMIRNATY Not reported 1
10012604318 Professional |Economic Years |Specified attention (n/a - Not |[TOZINAMERAN] (S -
Area Recovered/Not COvID-19
Resolved - ), immunisation - n/a -
[n/a - 2{DF} - n/a])
Fatigue (n/a - Not
Recovered/Not
Resolved - ),
Headache (n/a - Not
Recovered/Not
Resolved - ),
Hypotonia (n/a - Not
Recovered/Not
Resolved - ),
Influenza like illness
(n/a - Unknown - )
EU-EC- 01/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Not No Pain in extremity COMIRNATY Not reported 1
10012604329 Professional |Economic Years |Specified |Specified (1mo - [TOZINAMERAN] (S -
Area Recovered/Resolved |COVID-19
- immunisation - Not
applicable - [n/a -
3mL -
Intramuscular])
EU-EC- 01/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female [No Menstruation COMIRNATY Not reported 1
10012605943 Professional |Economic Years |Specified irregular (3d - [TOZINAMERAN] (S -
Area Recovered/Resolved |COVID-19
=) immunisation - n/a -
[n/a-.3mL-
Pain in extremity (3d |Intramuscular])
Recovered/Resolved
EU-EC- 01/06/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Abdominal pain (n/a |COMIRNATY Not reported I
10012606111 Healthcare |Economic Years |Specified - Not Recovered/Not |[TOZINAMERAN] (S -
Professional |Area Resolved - n/a-nfa-[n/a-n/a
Caused/Prolonged -n/a])
Hospitalisation),
Eosinophilia (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Pyrexia (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
White blood cell
count (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 01/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female [No Headache (n/a - COMIRNATY Not reported 1
10012606128 Professional |Economic Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Area - Caused/Prolonged |COVID-19
Hospitalisation), immunisation - Not
applicable - [n/a -
Vertigo (n/a - 1{DF} -
Recovering/Resolving | Intramuscular])
- Caused/Prolonged
Hospitalisation)
EU-EC- 01/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Fatigue (n/a - COMIRNATY Not reported 1
10012606182 Professional |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Area =) COovID-19
immunisation - n/a -
Myalgia (n/a - [n/a - 1{DF} -
Recovered/Resolved |Intramuscular])
EU-EC- 01/06/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Breakthrough COMIRNATY Not reported 1
10012606963 Healthcare |Economic Years |Specified COVID-19 (n/a - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |Immunisation - n/a -
) [n/a-n/a-
Intramuscular])
Fatigue (n/a -
Unknown - ),
Psychogenic seizure
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Syncope (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 01/06/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Blood creatine COMIRNATY Not reported 1
10012608164 Professional |European Years |Specified phosphokinase [TOZINAMERAN] (S -
Economic increased (31d - COVID-19
Area Recovered/Resolved  |immunisation - Not
- Caused/Prolonged |applicable - [1d - n/a
Hospitalisation), - Intramuscular])
Chest discomfort
(31d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Chest pain (31d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
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Gingival pain (n/a -
Unknown - ),

Myocarditis (742h -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Oropharyngeal pain
(n/a - Unknown - ),

Pericarditis (742h -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Pyrexia (33d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Toothache (n/a -
Unknown - ),

Troponin I increased
(31d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)

EU-EC-
10012608181

01/06/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Fatigue (1d -
Recovered/Resolved
=)

Headache (n/a -
Unknown - ),

Malaise (1d -
Recovered/Resolved

)

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

Myalgia (2d -
Recovered/Resolved
=)

Nausea (1d -
Recovered/Resolved
-)

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

Not reported

EU-EC-
10012608999

01/06/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

Sensory loss (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10012609408

01/06/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Not
Specified

No

Asthenia (n/a -
Unknown -),

Disturbance in
attention (n/a -
Unknown - ),

Hypokinesia (n/a -
Unknown - ),

Muscular weakness
(n/a - Unknown - ),

Somnolence (n/a -
Unknown - )

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

Not reported

EU-EC-
10012609444

01/06/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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

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

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

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

Not reported

EU-EC-
10012609445

01/06/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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

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

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

Not reported

EU-EC-
10012609704

01/06/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Not
Specified

No

Lymph node pain
(n/a - Unknown - ),

Lymphadenopathy
(n/a - Unknown - )

COMIRNATY
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [n/a -
.5mL -
Intramuscular])

Not reported

EU-EC- 01/06/2022

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

Spontaneous

Healthcare

European

Not available

12-17

Not

Not

No

Back pain (n/a -

COMIRNATY

Not reported
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10012610275 Professional |Economic Years |Specified |Specified Unknown - ), [TOZINAMERAN] (S -
Area COVID-19
Chest pain (n/a - immunisation - Not
Unknown - ) applicable - [n/a -
.5mL -
Intramuscular])
EU-EC- 01/06/2022 |Spontaneous |Non European |Not available 12-17 |Not Female [No Pyrexia (5h - COMIRNATY Not reported 1
10012611169 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area - COvID-19
immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 01/06/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest pain (5d - COMIRNATY Not reported 1
10012611629 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Economic - Caused/Prolonged |COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d - n/a
Malaise (8d - - Intramuscular])
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Myocarditis (8d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important Condition)
EU-EC- 01/06/2022 |Spontaneous |Non European |Not available 12-17 |Not Female [No Menstrual disorder | COMIRNATY Not reported 1
10012612276 Healthcare |Economic Years |Specified (n/a- [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |COVID-19
-), immunisation - Not
applicable - [n/a -
Menstruation delayed |n/a - n/a])
(7wk -
Recovered/Resolved
EU-EC- 01/06/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Arthralgia (n/a - COMIRNATY Not reported 1
10012612354 Healthcare |Economic Years |Specified Recovering/Resolving | [TOZINAMERAN] (S -
Professional |Area =), COVID-19
immunisation - Not
Chills (n/a - applicable - [n/a -
Recovering/Resolving |n/a - n/a])
Extensive swelling of
vaccinated limb (n/a
Recovering/Resolving
=)
Fatigue (n/a -
Recovering/Resolving
=)
Injection site
reaction (n/a -
Recovering/Resolving
=)
Myalgia (n/a -
Recovering/Resolving
Pyrexia (n/a -
Recovering/Resolving
EU-EC- 01/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Male No COVID-19 (n/a - COMIRNATY Not reported 1
10012612862 Professional |Economic Years |Specified Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |COVID-19
Condition) immunisation - Not
applicable - [1d - n/a
- n/a])
EU-EC- 01/06/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Dizziness (72d - COMIRNATY Not reported 1
10012613044 Healthcare |Economic Years Recovering/Resolving | [TOZINAMERAN] (S -
Professional |Area -), COvID-19
immunisation - n/a -
Influenza like iliness |[n/a - n/a - n/a])
(72d -
Recovering/Resolving
EU-EC- 01/06/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Acne (n/a - Not COMIRNATY Not reported 1
10012613047 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ) COVID-19
immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 01/06/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Influenza (n/a - Not |COMIRNATY Not reported 1
10012613050 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ) COVID-19
immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 01/06/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Fatigue (7d - COMIRNATY Not reported 1
10012613052 Healthcare |Economic Years Recovering/Resolving | [TOZINAMERAN] (S -
Professional |Area =) COVID-19
immunisation - n/a -
Headache (85d - [n/a - n/a - n/a])
Recovering/Resolving
=)
Pyrexia (7d -
Recovering/Resolving
EU-EC- 01/06/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Palpitations (173d - |COMIRNATY Not reported I
10012613053 Healthcare |Economic Years Recovering/Resolving | [TOZINAMERAN] (S -
Professional |Area =) COVID-19
immunisation - n/a -
Tachycardia (173d - |[n/a - n/a - n/a])
Recovering/Resolving
EU-EC- 01/06/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Chest pain (1d - COMIRNATY Not reported 1
10012613163 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area - Other Medically COVID-19
Important immunisation - Not
Condition), applicable - [1d -
3mL -
Malaise (n/a - Intramuscular])
Recovered/Resolved
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- Other Medically
Important
Condition),
Pyrexia (n/a -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 01/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Anxiety (n/a - Not COMIRNATY Not reported 1
10012613243 Professional |Economic Years Recovered/Not [TOZINAMERAN] (S -
Area Resolved - Other COVID-19
Medically Important |immunisation - Not
Condition), applicable - [1d -
1{DF} -
Muscle spasms (n/a - | Intramuscular])
Not Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 01/06/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported 1
10012613266 Healthcare |Economic Years Recovering/Resolving | [TOZINAMERAN] (S -
Professional |Area - Other Medically COvID-19
Important immunisation - Not
Condition), applicable - [1d -
1{DF} -
Vaccination failure  |Intramuscular])
(n/a-
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 01/06/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female [No Dyspnoea exertional |COMIRNATY Not reported 1
10012613270 Healthcare |Economic Years (n/a- [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving | COVID-19
- Other Medically immunisation - Not
Important Condition) |applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 01/06/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Dysmenorrhoea (n/a |COMIRNATY Not reported 1
10012613546 Healthcare |Economic Years - Not Recovered/Not |[TOZINAMERAN] (S -
Professional |Area Resolved - ), COvID-19
immunisation - Not
Menstruation delayed |applicable - [1d -
(n/a - Not 1{DF} -
Recovered/Not Intramuscular])
Resolved - )
EU-EC- 01/06/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Fatigue (3d - COMIRNATY Not reported 1
10012613634 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) COVID-19
immunisation - Not
Injection site pain applicable - [1d -
- 30ug -
Recovered/Resolved |Intramuscular])
=)
Myalgia (3d -
Recovered/Resolved
EU-EC- 01/06/2022 |Spontaneous |Non European |Not available 12-17 |Child Male No Fatigue (3d - COMIRNATY Not reported 1
10012613635 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) COVID-19
immunisation - Not
Headache (2d - applicable - [1d -
Recovered/Resolved |30ug -
=) Intramuscular])
Injection site pain
(5d -
Recovered/Resolved
Lymphadenopathy
( -
Recovered/Resolved
=)
Myalgia (3d -
Recovered/Resolved
=)
Pain (3d -
Recovered/Resolved
EU-EC- 01/06/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Chills (1d - COMIRNATY Not reported 1
10012613636 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) COVID-19
immunisation - Not
Fatigue (1d - applicable - [1d -
Recovered/Resolved |30ug - n/a])
=)
Headache (1d -
Recovered/Resolved
=)
Myalgia (1d -
Recovered/Resolved
=)
Pyrexia (1d -
Recovered/Resolved
EU-EC- 01/06/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent | Male No Pain (3d - COMIRNATY Not reported 1
10012613638 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area - COVID-19
immunisation - Not
applicable - [1d -
30ug -
Intramuscular])
EU-EC- 01/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Influenza like illness |COMIRNATY Not reported 1
10012613660 Professional | Economic Years (2d - Unknown -) [TOZINAMERAN] (S -
Area COvID-19
immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 01/06/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Anaphylactic reaction | COMIRNATY Not reported 1
10012614302 Professional |European Years |Specified (n/a- [TOZINAMERAN] (S -
Recovered/Resolved |COVID-19
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Economic - Caused/Prolonged [immunisation - Not
Area Hospitalisation, applicable - [1d - n/a
Other Medically - Intramuscular])
Important
Condition),
Arthralgia (n/a -
Recovering/Resolving
=)
Hypoaesthesia (n/a -
Recovering/Resolving
=)
Movement disorder
(n/a-
Recovering/Resolving
=)
Pyrexia (n/a -
Recovering/Resolving
=)
Tachypnoea (n/a -
Recovering/Resolving
EU-EC- 01/06/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female [No Drug ineffective (n/a | COMIRNATY Not reported 1
10012614324 Professional |European Years |Specified - [TOZINAMERAN] (S -
Economic Recovered/Resolved |COVID-19
Area - Other Medically immunisation - Not
Important applicable - [n/a -
Condition), n/a - n/a])
Suspected COVID-19
(n/a-
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 01/06/2022 | Spontaneous |Non Non Not available 12-17 |Not Male No Chest pain (n/a - Not | TOZINAMERAN Not reported 1
10012614694 Healthcare |European Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Economic Resolved - COVID-19
Area Disabling), immunisation - Not
applicable - [n/a -
Dyspnoea (n/a - Not |n/a - n/a])
Recovered/Not
Resolved -
Disabling),
Headache (n/a - Not
Recovered/Not
Resolved -
Disabling),
Neck pain (n/a -
Unknown - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved -
Disabling),
Sleep disorder (n/a -
Recovered/Resolved
-)
EU-EC- 01/06/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Rash (n/a - Not [TOZINAMERAN] (S - |[TOZINAMERAN] (C - 1
10012616233 Healthcare |Economic Years |Specified Recovered/Not n/a - Unknown - [n/a |Immunisation - n/a - [n/a
Professional |Area Resolved - ) - n/a - n/a]) - n/a-n/a])
EU-EC- 31/05/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Herpes zoster (20d - |COMIRNATY Not reported 1
10012594175 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area - COVID-19
immunisation - n/a -
[n/a - 1{DF} -
Intramuscular])
EU-EC- 31/05/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Pyrexia (2d - COMIRNATY Not reported 1
10012594476 Professional |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Area - COVID-19
immunisation - n/a -
[n/a - 1{DF} -
Intramuscular])
EU-EC- 31/05/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Fatigue (3d - COMIRNATY Not reported 1
10012594539 Professional |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Area =) COVID-19
immunisation - n/a -
Injection site [n/a - 1{DF} -
reaction (3d - Intramuscular])
Recovered/Resolved
EU-EC- 31/05/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Myalgia (2d - COMIRNATY Not reported 1
10012594551 Professional |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Area - COVID-19
immunisation - n/a -
[n/a - 1{DF} -
Intramuscular])
EU-EC- 31/05/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Asthenia (n/a - COMIRNATY Not reported 1
10012594656 Professional |Economic Years |Specified Recovering/Resolving | [TOZINAMERAN] (S -
Area - Other Medically COVID-19
Important immunisation - Not
Condition), applicable - [n/a -
3mL-
Dysentery (n/a - Intramuscular])
Recovering/Resolving
- Other Medically
Important
Condition),
Fatigue (n/a -
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 31/05/2022 | Spontaneous |Healthcare  |Non Jain, E.. Multisystem Inflammatory 12-17 |Not Female |No Multisystem TOZINAMERAN Not reported 1
10012595089 Professional |European |Syndrome in Children after SARS- Years |Specified inflammatory [TOZINAMERAN] (S -
Economic |CoV-2 Vaccination. Emerging syndrome in children |[COVID-19
Area infectious diseases. 2022;28 (5):990- (n/a- immunisation - Not
993. doi:10.3201/eid2805.212418 Recovered/Resolved |applicable - [n/a -
- Caused/Prolonged |n/a - n/a])
Hospitalisation,
Other Medically
Important Condition)

https://dap.ema.europa.eu/analytics/saw.dll?Go
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EU-EC- 31/05/2022 |Spontaneous |Non Non Not available 12-17 |Not Male No Diarrhoea (n/a - Not |COMIRNATY Not reported 1
10012595732 Healthcare |European Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional | Economic Resolved - COVID-19
Area Disabling), immunisation - Not
applicable - [1d - n/a
Pyrexia (2d - - n/a])
Recovered/Resolved
- Disabling)
EU-EC- 31/05/2022 | Spontaneous |Non Non Not available 12-17 |Not Female |No Amenorrhoea (n/a - |TOZINAMERAN [ETHINYLESTRADIOL, 1
10012596014 Healthcare |European Years |Specified Not Recovered/Not  |[TOZINAMERAN] (S - |LEVONORGESTREL] (C -
Professional |Economic Resolved - Disabling, |COVID-19 n/fa-nfa-[n/a-n/a-
Area Other Medically immunisation - Not  |n/a]),
Important applicable - [n/a -
Condition), n/a - Parenteral]) [LATANOPROST] (C - n/a
-n/a-[n/a-n/a-n/a])
Stress (n/a -
Unknown - )
EU-EC- 31/05/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Not No Dysphagia (n/a - COMIRNATY Not reported 1
10012596128 Professional |Economic Years |Specified |Specified Unknown - [TOZINAMERAN] (S -
Area Caused/Prolonged COvID-19
Hospitalisation), immunisation - Not
applicable - [n/a -
Headache (n/a - .3mL -
Unknown - Intramuscular])
Caused/Prolonged
Hospitalisation),
Lymph node pain
(n/a - Unknown -
Caused/Prolonged
Hospitalisation),
Lymphadenopathy
(n/a - Unknown -
Caused/Prolonged
Hospitalisation),
Pyrexia (48h -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Thrombocytopenia
(n/a - Unknown -
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),
Vomiting (n/a -
Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 31/05/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Chills (1d - COMIRNATY Not reported 1
10012596153 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =), COVID-19
immunisation - Not
Headache (1d - applicable - [n/a -
Recovered/Resolved |1{DF} -
-), Intramuscular])
Pyrexia (1d -
Recovered/Resolved
EU-EC- 31/05/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent | Male No Urticaria (n/a - Not |COMIRNATY Not reported 1
10012596347 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - Other n/a-n/a-[n/a-n/a
Medically Important |- n/a])
Condition)
EU-EC- 31/05/2022 | Spontaneous |Healthcare  |Non Not available 12-17 |Not Male No Pyrexia (n/a - COMIRNATY Not reported 1
10012596453 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- 31/05/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Headache (n/a - COMIRNATY Not reported 1
10012596511 Healthcare |Economic Years Unknown - Other [TOZINAMERAN] (S -
Professional |Area Medically Important |n/a - n/a - [n/a - n/a
Condition) - n/a])
EU-EC- 31/05/2022 | Spontaneous |Healthcare  |Non Not available 12-17 |Not Male No Rash (n/a - COMIRNATY Not reported 1
10012596654 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- 31/05/2022 | Spontaneous | Healthcare  |Non Not available 12-17 |Not Male No Asthenia (n/a - COMIRNATY Not reported 1
10012596984 Professional |European Years |Specified Recovering/Resolving | [TOZINAMERAN] (S -
Economic - Caused/Prolonged |COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d - n/a
Vision blurred (n/a - |- n/a])
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 31/05/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Blood pressure COMIRNATY Not reported 1
10012597137 Professional |Economic Years |Specified decreased (1wk - [TOZINAMERAN] (S -
Area Recovered/Resolved |COVID-19
- Other Medically immunisation - Not
Important applicable - [1d - n/a
Condition), - Intramuscular])
Circulatory collapse
(1wk -
Recovered/Resolved
- Other Medically
Important
Condition),
Cold sweat (1wk -
Recovered/Resolved
- Other Medically
Important
Condition),
Hypotonia (1wk -
Recovered/Resolved
- Other Medically
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Important
Condition),

Performance status
decreased (1wk -
Recovered/Resolved
- Other Medically
Important
Condition),

Tachyarrhythmia
(1wk -
Recovered/Resolved
- Other Medically
Important
Condition),

Tachycardia (1wk -
Recovered/Resolved
- Other Medically
Important Condition)

EU-EC-
10012597168

31/05/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

Ejection fraction
decreased (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),

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

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

[MONTELUKAST,
MONTELUKAST SODIUM]
(C-n/a-n/a-[n/a-
10mg - n/a])

EU-EC-
10012597937

31/05/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

Not reported

EU-EC-
10012597993

31/05/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

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

Not reported

EU-EC-
10012598578

31/05/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Clostridium difficile
colitis (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-
10012599043

31/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

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

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

Not reported

EU-EC-
10012599055

31/05/2022

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

Not reported

EU-EC-
10012599067

31/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

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

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

Vaccination site pain
(n/a - Unknown - )

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

Not reported

EU-EC-
10012599502

31/05/2022

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

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

Chills (n/a -

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

Not reported
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Unknown -
Caused/Prolonged
Hospitalisation),

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

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

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

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

EU-EC-
10012599667

31/05/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Chest pain (n/a -
Unknown - ),

Costochondritis (n/a
- Unknown -),

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

Left ventricular
hypertrophy (n/a -
Unknown - ),

Lethargy (n/a -
Unknown - ),

Mitral valve
incompetence (n/a -
Unknown - Other
Medically Important
Condition),

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

Nervous system
disorder (n/a -
Unknown - ),

Neuralgia (n/a -
Unknown - ),

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

Tachycardia (n/a -
Unknown - ),

Urticaria (n/a -
Unknown - ),

Visual impairment
(n/a - Unknown - )

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

Not reported

EU-EC-
10012599806

31/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

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

Not reported

EU-EC-
10012600239

31/05/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

Premenstrual
syndrome (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/al),

IBUPROFEN
[IBUPROFEN,
IBUPROFEN
SODIUM] (S - n/a -
Unknown - [n/a - n/a
- n/a])

[IBUPROFEN, IBUPROFEN |]
LYSINE, IBUPROFEN PH.
EUR., IBUPROFEN
SODIUM, IBUPROFEN
SODIUM DIHYDRATE] (C
-nfa-nfa-[2d-n/a-
n/a])

EU-EC-
10012600244

31/05/2022

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

COVID-19 (13d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

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

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- 31/05/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female [No COVID-19 (n/a - COMIRNATY Not reported 1
10012600364 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- 31/05/2022 | Spontaneous |Non Non Not available 12-17 |Not Female |No Abdominal pain COMIRNATY Not reported 1
10012600612 Healthcare |European Years |Specified upper (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])
Dizziness (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Headache (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Iliness (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Tliness (n/a -
Unknown - Other
Medically Important
Condition),
Loss of
consciousness (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition),
Pyrexia (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Vomiting (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 31/05/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female [No Juvenile idiopathic COMIRNATY Not reported 1
10012600770 Healthcare |Economic Years arthritis (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not COvID-19
Resolved - Other immunisation - Not
Medically Important |applicable - [1d -
Condition) 1{DF} -
Intramuscular])
EU-EC- 31/05/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Dysmenorrhoea (n/a |COMIRNATY Not reported 1
10012601077 Professional |Economic Years - Not Recovered/Not |[TOZINAMERAN] (S -
Area Resolved - ) COVID-19
immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 31/05/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Heavy menstrual COMIRNATY Not reported 1
10012601079 Healthcare |Economic Years bleeding (n/a - Not |[TOZINAMERAN] (S -
Professional |Area Recovered/Not COVID-19
Resolved - ) immunisation - n/a -
[1d - 1{DF} -
Intramuscular])
EU-EC- 31/05/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female [No Dysmenorrhoea (n/a |COMIRNATY Not reported 1
10012601084 Professional |Economic Years - Not Recovered/Not |[TOZINAMERAN] (S -
Area Resolved - ) COVID-19
immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 31/05/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female [No Fatigue (5d - COMIRNATY Not reported 1
10012601102 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =), n/a - Not applicable -
[1d - 30ug -
Vaccination site pain |Intramuscular])
(2d -
Recovered/Resolved
EU-EC- 31/05/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Decreased appetite | COMIRNATY Not reported 1
10012601103 Healthcare |Economic Years (3d- [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |COVID-19
=) immunisation - Not
applicable - [1d -
Pain (2d - 30ug -
Recovered/Resolved |Intramuscular])
EU-EC- 31/05/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Asthenia (n/a - COMIRNATY Not reported 1
10012601552 Professional |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Area - Other Medically COvID-19
Important immunisation - n/a -
Condition), [n/a - 1{DF} - n/a])
Muscular weakness
(n/a-
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 31/05/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Peripheral swelling ~ |COMIRNATY Not reported 1
10012601647 Healthcare |Economic Years (n/a - Unknown - )  |[TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
[n/a - 2{DF} - n/a])
EU-EC- 31/05/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Chest pain (n/a - Not | COMIRNATY Not reported 1
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10012601679 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), Immunisation - n/a -
[n/a - 1{DF} - n/a]),
Dizziness (n/a - Not
Recovered/Not COMIRNATY
Resolved - ), [TOZINAMERAN] (S -
Immunisation - n/a -
Dyspnoea exertional |[n/a - 2{DF} - n/a])
(n/a - Not
Recovered/Not
Resolved - ),
Myalgia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 31/05/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent | Male No Asthenia (n/a - Not  |COMIRNATY Not reported 1
10012601754 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - Life Immunisation - n/a -
Threatening, [n/a - 1{DF} - n/a])
Caused/Prolonged
Hospitalisation),
Cardiomyopathy (n/a
- Not Recovered/Not
Resolved - Life
Threatening,
Caused/Prolonged
Hospitalisation),
Dizziness (n/a - Not
Recovered/Not
Resolved - Life
Threatening,
Caused/Prolonged
Hospitalisation),
Nausea (n/a - Not
Recovered/Not
Resolved - Life
Threatening,
Caused/Prolonged
Hospitalisation)
EU-EC- 31/05/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Myocarditis (n/a - COMIRNATY Not reported 1
10012603049 Healthcare |Economic Years Not Recovered/Not | [TOZINAMERAN] (S -
Professional |Area Resolved - Immunisation - n/a -
Caused/Prolonged [n/a - 3{DF} - n/a])
Hospitalisation)
EU-EC- 31/05/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Vaccination site COMIRNATY Not reported 1
10012604518 Professional |Economic Years inflammation (n/a - |[TOZINAMERAN] (S -
Area Unknown - ) COVID-19
immunisation - Not
applicable - [1d -
1{DF} - Unknown])
EU-EC- 30/05/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent | Male No Urticaria (n/a - COMIRNATY Not reported 1
10012585083 Healthcare |Economic Years Unknown - Other [TOZINAMERAN] (S -
Professional |Area Medically Important |n/a - n/a - [n/a - n/a
Condition) - n/a])
EU-EC- 30/05/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Dermatitis allergic COMIRNATY Not reported 1
10012585186 Healthcare |Economic Years (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not n/a-n/a-[n/a-n/a
Resolved - Other - n/a])
Medically Important
Condition),
Rash pruritic (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition),
Skin test positive
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 30/05/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent | Male No Dizziness (2d - COMIRNATY Not reported 1
10012586235 Professional |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Area =) COVID-19
immunisation - n/a -
Headache (2d - [n/a-.3mL-
Recovered/Resolved |Intramuscular])
=)
Malaise (2d -
Recovered/Resolved
Pyrexia (2d -
Recovered/Resolved
=)
Vomiting (2d -
Recovered/Resolved
-)
EU-EC- 30/05/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Syncope (0d - COMIRNATY Not reported 1
10012586272 Professional |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Area - COVID-19
immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 30/05/2022 | Spontaneous |Non Non Not available 12-17 |Not Male No Fatigue (n/a - COMIRNATY Not reported 1
10012586312 Healthcare |European Years |Specified Recovering/Resolving | [TOZINAMERAN] (S -
Professional |Economic =), COVID-19
Area immunisation - Not
Immunodeficiency applicable - [1d - n/a
(n/a - - n/a])
Recovering/Resolving
- Other Medically
Important
Condition),
Inappropriate
schedule of product
administration (n/a -
Unknown - )
EU-EC- 30/05/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - Not |CERVARIX [HUMAN |Not reported 1
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10012586448 Professional |Economic Years Recovered/Not PAPILLOMAVIRUS
Area Resolved - TYPE 16 L1
Caused/Prolonged PROTEIN, HUMAN
Hospitalisation), PAPILLOMAVIRUS
TYPE 18 L1
Dizziness (n/a - Not |PROTEIN,
Recovered/Not MONOPHOSPHORYL
Resolved - LIPID A, HUMAN
Caused/Prolonged PAPILLOMAVIRUS
Hospitalisation), TYPE 16 L1 PROTEIN
ADJUVANTED BY
Epilepsy (n/a - Not  |AS04 ADSORBED ON
Recovered/Not ALUMINIUM
Resolved - HYDROXIDE,
Caused/Prolonged HYDRATED
Hospitalisation), PRODUCED ON
BACULOVIRUS HI-5
Eye movement RIX4446 CELLS,
disorder (n/a - Not | TRICHOPLUSIA NI.
Recovered/Not DERIVED, HUMAN
Resolved - PAPILLOMAVIRUS
Caused/Prolonged TYPE 18 L1 PROTEIN
Hospitalisation), ADJUVANTED BY
AS04 ADSORBED ON
Headache (n/a - Not |ALUMINIUM
Recovered/Not HYDROXIDE,
Resolved - HYDRATED
Caused/Prolonged PRODUCED ON
Hospitalisation), BACULOVIRUS HI-5
RIX4446 CELLS,
Tic (n/a - Not TRICHOPLUSIA NI.
Recovered/Not DERIVED,
Resolved - ALGELDRATE,
Caused/Prolonged MONOPHOSPHORYL
Hospitalisation) LIPID A, HUMAN
PAPILLOMAVIRUS
TYPE 16 L1
PROTEIN, HUMAN
PAPILLOMAVIRUS
TYPE 18 L1
PROTEIN,
ALGELDRATE] (S -
n/fa-nfa-[1d-n/a-
n/al),
COMIRNATY
[TOZINAMERAN] (S -
n/a-n/a-[1d-n/a-
Intramuscular])
EU-EC- 30/05/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |Yes Abdominal pain COMIRNATY Not reported 1
10012586497 Professional |European Years |Specified lower (n/a - [TOZINAMERAN] (S -
Economic Unknown - Life COVID-19
Area Threatening), immunisation - Not
applicable - [1d - n/a
Acute disseminated |- n/a])
encephalomyelitis
(n/a - Not
Recovered/Not
Resolved - Life
Threatening, Other
Medically Important
Condition),
Asthenia (n/a -
Unknown - Life
Threatening),
Condition aggravated
(n/a - Unknown -
Life Threatening),
Decreased appetite
(n/a - Unknown -
Life Threatening),
Dysmenorrhoea (n/a
- Unknown - Life
Threatening),
Fatigue (n/a -
Unknown - Life
Threatening),
Headache (n/a - Not
Recovered/Not
Resolved - Life
Threatening),
Insomnia (n/a -
Unknown - Life
Threatening),
Malaise (n/a -
Unknown - Life
Threatening),
Myelitis (n/a - Not
Recovered/Not
Resolved - Life
Threatening, Other
Medically Important
Condition),
Pain in extremity
(n/a - Unknown -
Life Threatening),
Pyrexia (n/a -
Unknown - Life
Threatening)
EU-EC- 30/05/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Arthralgia (n/a - Not |COMIRNATY Not reported 1
10012586692 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19
immunisation - Not
Chills (n/a - Not applicable - [n/a -
Recovered/Not 1{DF} -
Resolved - ), Intramuscular])
Dizziness (n/a - Not
Recovered/Not
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Resolved - ),

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

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

EU-EC-
10012586820

30/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

Not reported

EU-EC-
10012586850

30/05/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Bell's palsy (7d -
Recovered/Resolved
- Other Medically
Important
Condition),

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

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

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

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

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

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

Nasopharyngitis (n/a

Recovering/Resolving
- Other Medically
Important
Condition),

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

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

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

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

Taste disorder (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-
10012586972

30/05/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

C-reactive protein
increased (n/a -
Unknown - ),

Chest discomfort
(n/a - Unknown - ),

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

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

Pyrexia (n/a -
Recovered/Resolved

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

Not reported

EU-EC-
10012587231

30/05/2022

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

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

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

Not reported
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Drug ineffective (n/a
- Unknown - Other
Medically Important
Condition)

EU-EC-
10012587376

30/05/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

Headache (n/a -
Recovered/Resolved

)

Malaise (n/a -
Recovered/Resolved
=)

Myalgia (n/a -
Recovered/Resolved

i

Myelitis transverse
(130d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

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

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

Not reported

EU-EC-
10012587424

30/05/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

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

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

Not reported

EU-EC-
10012587658

30/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Nephritis (133d -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Thrombocytopenia
(133d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Ventricular
extrasystoles (133d -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10012587911

30/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

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

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

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

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

Not reported

EU-EC-
10012588580

30/05/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

Swelling face (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-
10012588622

30/05/2022

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

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

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

Haemoptysis (n/a -
Unknown - ),

Pulse absent (n/a -
Fatal - Results in
Death),

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

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

Not reported
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Respiratory arrest
(n/a - Fatal - Results
in Death, Other
Medically Important
Condition),

Unresponsive to
stimuli (n/a - Fatal -
Results in Death,
Other Medically

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

Blood pressure
decreased (515min -
Recovered/Resolved
- Other Medically
Important
Condition),

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

Cough (n/a -
Unknown - ),

Depressed level of
consciousness
(533min -
Recovered/Resolved
- Other Medically
Important
Condition),

Dyspnoea (533min -
Recovered/Resolved
- Other Medically
Important
Condition),

Feeling abnormal

Important
Condition),
Vomiting (n/a -
Unknown - )
EU-EC- 30/05/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Palpitations (0d - COMIRNATY KEPPRA 1
10012588669 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S - |[LEVETIRACETAM] (C -
Professional |Area -) COVID-19 n/a - Unknown - [n/a -
immunisation - Not  |n/a - n/a]),
applicable - [n/a -
n/a - n/al) [RISPERIDONE] (C - n/a -
Unknown - [n/a - n/a -
n/al),
[SERTRALINE,
SERTRALINE
HYDROCHLORIDE] (C -
n/a - Unknown - [n/a -
n/a - n/al)
EU-EC- 30/05/2022 | Spontaneous |Healthcare  |Non Not available 12-17 |Not Female |No Labour pain (1d - COMIRNATY Not reported 1
10012588730 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Economic - Caused/Prolonged |COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d - n/a
Maternal exposure |- Intramuscular])
during pregnancy
(n/a - Unknown - )
EU-EC- 30/05/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Hypoaesthesia (n/a - | COMIRNATY Not reported 1
10012588763 Healthcare |Economic Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area =) COVID-19
immunisation - Not
Vaccination site pain |applicable - [n/a -
(n/a- 1{DF} -
Recovering/Resolving | Intramuscular])
EU-EC- 30/05/2022 | Spontaneous | Healthcare  |Non Not available 12-17 |Not Female |Yes |Anaphylactic reaction |COMIRNATY [CIMETIDINE] (C- n/a- |1
10012588811 Professional |European Years | Specified (n/a- [TOZINAMERAN] (S - |n/a - [n/a - n/a - n/a]),
Economic Recovering/Resolving | COVID-19
Area - Caused/Prolonged  |immunisation - Not  |[DIAZEPAM] (C - n/a - n/a
Hospitalisation, applicable - [1d - - [n/a-n/a-n/a]),
Other Medically .3mL - n/a])
Important Condition) [FEXOFENADINE,
FEXOFENADINE
HYDROCHLORIDE] (C -
n/fa-nfa-[nfa-n/a-
n/al),
[KETOTIFEN, KETOTIFEN
HYDROGEN FUMARATE]
(C-n/a-n/a-[n/a-n/a
- n/fal),
[PROPRANOLOL,
PROPRANOLOL
HYDROCHLORIDE] (C -
nfa-nfa-[n/a-n/a-
n/al),
[SERTRALINE,
SERTRALINE
HYDROCHLORIDE] (C -
nfa-nfa-[n/a-nfa-
n/a])
EU-EC- 30/05/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |[No Altered state of COMIRNATY Not reported 1
10012589130 Professional |European Years |Specified consciousness (n/a - |[TOZINAMERAN] (S -
Economic Recovering/Resolving |COVID-19
Area - Other Medically immunisation - Not
Important applicable - [1d -
Condition), .3mL -
Intramuscular])
Anaphylactic shock
(533min -
Recovered/Resolved
- Other Medically
Important
Condition),
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(533min -
Recovered/Resolved
- Other Medically
Important
Condition),

Food allergy (n/a -
Unknown - ),

Gait disturbance
(515min -
Recovered/Resolved
- Other Medically
Important
Condition),

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

Oculomotor study
abnormal (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),

Peripheral coldness
(533min -
Recovered/Resolved
- Other Medically
Important
Condition),

Pulse abnormal
(515min -
Recovered/Resolved
- Other Medically
Important
Condition),

Tachycardia (n/a -
Unknown - ),

Tachypnoea (515min
Recovered/Resolved
- Other Medically

Important Condition)

EU-EC-
10012589433

30/05/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

Fatigue (n/a -
Unknown - ),

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

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

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

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

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

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

EVRA
[ETHINYLESTRADIOL,
NORELGESTROMIN] (C -
Menstrual disorder - n/a -
[n/a-n/a-
Transdermal]),

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

[AZELASTINE
HYDROCHLORIDE,
FLUTICASONE
PROPIONATE] (C -
Hypersensitivity - n/a -
[n/a - n/a - njal),

[CETIRIZINE
DIHYDROCHLORIDE] (C -
Hypersensitivity - n/a -
[n/a - 10mL - n/a])

EU-EC-
10012590569

30/05/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Chest discomfort
(n/a-
Recovering/Resolving

»

Chest pain (n/a -
Recovering/Resolving

i

Dyspnoea (n/a -
Recovering/Resolving
=)

Malaise (n/a -
Recovering/Resolving

I

Mitral valve
incompetence (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),

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

Nausea (n/a -
Recovering/Resolving
=)

Pyrexia (n/a -
Recovering/Resolving

-)

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

Not reported

EU-EC-
10012590675

30/05/2022

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

Spontaneous

Healthcare
Professional

European
Economic

Not available

12-17
Years

Adolescent

Female

Autoimmune
thyroiditis (n/a - Not

COMIRNATY
[TOZINAMERAN] (S -

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

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

immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])

Area Recovered/Not COVID-19
Resolved - Other immunisation - Not
Medically Important |applicable - [1d -
Condition) 1{DF} -
Intramuscular])
EU-EC- 30/05/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female [No Immune COMIRNATY Not reported 1
10012590743 Professional |Economic Years thrombocytopenia [TOZINAMERAN] (S -
Area (n/a- COvID-19
Recovered/Resolved |immunisation - n/a -
- Caused/Prolonged |[n/a - 1{DF} -
Hospitalisation) Intramuscular])
EU-EC- 30/05/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Urticaria (n/a - COMIRNATY Not reported 1
10012590822 Healthcare  |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area - Other Medically COVID-19
Important Condition) |immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 30/05/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Menstrual disorder | COMIRNATY Not reported 1
10012590877 Healthcare |Economic Years (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not COvID-19
Resolved - ) immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 30/05/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Dizziness (n/a - Not |COMIRNATY Not reported I
10012590914 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19

Return - Refresh - Print - Export

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