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Primary
EV N Source . Patient . . . Suspect/interacting Drug List |Concomitant/Nc
Primary Patient . Parent |Reaction List PT (Duration — ~ o i .
EU Local Gateyvay Report Type |Source Country Literature Reference Age Age Group |Patient Child |Outcome - Seriousness (Dryg Char Ind'cat".)n PT Drug L'.St (Drug
Number Receipt Qualification for Grou (as per Sex Report | Criteria) Action taken - [Duration - Indication PT -.
Date Regulatory P reporter) P Dose - Route]) [Duration - Dos
Purposes
EU-EC- 26/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - Unknown - COMIRNATY [TOZINAMERAN] | Not reported
10012026210 Professional |Economic Years Other Medically Important (S-nfa-nfa-[nfa-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 26/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - Unknown - COMIRNATY [TOZINAMERAN] | Not reported
10012026309 Professional |Economic Years Other Medically Important (S-n/fa-n/a-[n/a-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 26/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - Unknown - COMIRNATY [TOZINAMERAN] | Not reported
10012026465 Professional |Economic Years Other Medically Important (S-n/fa-n/a-[n/a-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 26/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - Unknown - COMIRNATY [TOZINAMERAN] | Not reported
10012026516 Professional |Economic Years Other Medically Important (S-n/fa-nfa-[nfa-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 26/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - Unknown - COMIRNATY [TOZINAMERAN] |Not reported
10012026583 Professional | Economic Years Other Medically Important (S-nfa-nfa-[nfa-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 26/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - Unknown - COMIRNATY [TOZINAMERAN] | Not reported
10012026590 Professional |Economic Years Other Medically Important (S-n/fa-nfa-[n/a-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 26/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - Unknown - COMIRNATY [TOZINAMERAN] | Not reported
10012026691 Professional |Economic Years Other Medically Important (S-n/fa-nfa-[n/a-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 26/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - Unknown - COMIRNATY [TOZINAMERAN] | Not reported
10012026697 Professional | Economic Years Other Medically Important (S-n/a-nfa-[n/a-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 26/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - Unknown - COMIRNATY [TOZINAMERAN] |Not reported
10012026863 Professional |Economic Years Other Medically Important (S-nfa-nfa-[nfa-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 26/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - Unknown - COMIRNATY [TOZINAMERAN] | Not reported
10012026864 Professional |Economic Years Other Medically Important (S-n/fa-nfa-[n/a-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 25/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - Unknown - COMIRNATY [TOZINAMERAN] | Not reported
10012008470 Professional |Economic Years Other Medically Important (S-n/fa-nfa-[n/a-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 25/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - Unknown - COMIRNATY [TOZINAMERAN] |Not reported
10012008512 Professional |Economic Years Other Medically Important (S-n/fa-nfa-[nfa-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 25/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |Yes Chest pain (2d - COMIRNATY [TOZINAMERAN] |Not reported
10012008555 Healthcare |Economic Years Recovered/Resolved With (S - COVID-19 immunisation -
Professional |Area Sequelae - Disabling), Not applicable - [n/a - .3mL -
Intramuscular])
Fatigue (2d -
Recovered/Resolved With
Sequelae - Disabling),
Headache (2d -
Recovered/Resolved With
Sequelae - Disabling),
Pain in extremity (2d -
Recovered/Resolved With
Sequelae - Disabling),
Pyrexia (2d -
Recovered/Resolved With
Sequelae - Disabling),
Seizure (2d -
Recovered/Resolved With

1/48



30.11.2022 16.33

Run Line Listing Report

Sequelae - Disabling),

Somnolence (2d -
Recovered/Resolved With
Sequelae - Disabling)

EU-EC-
10012008583

25/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

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

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

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

Not reported

EU-EC-
10012008780

25/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

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

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

Not reported

EU-EC-
10012008945

25/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Asthenia (10d -
Recovered/Resolved - Other
Medically Important
Condition),

Decreased appetite (10d -
Recovered/Resolved - Other
Medically Important
Condition),

Loss of consciousness (10d -
Recovered/Resolved - Other
Medically Important
Condition),

Myalgia (10d -
Recovered/Resolved - Other
Medically Important
Condition),

Oropharyngeal pain (10d -
Recovered/Resolved - Other
Medically Important
Condition),

Pallor (10d -
Recovered/Resolved - Other
Medically Important
Condition),

Pyrexia (10d -
Recovered/Resolved - Other
Medically Important Condition)

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

- Intramuscular])

Not reported

EU-EC-
10012009259

25/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Arthralgia (n/a - Unknown - ),

Body temperature increased
(3d - Unknown - ),

Decreased appetite (n/a -
Unknown - ),

Fatigue (n/a - Unknown - ),

Lymphadenopathy (n/a -
Unknown - )

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

Not reported

EU-EC-
10012009894

25/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

Not reported

EU-EC-
10012010020

25/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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-
10012010034

25/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Not
Specified

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

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

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

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

Not reported

EU-EC-
10012010876

25/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

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

Not reported

EU-EC-
10012010882

25/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

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

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

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

Not reported

EU-EC-
10012010902

25/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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

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

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

Not reported

EU-EC-
10012011088

25/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Heavy menstrual bleeding (n/a
- Unknown - ),

Menstrual disorder (n/a -
Recovering/Resolving - )

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

[DROSPIRENON
ETHINYLESTRA
MONOHYDRATE
Contraception, |
disorder - n/a -
n/a])

EU-EC-
10012011206

25/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

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

Not available

12-17
Years

Adolescent

Female

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

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

Not reported
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Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 25/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - Unknown - COMIRNATY [TOZINAMERAN] | Not reported
10012011266 Professional |Economic Years Other Medically Important (S-n/a-nfa-[nfa-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 25/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Rash pruritic (n/a - Not COMIRNATY [TOZINAMERAN] |Not reported
10012011269 Healthcare |Economic Years Recovered/Not Resolved - ) (S-n/a-nfa-[n/a-nfa-
Professional |Area n/al)
EU-EC- 25/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - Unknown - COMIRNATY [TOZINAMERAN] | Not reported
10012011399 Professional |Economic Years Other Medically Important (S-n/fa-nfa-[n/a-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 25/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - Unknown - COMIRNATY [TOZINAMERAN] | Not reported
10012012008 Professional |Economic Years Other Medically Important (S-n/fa-nfa-[nfa-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 25/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - Unknown - |COMIRNATY [TOZINAMERAN] | Not reported
10012012039 Professional |Economic Years Other Medically Important (S-nfa-nfa-[nfa-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 25/03/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Abdominal pain (n/a - COMIRNATY [TOZINAMERAN] | Not reported
10012012083 Professional |European Years |Specified Unknown -), (S - COVID-19 immunisation -
Economic Not applicable - [1d - n/a -
Area Anaphylactic reaction (n/a - Intramuscular])
Recovered/Resolved -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),
Dyspnoea (n/a - Unknown - ),
Rash (n/a - Unknown - )
EU-EC- 25/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Polymenorrhoea (n/a - COMIRNATY [TOZINAMERAN] | Not reported
10012012100 Professional |Economic Years |Specified Unknown -) (S - COVID-19 immunisation -
Area Not applicable - [1d - n/a -
n/a])
EU-EC- 25/03/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Lymph node pain (n/a - COMIRNATY [TOZINAMERAN] | Not reported
10012012140 Healthcare |Economic Years |Specified Recovered/Resolved - ), (S - COVID-19 immunisation -
Professional |Area Not applicable - [1d - n/a -
Lymphadenopathy (n/a - n/al)
Recovered/Resolved - ),
Vaccination site pain (n/a -
Recovered/Resolved - )
EU-EC- 25/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Menstruation delayed (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10012012201 Professional |Economic Years |Specified Unknown -) (S - COVID-19 immunisation -
Area Not applicable - [1d - n/a -
n/al)
EU-EC- 25/03/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Chills (n/a - Not Recovered/Not | COMIRNATY [TOZINAMERAN] |Not reported
10012012234 Healthcare |Economic Years |Specified Resolved - ), (S - COVID-19 immunisation -
Professional |Area Not applicable - [1d - n/a -
Circulatory collapse (n/a - Not |n/a])
Recovered/Not Resolved -
Other Medically Important
Condition),
Migraine (n/a - Not
Recovered/Not Resolved - ),
Muscle spasms (n/a - Not
Recovered/Not Resolved - ),
Psychomotor hyperactivity (n/a
- Not Recovered/Not Resolved
EU-EC- 25/03/2022 | Spontaneous |Non Non Not available 12-17 |Not Not No Anxiety (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10012012247 Healthcare |European Years |Specified |Specified Recovered/Resolved With (S - COVID-19 immunisation -
Professional |Economic Sequelae - Other Medically Not applicable - [1d - n/a -
Area Important Condition), n/al)
Pyrexia (n/a - Not
Recovered/Not Resolved -
Other Medically Important
Condition),
Suspected COVID-19 (n/a -
Not Recovered/Not Resolved -
Other Medically Important
Condition),
Vomiting (n/a -
Recovering/Resolving - Other
Medically Important Condition)
EU-EC- 25/03/2022 | Spontaneous |Non Non Not available 12-17 |Not Male No Brain abscess (n/a - Not COMIRNATY [TOZINAMERAN] |Not reported
10012012268 Healthcare |European Years |Specified Recovered/Not Resolved - (S - COVID-19 immunisation -
Professional |Economic Caused/Prolonged Not applicable - [n/a - n/a -
Area Hospitalisation, Other n/al)
Medically Important Condition)
EU-EC- 25/03/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Chest pain (n/a - COMIRNATY [TOZINAMERAN] | Not reported
10012012275 Professional |European Years |Specified Recovered/Resolved - ), (S - COVID-19 immunisation -
Economic Not applicable - [1d - n/a -
Area Dyspnoea (n/a - n/al)
Recovered/Resolved - ),
Pericarditis (n/a -
Recovered/Resolved - Other
Medically Important Condition)
EU-EC- 25/03/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chills (n/a - Not Recovered/Not | COMIRNATY [TOZINAMERAN] | Not reported
10012012330 Professional |European Years |Specified Resolved - ), (S - COVID-19 immunisation -
Economic Not applicable - [1d - n/a -
Area Confusional state (n/a - Not n/al)
Recovered/Not Resolved - ),
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Decreased appetite (n/a - Not
Recovered/Not Resolved - ),

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

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

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

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

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

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

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

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

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

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

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

Neutrophil count decreased
(n/a - Not Recovered/Not
Resolved - ),

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

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

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

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

Red blood cell rouleaux
formation present (n/a - Not
Recovered/Not Resolved - ),

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

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

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

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

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

EU-EC- 25/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Amenorrhoea (n/a - Not COMIRNATY [TOZINAMERAN] | Not reported
10012012350 Professional |Economic Years |Specified Recovered/Not Resolved - ) (S - COVID-19 immunisation -
Area Not applicable - [1d - n/a -
n/a])
EU-EC- 25/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Nausea (n/a - COMIRNATY [TOZINAMERAN] | Not reported
10012012464 Professional |Economic Years |Specified Recovering/Resolving - ), (S - COVID-19 immunisation -
Area Not applicable - [n/a - n/a -
Rash (n/a - n/al)
Recovering/Resolving - ),
Skin disorder (n/a -
Recovering/Resolving - )
EU-EC- 25/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - Unknown - COMIRNATY [TOZINAMERAN] | Not reported
10012012837 Professional |Economic Years Other Medically Important (S-n/fa-nfa-[nfa-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 25/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - Unknown - COMIRNATY [TOZINAMERAN] |Not reported
10012012850 Professional |Economic Years Other Medically Important (S-nfa-nfa-[nfa-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 25/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - Unknown - COMIRNATY [TOZINAMERAN] |Not reported
10012012854 Professional |Economic Years Other Medically Important (S-nfa-n/a-[nfa-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 25/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - Unknown - COMIRNATY [TOZINAMERAN] | Not reported
10012012855 Professional |Economic Years Other Medically Important (S-n/fa-nfa-[nfa-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 25/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - Unknown - COMIRNATY [TOZINAMERAN] | Not reported
10012012883 Professional |Economic Years Other Medically Important (S-nfa-nfa-[nfa-n/a-
Area Condition), Intramuscular])

https://dap.ema.europa.eu/analytics/saw.dll?Go
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EU-EC-
10012012886

25/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Run Line Listing Report

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

Not reported

EU-EC-
10012012896

25/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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

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

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

Not reported

EU-EC-
10012012899

25/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

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

Not reported

EU-EC-
10012013187

25/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

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

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

Dry throat (n/a - Not
Recovered/Not Resolved -
Disabling),

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

Faecal calprotectin increased
(n/a - Not Recovered/Not
Resolved - Disabling),

Faeces hard (n/a - Not
Recovered/Not Resolved -
Disabling),

Irritable bowel syndrome (n/a
- Not Recovered/Not Resolved
- Disabling)

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

Not reported

EU-EC-
10012013315

25/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Not
Specified

No

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

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

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

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

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

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

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

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

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

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

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

COMIRNATY CONCENTRATE
FOR DISPERSION FOR
INJECTION COVID-19 MRNA
VACCINE (NUCLEOSIDE
MODIFIED) [TOZINAMERAN]
(S-n/a-nfa-[n/a-.3mL-
Intramuscular])

Not reported

EU-EC-
10012013328

25/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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

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

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

Not reported

EU-EC-
10012013389

25/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Eye swelling (n/a -
Recovered/Resolved - ),

Eyelid oedema (n/a -
Recovered/Resolved - )

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

Not reported

EU-EC-
10012013391

25/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

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

Not available

12-17
Years

Adolescent

Female

No

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

Areflexia (n/a - Unknown -

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

Not reported
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Caused/PEoIonged
Hospitalisation),

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

Depersonalisation/derealisation
disorder (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

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

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

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

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

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

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

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

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 -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

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

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

Respiratory rate increased (n/a
- Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

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

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

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

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

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

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

Vaccination failure (n/a -

EU-EC- 25/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Epilepsy (n/a - Not COMIRNATY [TOZINAMERAN] | Not reported
10012013555 Healthcare |Economic Years Recovered/Not Resolved - (S - COVID-19 immunisation -
Professional |Area Caused/Prolonged Not applicable - [n/a - 1{DF}
Hospitalisation) - n/al)
EU-EC- 25/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - Unknown - COMIRNATY [TOZINAMERAN] | Not reported
10012013707 Professional | Economic Years Other Medically Important (S-n/a-nfa-[n/a-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 25/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - Unknown - COMIRNATY [TOZINAMERAN] |Not reported
10012013713 Professional |Economic Years Other Medically Important (S-nfa-nfa-[nfa-n/a-
Area Condition), Intramuscular])
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Unknown - Other Medically
Important Condition)

EU-EC-
10012013788

25/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Hypotonic-hyporesponsive
episode (n/a - Unknown -
Caused/Prolonged
Hospitalisation),

Loss of consciousness (n/a -
Unknown - Caused/Prolonged
Hospitalisation)

COMIRNATY CONCENTRATE
FOR DISPERSION FOR
INJECTION COVID-19 MRNA
VACCINE (NUCLEOSIDE
MODIFIED) [TOZINAMERAN]
(S-n/fa-nfa-[n/a-n/a-
Intramuscular])

Not reported

EU-EC-
10012013794

25/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Chills (n/a - Unknown - ),
Headache (n/a - Unknown - ),

Hyperhidrosis (n/a - Unknown

Nausea (n/a - Unknown - ),
Syncope (n/a - Unknown - ),

Vision blurred (n/a - Unknown

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

Not reported

EU-EC-
10012013865

25/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

Not reported

EU-EC-
10012013929

25/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

Brain natriuretic peptide
increased (n/a - Unknown -
Caused/Prolonged
Hospitalisation, Disabling),

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

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

Multisystem inflammatory
syndrome in children (n/a -
Unknown - Caused/Prolonged
Hospitalisation, Disabling),

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

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

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

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

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

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

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

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

Not reported

EU-EC-
10012014156

25/03/2022

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

Not reported

EU-EC-
10012014162

25/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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

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

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

Not reported

EU-EC-
10012014167

25/03/2022

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

Not reported

EU-EC-
10012014623

25/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

COMIRNATY CONCENTRATE
FOR DISPERSION FOR
INJECTION COVID-19 MRNA
VACCINE (NUCLEOSIDE
MODIFIED) [TOZINAMERAN]
(S-nfa-nfa-[nfa-n/a-
Intramuscular])

Not reported

EU-EC-
10012014689

25/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

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

Not available

12-17
Years

Adolescent

Male

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

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

Not reported
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Fatigue (n/a - Not
Recovered/Not Resolved -
Caused/Prolonged
Hospitalisation),
Oxygen saturation abnormal
(n/a - Not Recovered/Not
Resolved - Caused/Prolonged
Hospitalisation),
Vomiting (n/a - Not
Recovered/Not Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 25/03/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Intermenstrual bleeding (n/a - |COMIRNATY [TOZINAMERAN] |[ETONOGESTRE
10012015537 Healthcare |Economic Years |Specified Not Recovered/Not Resolved - |(S - COVID-19 immunisation - [n/a - [n/a - n/a
Professional |Area ) Not applicable - [n/a - 1{DF}
- n/a]) [NAPROXEN SO
-nfa-[n/a-n/
[PARACETAMOL
-[nfa-n/a-n/
EU-EC- 25/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - Unknown - | COMIRNATY [TOZINAMERAN] | Not reported
10012015938 Professional |Economic Years Other Medically Important (S-n/a-nfa-[nfa-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 25/03/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Amenorrhoea (n/a - Not COMIRNATY [TOZINAMERAN] | Not reported
10012016028 Healthcare |Economic Years |Specified Recovered/Not Resolved - ) (S - COVID-19 immunisation -
Professional |Area Not applicable - [n/a - n/a -
n/a])
EU-EC- 25/03/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Ear infection (4d - Not COMIRNATY [TOZINAMERAN] |Not reported
10012016186 Healthcare |Economic Years |Specified Recovered/Not Resolved - ),  |(S - COVID-19 immunisation -
Professional |Area Not applicable - [n/a - n/a -
Fatigue (4d - Not n/al)
Recovered/Not Resolved - ),
Injection site reaction (4d -
Not Recovered/Not Resolved -
EU-EC- 25/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - Unknown - |COMIRNATY [TOZINAMERAN] |Not reported
10012016381 Professional | Economic Years Other Medically Important (S-nfa-nfa-[n/a-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 25/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Hypotonic-hyporesponsive COMIRNATY [TOZINAMERAN] | Not reported
10012016669 Professional |Economic Years |Specified episode (n/a - (S - COVID-19 immunisation -
Area Recovered/Resolved - ), n/a-[nfa-n/a-
Intramuscular])
Loss of consciousness (n/a -
Recovered/Resolved - ),
Syncope (n/a -
Recovered/Resolved - )
EU-EC- 25/03/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Epistaxis (n/a - Unknown - )  |COMIRNATY [TOZINAMERAN] | Not reported
10012016688 Healthcare |Economic Years |Specified (S - COVID-19 immunisation -
Professional |Area Not applicable - [n/a - n/a -
n/a])
EU-EC- 25/03/2022 | Spontaneous |Healthcare  |European |Not available 12-17 |Not Female |No Pyrexia (n/a - Unknown - ), COMIRNATY CONCENTRATE | Not reported
10012016763 Professional |Economic Years |Specified FOR DISPERSION FOR
Area Vomiting (n/a - Unknown - ) INJECTION COVID-19 MRNA
VACCINE (NUCLEOSIDE
MODIFIED) [TOZINAMERAN]
(S-n/fa-nfa-[n/a-.3mL-
Intramuscular])
EU-EC- 25/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - Unknown - |COMIRNATY [TOZINAMERAN] |Not reported
10012016785 Professional | Economic Years Other Medically Important (S-nfa-nfa-[nfa-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 25/03/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |Yes Lymph node pain (n/a - COMIRNATY [TOZINAMERAN] | Not reported
10012016937 Healthcare |Economic Years |Specified Unknown - ), (S - COVID-19 immunisation -
Professional |Area Not applicable - [1d - n/a -
Lymphadenopathy (n/a - n/a])
Unknown - )
EU-EC- 25/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Arthralgia (n/a - COMIRNATY [TOZINAMERAN] | [DROSPIRENON
10012016949 Professional |Economic Years |Specified Recovering/Resolving - ), (S - COVID-19 immunisation - | ETHINYLESTRA
Area Not applicable - [n/a - n/a- |ANHYDROUS, L
Chills (n/a - Intramuscular]), MONOHYDRATE
Recovering/Resolving - ), Contraception -
[A/HONG KONG/4801/2014 |- Oral]),
Malaise (n/a - (H3N2)-LIKE STRAIN
Recovering/Resolving - ), (A/HONG KONG/4801/2014, |[PREDNISOLON
X-263B), n/a-[n/a-n/a
Myalgia (n/a - B/BRISBANE/60/2008-LIKE
Recovering/Resolving - ),
(B/BRISBANE/60/2008, WILD
Pyrexia (n/a - TYPE), A/CALIFORNIA/7/2009
Recovered/Resolved - ) (H1IN1)PDMO09-DERIVED
STRAIN USED (NYMC X-181),
A/HONG KONG/4801/2014
(H3N2)-LIKE STRAIN
(A/HONG KONG/4801/2014,
X-263B),
B/BRISBANE/60/2008-LIKE
STRAIN
(B/BRISBANE/60/2008, WILD
TYPE), A/MICHIGAN/45/2015
(H1N1)PDMO09-LIKE STRAIN
(A/SINGAPORE/GP1908/2015,
IVR-180), INFLUENZA
VACCINE] (S - n/a - Not
applicable - [14h - n/a - n/a])
EU-EC- 25/03/2022 | Spontaneous |Healthcare  |Non Not available 12-17 |Not Male No Erythema (n/a - COMIRNATY [TOZINAMERAN] | Not reported
10012017036 Professional |European Years |Specified Recovering/Resolving - Other  |(S - COVID-19 immunisation -
Economic Medically Important Not applicable - [1d - n/a -
Area Condition), Intramuscular])
Pruritus (n/a -
Recovering/Resolving - Other
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Medically Important
Condition),
Rash (n/a -
Recovering/Resolving - Other
Medically Important Condition)
EU-EC- 25/03/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Amenorrhoea (n/a - Not COMIRNATY [TOZINAMERAN] | [LISDEXAMFET/
10012017488 Healthcare |Economic Years |Specified Recovered/Not Resolved - ) (S - Immunisation - n/a - [n/a | DIMESYLATE] (
Professional |Area - 30ug - Intramuscular]) deficit hyperacti
n/a - [n/a - 20n
EU-EC- 25/03/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Dysmenorrhoea (n/a - COMIRNATY [TOZINAMERAN] | Not reported
10012017498 Healthcare |Economic Years |Specified Recovering/Resolving - ), (S - Immunisation - n/a - [n/a
Professional |Area - n/a - Intramuscular])
Menstrual disorder (n/a -
Unknown - ),
Menstruation irregular (n/a -
Unknown - ),
Migraine (n/a -
Recovering/Resolving - ),
Polymenorrhoea (n/a -
Unknown - )
EU-EC- 25/03/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Decreased appetite (n/a - COMIRNATY [TOZINAMERAN] | [ETONOGESTRE
10012017649 Healthcare |Economic Years |Specified Recovering/Resolving - ), (S - Immunisation - n/a - [n/a | Contraception -
Professional |Area - n/a - Intramuscular]) - Subcutaneous
Dysmenorrhoea (n/a - Not
Recovered/Not Resolved - ),
Dysmenorrhoea (n/a -
Unknown - ),
Heavy menstrual bleeding (n/a
- Not Recovered/Not Resolved
=)
Nausea (n/a -
Recovering/Resolving - )
EU-EC- 25/03/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Menstruation delayed (n/a - COMIRNATY [TOZINAMERAN] | Not reported
10012017882 Healthcare |Economic Years |Specified Unknown - ) (S - COVID-19 immunisation -
Professional |Area Not applicable - [n/a - 1{DF}
- n/a])
EU-EC- 25/03/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Dizziness (n/a - Unknown - ), |COMIRNATY [TOZINAMERAN] |Not reported
10012018927 Healthcare |Economic Years |Specified (S - COVID-19 immunisation -
Professional |Area Dyspnoea (n/a - Unknown - ), |Not applicable - [1d - n/a -
n/a])
Nail discolouration (n/a -
Unknown - ),
Nausea (n/a - Unknown - ),
Palpitations (n/a - Unknown - )
EU-EC- 25/03/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Cough (n/a - Not COMIRNATY [TOZINAMERAN] |Not reported
10012018930 Professional |European Years |Specified Recovered/Not Resolved - ),  |(S - COVID-19 immunisation -
Economic Not applicable - [1d - n/a -
Area Dyspnoea (n/a - Not n/al)
Recovered/Not Resolved - ),
Headache (n/a - Not
Recovered/Not Resolved - ),
Lethargy (n/a - Not
Recovered/Not Resolved - ),
Myalgia (n/a - Not
Recovered/Not Resolved - ),
Nausea (n/a - Not
Recovered/Not Resolved - ),
Pyrexia (n/a - Not
Recovered/Not Resolved - ),
Rash (n/a - Not Recovered/Not
Resolved - ),
Syncope (n/a - Not
Recovered/Not Resolved -
Other Medically Important
Condition)
EU-EC- 25/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No Ear pain (n/a - Not COMIRNATY [TOZINAMERAN] | Not reported
10012018980 Professional |Economic Years Recovered/Not Resolved - ), (S - Immunisation - n/a - [n/a
Area - n/a - Intramuscular])
Headache (n/a - Not
Recovered/Not Resolved - ),
Palpitations (n/a - Not
Recovered/Not Resolved - ),
Tremor (n/a - Not
Recovered/Not Resolved - )
EU-EC- 25/03/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Dizziness (n/a - TOZINAMERAN Not reported
10012019495 Professional |European Years |Specified Recovered/Resolved - Other [TOZINAMERAN] (S - COVID-
Economic Medically Important 19 immunisation - Not
Area Condition), applicable - [1d - n/a -
Intramuscular])
Expired product administered
(n/a - Unknown - ),
Headache (n/a -
Recovered/Resolved - Other
Medically Important
Condition),
Nausea (n/a -
Recovered/Resolved - Other
Medically Important
Condition),
Photophobia (n/a -
Recovered/Resolved - Other
Medically Important Condition)
EU-EC- 25/03/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Dizziness (n/a - COMIRNATY [TOZINAMERAN] | Not reported
10012019545 Healthcare |Economic Years |Specified Recovering/Resolving - ) (S-n/a-nfa-[n/a-n/a-
Professional |Area n/al)
EU-EC- 25/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Child Male No Deafness (n/a - Not COMIRNATY [TOZINAMERAN] | Not reported
10012019890 Professional |Economic Years Recovered/Not Resolved - (S - COVID-19 immunisation -
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Area Other Medically Important n/a - [n/a- 1{DF} -
Condition), Intramuscular])
Facial paralysis (n/a - Not
Recovered/Not Resolved -
Other Medically Important
Condition)
EU-EC- 25/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Throat tightness (n/a - COMIRNATY [TOZINAMERAN] | Not reported
10012019998 Professional |Economic Years |Specified Recovering/Resolving - ) (S-n/fa-nfa-[n/a-n/a-
Area n/al)
EU-EC- 25/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Paraesthesia (n/a - Unknown - |COMIRNATY [TOZINAMERAN] |Not reported
10012020344 Professional |Economic Years |Specified (S-n/fa-nfa-[nfa-n/a-
Area n/a])
EU-EC- 25/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Immunisation reaction (n/a- |COMIRNATY [TOZINAMERAN] | Not reported
10012020423 Healthcare |Economic Years Not Recovered/Not Resolved - |(S - COVID-19 immunisation -
Professional |Area ) n/a - [n/a- 1{DF} -
Intramuscular])
EU-EC- 25/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - Unknown - COMIRNATY [TOZINAMERAN] | Not reported
10012021100 Professional |Economic Years Other Medically Important (S-n/fa-nfa-[nfa-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 25/03/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |Yes Axillary pain (n/a - Not COMIRNATY [TOZINAMERAN] | Not reported
10012021336 Healthcare |Economic Years |Specified Recovered/Not Resolved - ), (S - COVID-19 immunisation -
Professional |Area Not applicable - [1d - n/a -
Fatigue (n/a - Intramuscular])
Recovered/Resolved - ),
Headache (n/a -
Recovered/Resolved - )
EU-EC- 25/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Dizziness (n/a - Not COMIRNATY [TOZINAMERAN] | Not reported
10012021357 Professional |Economic Years Recovered/Not Resolved - ), (S - Immunisation - n/a - [n/a
Area - 3{DF} - n/a])
Paraesthesia (n/a - Not
Recovered/Not Resolved - ),
Visual impairment (1d -
Recovered/Resolved - )
EU-EC- 25/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Myalgia (n/a - Unknown - ) COMIRNATY [TOZINAMERAN] | Not reported
10012021823 Professional |Economic Years |Specified (S - COVID-19 immunisation -
Area Not applicable - [1d - n/a -
n/a])
EU-EC- 25/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - Unknown - COMIRNATY [TOZINAMERAN] | Not reported
10012022485 Professional |Economic Years Other Medically Important (S-n/fa-nfa-[nfa-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 25/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Menarche (n/a - Not COMIRNATY [TOZINAMERAN] | Not reported
10012023320 Healthcare |Economic Years Recovered/Not Resolved - ) (S - COVID-19 immunisation -
Professional |Area Drug withdrawn - [1d - .3mL -
n/a])
EU-EC- 25/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Vaccination site discomfort COMIRNATY [TOZINAMERAN] | Not reported
10012023435 Professional |Economic Years (n/a - Unknown - ), (S - COVID-19 immunisation -
Area Not applicable - [1d - 1{DF} -
Vaccination site infllmmation  |Unknown])
(n/a - Unknown - )
EU-EC- 25/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Vaccination site COMIRNATY [TOZINAMERAN] | Not reported
10012023456 Professional |Economic Years lymphadenopathy (n/a - (S - COVID-19 immunisation -
Area Recovering/Resolving - ) Not applicable - [0d - n/a -
n/a])
EU-EC- 24/03/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Chest pain (n/a - Not COMIRNATY [TOZINAMERAN] |[DESMOPRESSI
10011994539 Healthcare |Economic Years |Specified Recovered/Not Resolved - ),  |(S - COVID-19 immunisation - |- n/a - [n/a - 12
Professional |Area Not applicable - [n/a - .3mL -
Migraine (n/a - Not Intramuscular]) [OXYBUTYNIN
Recovered/Not Resolved - ), HYDROCHLORII
n/a - [n/a - 5m¢
Pain in extremity (n/a - Not
Recovered/Not Resolved - ),
Pyrexia (n/a - Not
Recovered/Not Resolved - )
EU-EC- 24/03/2022 | Spontaneous |Non European | Not available 12-17 |Not Female |No Syncope (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011994577 Healthcare |Economic Years |Specified Recovered/Resolved With (S - COVID-19 immunisation -
Professional |Area Sequelae - Caused/Prolonged | Not applicable - [n/a - 1{DF}
Hospitalisation) - Intramuscular])
EU-EC- 24/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Asthenia (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011994667 Professional | Economic Years |Specified Recovering/Resolving - ), (S - COVID-19 immunisation -
Area Dose not changed - [n/a -
Sleep disorder (n/a - .3mL - Intramuscular])
Recovering/Resolving - )
EU-EC- 24/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Myocarditis (n/a - COMIRNATY [TOZINAMERAN] | Not reported
10011994688 Professional |Economic Years |Specified Recovering/Resolving - (S - COVID-19 immunisation -
Area Caused/Prolonged n/a - [n/a- 1{DF} -
Hospitalisation) Intramuscular])
EU-EC- 24/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Fatigue (n/a - Not COMIRNATY [TOZINAMERAN] |Not reported
10011994729 Professional |Economic Years |Specified Recovered/Not Resolved - (S - COVID-19 immunisation -
Area Other Medically Important nfa-[nfa-.3mL-
Condition), Intramuscular])
Hyperpyrexia (n/a - Not
Recovered/Not Resolved -
Other Medically Important
Condition)
EU-EC- 24/03/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Ageusia (n/a - Not COMIRNATY [TOZINAMERAN] | WELLTEEN [AS(
10011995148 Healthcare |Economic Years |Specified Recovered/Not Resolved - ), (S - COVID-19 immunisation - |BIOTIN, CAMEL
Professional |Area Not applicable - [n/a - n/a- |CAROTENOIDS
Anosmia (n/a - Not n/al) CHROMIUM, CC
Recovered/Not Resolved - ) ACID, IODINE,
LEVOCARNITIN
MAGNESIUM, M
NICOTINIC ACI
PANTOTHENIC
PYRIDOXINE
HYDROCHLORII
RIBOFLAVIN, SI
THIAMINE, UBL
VACCINIUM SPt
NOS, VITAMIN
VITAMIN E NOS
n/a-n/a-[n/a
[COLECALCIFEF
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LIVER OIL (TYP
DOCONEXENT,

RETINOL, ALPH
TOCOPHEROL,

COLECALCIFER!
DOCONEXENT,

OIL, ICOSAPEN
ALPHATOCOPHI
(C-n/fa-n/a-

n/a])

EU-EC-
10011995150

24/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

Not reported

EU-EC-
10011995186

24/03/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

Peripheral nerve injury (n/a -
Not Recovered/Not Resolved -
Other Medically Important
Condition),

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

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

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

Not reported

EU-EC-
10011995536

24/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

Application site reaction (n/a -
Not Recovered/Not Resolved -

»

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

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

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

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

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

Not reported

EU-EC-
10011995781

24/03/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

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

Not reported

EU-EC-
10011995798

24/03/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

Not reported

EU-EC-
10011995828

24/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

Pyrexia (n/a -
Recovering/Resolving - )

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

Not reported

EU-EC-
10011995965

24/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

Not reported

EU-EC-
10011996170

24/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

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

Not reported

EU-EC-
10011996208

24/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Breast swelling (n/a -
Recovering/Resolving - ),

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

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

Not reported

EU-EC-
10011996271

24/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

Not reported

EU-EC-
10011996279

24/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

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

Not available

12-17
Years

Not
Specified

Male

No

Pyrexia (2d -
Recovered/Resolved - ),

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

Not reported
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Vomiting (2d -
Recovered/Resolved - )
EU-EC- 24/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Myocarditis (n/a - Not COMIRNATY [TOZINAMERAN] | Not reported
10011996648 Healthcare |Economic Years Recovered/Not Resolved - (S - Immunisation - n/a - [n/a
Professional |Area Other Medically Important - 2{DF} - n/a])
Condition)
EU-EC- 24/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Fatigue (n/a - Not COMIRNATY [TOZINAMERAN] | Not reported
10011996699 Professional |Economic Years |Specified Recovered/Not Resolved - ), (S - Immunisation - n/a - [n/a
Area - n/a - Intramuscular])
Headache (n/a - Not
Recovered/Not Resolved - ),
Nausea (n/a - Not
Recovered/Not Resolved - )
EU-EC- 24/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - Unknown - COMIRNATY [TOZINAMERAN] | Not reported
10011997226 Professional |Economic Years Other Medically Important (S-n/fa-nfa-[nfa-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 24/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - Unknown - COMIRNATY [TOZINAMERAN] | Not reported
10011997240 Professional |Economic Years Other Medically Important (S-nfa-nfa-[nfa-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 24/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - Unknown - COMIRNATY [TOZINAMERAN] | Not reported
10011997526 Professional |Economic Years Other Medically Important (S-nfa-nfa-[nfa-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 24/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - Unknown - COMIRNATY [TOZINAMERAN] | Not reported
10011997903 Professional |Economic Years Other Medically Important (S-nfa-nfa-[nfa-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 24/03/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Amenorrhoea (n/a - Not COMIRNATY [TOZINAMERAN] | Not reported
10011998198 Healthcare |Economic Years |Specified Recovered/Not Resolved - ) (S - COVID-19 immunisation -
Professional |Area Not applicable - [n/a - n/a -
n/a])
EU-EC- 24/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Deafness neurosensory (n/a - |COMIRNATY [TOZINAMERAN] | Not reported
10011998400 Professional | Economic Years |Specified Not Recovered/Not Resolved - |(S - COVID-19 immunisation -
Area Disabling, Other Medically Not applicable - [n/a - n/a -
Important Condition), n/al)
Deafness unilateral (n/a - Not
Recovered/Not Resolved -
Disabling, Other Medically
Important Condition),
Tinnitus (n/a - Not
Recovered/Not Resolved -
Disabling)
EU-EC- 24/03/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Menstruation delayed (n/a - COMIRNATY [TOZINAMERAN] | Not reported
10011998704 Healthcare  |Economic Years |Specified Unknown - ) (S - COVID-19 immunisation -
Professional |Area Not applicable - [n/a - 1{DF}
- n/a)
EU-EC- 24/03/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Dysmenorrhoea (n/a - Not COMIRNATY [TOZINAMERAN] | Not reported
10011998932 Healthcare |Economic Years |Specified Recovered/Not Resolved - ), (S - COVID-19 immunisation -
Professional |Area Not applicable - [n/a - 1{DF}
Hypomenorrhoea (n/a - - n/a])
Unknown - ),
Intermenstrual bleeding (n/a -
Unknown - )
EU-EC- 24/03/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Heavy menstrual bleeding COMIRNATY [TOZINAMERAN] | Not reported
10011998948 Healthcare |Economic Years |Specified (2mo - Recovered/Resolved - ) |(S - COVID-19 immunisation -
Professional |Area Not applicable - [n/a - 1{DF}
- n/a])
EU-EC- 24/03/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Injection site inflammation CERVARIX SUSPENSION FOR | Not reported
10011998976 Healthcare |Economic Years |Specified (n/a - Recovering/Resolving - | INJECTION [HUMAN
Professional |Area ) PAPILLOMAVIRUS TYPE 16 L1
PROTEIN, HUMAN
Injection site pain (n/a - PAPILLOMAVIRUS TYPE 18 L1
Recovering/Resolving - ), PROTEIN,
MONOPHOSPHORYL LIPID A,
Injection site swelling (n/a - HUMAN PAPILLOMAVIRUS
Recovering/Resolving - ), TYPE 16 L1 PROTEIN
ADJUVANTED BY AS04
Peripheral swelling (n/a - ADSORBED ON ALUMINIUM
Recovered/Resolved - ), HYDROXIDE, HYDRATED
PRODUCED ON
Rash (n/a - BACULOVIRUS HI-5 RIX4446
Recovering/Resolving - ) CELLS, TRICHOPLUSIA NI.
DERIVED, HUMAN
PAPILLOMAVIRUS TYPE 18 L1
PROTEIN ADJUVANTED BY
AS04 ADSORBED ON
ALUMINIUM HYDROXIDE,
HYDRATED PRODUCED ON
BACULOVIRUS HI-5 RIX4446
CELLS, TRICHOPLUSIA NI.
DERIVED, ALGELDRATE] (S -
Immunisation - Not applicable
- [n/a - n/a - n/a]),
COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [n/a - 1{DF}
- n/a])
EU-EC- 24/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Miller Fisher syndrome (n/a - |COMIRNATY [TOZINAMERAN] |Not reported
10011998984 Professional |Economic Years |Specified Not Recovered/Not Resolved - |(S - Immunisation - n/a - [n/a
Area Caused/Prolonged - 1{DF} - n/a - More in
Hospitalisation) ICSR]),
[B/BRISBANE/60/2008
(VICTORIA LINEAGE)-LIKE
STRAIN
(B/BRISBANE/60/2008, MEDI
228030),
B/MASSACHUSETTS/2/2012
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(YAMAGATA LINEAGE)-LIKE
STRAIN
(B/MASSACHUSETTS/2/2012,
MEDI 237751),
AJTEXAS/50/2012 (H3N2)-
LIKE STRAIN
(A/TEXAS/50/2012, X-223A),
AJCALIFORNIA/7/2009
(H1IN1)PDMO9 - DERIVED
STRAIN USED NYMC X-179A,
B/BRISBANE/60/2008
(VICTORIA LINEAGE)-LIKE
STRAIN
(B/BRISBANE/60/2008, MEDI
228030),
B/PHUKET/3073/2013-LIKE
VIRUS
(B/PHUKET/3073/2013, WILD
TYPE), A/MICHIGAN/45/2015
(H1IN1)PDMO9-LIKE STRAIN
(A/MICHIGAN/45/2015, NYMC
X-275), A/HONG
KONG/4801/2014 (H3N2)-
LIKE STRAIN (A/HONG
KONG/4801/2014, NYMC X-
263B),
B/MASSACHUSETTS/2/2012
(YAMAGATA LINEAGE)-LIKE
STRAIN
(B/MASSACHUSETTS/2/2012,
MEDI 237751),
B/BRISBANE/60/2008-LIKE
STRAIN
(B/BRISBANE/60/2008, WILD
TYPE), A/TEXAS/50/2012
(H3N2)-LIKE STRAIN
(A/TEXAS/50/2012, X-223A),
A/CALIFORNIA/7/2009
(H1N1)PDMO9 - DERIVED
STRAIN USED NYMC X-179A,
B/PHUKET/3073/2013-LIKE
VIRUS
(B/PHUKET/3073/2013, WILD
TYPE), A/GUANGDONG-
MAONAN/SWL1536/2019
(HIN1)PDMO9 - LIKE VIRUS
(A/GUANGDONG-
MAONAN/SWL1536/2019,
CNIC-1909), A/HONG
KONG/2671/2019 (H3N2) -
LIKE VIRUS (A/HONG
KONG/2671/2019, IVR-208),
B/WASHINGTON/02/2019 -
LIKE VIRUS
(B/WASHINGTON/02/2019,
WILD TYPE),
B/PHUKET/3073/2013-LIKE
VIRUS
(B/PHUKET/3073/2013, WILD
TYPE), A/MICHIGAN/45/2015
(H1N1)PDMO9-LIKE STRAIN
(A/MICHIGAN/45/2015, NYMC
X-275),
B/COLORADO/06/2017-LIKE
VIRUS (B/VICTORIA/2/87
LINEAGE)
(B/MARYLAND/15/2016,
NYMC BX-69A),
A/SINGAPORE/INFIMH-16-
0019/2016 (H3N2)-LIKE
STRAIN
(A/SINGAPORE/INFIMH-16-
0019/2016, IVR-186),
B/PHUKET/3073/2013-LIKE
VIRUS
(B/PHUKET/3073/2013, WILD
TYPE), B/BRISBANE/60/2008-
LIKE STRAIN
(B/BRISBANE/60/2008, WILD
TYPE), A/HONG
KONG/4801/2014 (H3N2)-
LIKE STRAIN (A/HONG
KONG/4801/2014, NYMC X-
263B), A/CALIFORNIA/7/2009
(H1IN1)PDMO9 - DERIVED
STRAIN USED NYMC X-179A,
B/PHUKET/3073/2013-LIKE
VIRUS
(B/PHUKET/3073/2013, WILD
TYPE), B/BRISBANE/60/2008-
LIKE STRAIN
(B/BRISBANE/60/2008, WILD
TYPE), A/MICHIGAN/45/2015
(H1IN1)PDMO9-LIKE STRAIN
(A/MICHIGAN/45/2015, NYMC
X-275), A/HONG
KONG/4801/2014 (H3N2)-
LIKE STRAIN (A/HONG
KONG/4801/2014, NYMC X-
2638), B/PHUKET/3073/2013-
LIKE VIRUS
(B/PHUKET/3073/2013, WILD
TYPE),
B/COLORADO/06/2017-LIKE
VIRUS (B/VICTORIA/2/87
LINEAGE)
(B/MARYLAND/15/2016,
NYMC BX-69A),
A/BRISBANE/02/2018
(H1IN1)PDMO9-LIKE VIRUS
(A/BRISBANE/02/2018, IVR-
190), A/KANSAS/14/2017
(H3N2)-LIKE VIRUS
(A/KANSAS/14/2017, NYMC X-
327), B/PHUKET/3073/2013-
LIKE VIRUS
(B/PHUKET/3073/2013, WILD
TYPE),
B/WASHINGTON/02/2019 -
LIKE VIRUS
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(B/WASHINGTON/02/2019,
WILD TYPE),
A/VICTORIA/2570/2019
(H1N1)PDMO9-LIKE STRAIN
(A/VICTORIA/2570/2019,
IVR-215), INFLUENZA A
VIRUS,
A/CAMBODIA/E0826360/2020
(H3N2) - LIKE STRAIN
(A/TASMANIA/503/2020, IVR-
221), INACTIVATED] (S - n/a
- n/a-[n/a - n/a - n/al)
EU-EC- 24/03/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Thrombosis (n/a - Not COMIRNATY [TOZINAMERAN] |Not reported
10011999016 Healthcare |Economic Years |Specified Recovered/Not Resolved - (S - COVID-19 immunisation -
Professional |Area Caused/Prolonged Not applicable - [n/a - 1{DF}
Hospitalisation) - n/a])
EU-EC- 24/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent [Female |No COVID-19 (n/a - Unknown - |COMIRNATY [TOZINAMERAN] | Not reported
10011999284 Professional |Economic Years Other Medically Important (S-nfa-nfa-[n/a-nfa-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 24/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - Unknown - |COMIRNATY [TOZINAMERAN] |Not reported
10011999288 Professional |Economic Years Other Medically Important (S-n/a-nfa-[n/a-nfa-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 24/03/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Dizziness (4d - COMIRNATY [TOZINAMERAN] |Not reported
10011999495 Healthcare |Economic Years |Specified Recovered/Resolved - ), (S-n/a-nfa-[n/a-30ug -
Professional |Area Intramuscular])
Headache (4d -
Recovered/Resolved - ),
Heart rate (4d -
Recovered/Resolved - ),
Nausea (4d -
Recovered/Resolved - ),
Pyrexia (4d -
Recovered/Resolved - )
EU-EC- 24/03/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Heavy menstrual bleeding (n/a | COMIRNATY [TOZINAMERAN] |Not reported
10011999554 Healthcare |Economic Years |Specified - Not Recovered/Not Resolved |(S - COVID-19 immunisation -
Professional |Area =) Not applicable - [n/a - 1{DF}
- njal),
Intermenstrual bleeding (n/a -
Not Recovered/Not Resolved - |[ETONOGESTREL] (S - n/a -
) Dose not changed - [n/a - n/a
- n/a])
Polymenorrhoea (n/a - Not
Recovered/Not Resolved - )
EU-EC- 24/03/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Fatigue (1d - COMIRNATY [TOZINAMERAN] | CERVARIX SUSH
10011999567 Healthcare |Economic Years |Specified Recovered/Resolved - ), (S - COVID-19 immunisation - | INJECTION [HU
Professional |Area Not applicable - [n/a - 1{DF} |PAPILLOMAVIRI
Myalgia (3d - - n/al) PROTEIN, HUM,
Recovered/Resolved - ) PAPILLOMAVIRI
PROTEIN, MON
LIPID A, HUMAI
PAPILLOMAVIRI
PROTEIN ADJU'
AS04 ADSORBE
ALUMINIUM HY
HYDRATED PRC
BACULOVIRUS
CELLS, TRICHO
DERIVED, HUM,
PAPILLOMAVIRI
PROTEIN ADJU
AS04 ADSORBE
ALUMINIUM HY
HYDRATED PRC
BACULOVIRUS
CELLS, TRICHO
DERIVED, ALGE
n/a-n/a-[n/a
EU-EC- 24/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Facial paresis (n/a - COMIRNATY [TOZINAMERAN] |CELLCEPT 250 |
10011999617 Professional | Economic Years |Specified Recovering/Resolving - ) (S - COVID-19 immunisation - |[MYCOPHENOL/
Area Not applicable - [n/a - 1{DF} [(C-n/a-n/a-
- n/a)]) n/a]),
NOT AVAILABLE
-[n/a-n/a-n/
[TACROLIMUS]
[n/a-n/a-n/a
EU-EC- 24/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - Unknown - |COMIRNATY [TOZINAMERAN] | Not reported
10011999749 Professional |Economic Years Other Medically Important (S-n/a-nfa-[n/a-nfa-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 24/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - Unknown - |COMIRNATY [TOZINAMERAN] | Not reported
10011999774 Professional |Economic Years Other Medically Important (S-n/a-nfa-[n/a-nfa-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 24/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - Unknown - |COMIRNATY [TOZINAMERAN] | Not reported
10012000065 Professional | Economic Years Other Medically Important (S-nfa-nfa-[nfa-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 24/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - Unknown - |COMIRNATY [TOZINAMERAN] | Not reported
10012000071 Professional | Economic Years Other Medically Important (S-nfa-nfa-[nfa-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 24/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Type 1 diabetes mellitus (n/a - |COMIRNATY [TOZINAMERAN] |Not reported
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10012000100 Healthcare |Economic Years Recovered/Resolved With (S-n/a-nfa-[85d-n/a-
Professional |Area Sequelae - Caused/Prolonged |n/a])
Hospitalisation)
EU-EC- 24/03/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Cough (n/a - Unknown - ), COMIRNATY [TOZINAMERAN] | Not reported
10012000575 Healthcare |Economic Years |Specified (S - COVID-19 immunisation -
Professional |Area Pyrexia (n/a - Unknown - ) Not applicable - [n/a - n/a -
n/al)
EU-EC- 24/03/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No COVID-19 immunisation (n/a - |COMIRNATY [TOZINAMERAN] | Not reported
10012000676 Healthcare |Economic Years |Specified Not Recovered/Not Resolved - (S - COVID-19 immunisation -
Professional |Area , Not applicable - [n/a - n/a -
n/a])
Extensive swelling of
vaccinated limb (n/a - Not
Recovered/Not Resolved - ),
Injection site
lymphadenopathy (n/a - Not
Recovered/Not Resolved - ),
Injection site pain (n/a - Not
Recovered/Not Resolved - )
EU-EC- 24/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Arrhythmia (0d - COMIRNATY [TOZINAMERAN] | Not reported
10012000769 Healthcare |Economic Years Recovered/Resolved - ) (S - Immunisation - n/a - [n/a
Professional |Area - n/a - n/a])
EU-EC- 24/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - Unknown - |COMIRNATY [TOZINAMERAN] | Not reported
10012001018 Professional | Economic Years Other Medically Important (S-nfa-nfa-[nfa-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 24/03/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Appendicitis (5min - COMIRNATY [TOZINAMERAN] | Not reported
10012001469 Professional |European Years |Specified Recovered/Resolved - (S - COVID-19 immunisation -
Economic Caused/Prolonged Not applicable - [1d - n/a -
Area Hospitalisation, Other Intramuscular])
Medically Important Condition)
EU-EC- 24/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - Unknown - |COMIRNATY [TOZINAMERAN] | Not reported
10012001753 Professional |Economic Years Other Medically Important (S-n/fa-nfa-[nfa-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 24/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - Unknown - COMIRNATY [TOZINAMERAN] | Not reported
10012001759 Professional |Economic Years Other Medically Important (S-n/fa-nfa-[n/a-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 24/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - Unknown - COMIRNATY [TOZINAMERAN] | Not reported
10012001760 Professional |Economic Years Other Medically Important (S-n/fa-nfa-[n/a-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 24/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Orchitis (n/a - Not COMIRNATY [TOZINAMERAN] | Not reported
10012002500 Professional |Economic Years Recovered/Not Resolved - (S - COVID-19 immunisation -
Area Other Medically Important Not applicable - [1d - 1{DF} -
Condition) Intramuscular])
EU-EC- 24/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Intermenstrual bleeding (n/a - |COMIRNATY [TOZINAMERAN] | Not reported
10012002938 Healthcare |Economic Years Recovered/Resolved - ) (S - COVID-19 immunisation -
Professional |Area n/a-[1d-.3mL-
Intramuscular])
EU-EC- 24/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Headache (n/a - Unknown -) |COMIRNATY [TOZINAMERAN] | Not reported
10012002975 Professional |Economic Years (S - COVID-19 immunisation -
Area Not applicable - [1d - n/a -
Intramuscular])
EU-EC- 24/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Dysmenorrhoea (n/a - Not COMIRNATY [TOZINAMERAN] | Not reported
10012003029 Healthcare |Economic Years Recovered/Not Resolved - ) (S - COVID-19 immunisation -
Professional |Area Not applicable - [n/a - 1{DF}
- Intramuscular])
EU-EC- 24/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Lymphadenopathy (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10012003120 Healthcare |Economic Years Unknown - ) (S - COVID-19 immunisation -
Professional |Area Not applicable - [n/a - 1{DF}
- Intramuscular])
EU-EC- 24/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Herpes zoster (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10012003155 Professional |Economic Years Recovering/Resolving - ) (S - COVID-19 immunisation -
Area Not applicable - [1d - 1{DF} -
Intramuscular])
EU-EC- 24/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Epistaxis (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10012003171 Healthcare |Economic Years Recovering/Resolving - ), (S - COVID-19 immunisation -
Professional |Area Not applicable - [1d - 1{DF} -
Influenza like illness (n/a - Intramuscular])
Recovering/Resolving - ),
Menstruation irregular (n/a -
Recovering/Resolving - )
EU-EC- 24/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Influenza like illness (n/a - COMIRNATY [TOZINAMERAN] | Not reported
10012003228 Healthcare | Economic Years Recovering/Resolving - ), (S - COVID-19 immunisation -
Professional |Area Not applicable - [1d - 1{DF} -
Malaise (n/a - Intramuscular])
Recovering/Resolving - ),
Menstruation irregular (n/a -
Recovering/Resolving - )
EU-EC- 24/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Asthmatic crisis (n/a - COMIRNATY [TOZINAMERAN] | Not reported
10012003274 Professional |Economic Years Recovering/Resolving - ) (S - COVID-19 immunisation -
Area Not applicable - [1d - 1{DF} -
Intramuscular])
EU-EC- 24/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Asthenia (n/a - COMIRNATY [TOZINAMERAN] | Not reported
10012003343 Professional |Economic Years Recovering/Resolving - ), (S - COVID-19 immunisation -
Area Not applicable - [1d - 1{DF} -
Urticaria (n/a - Intramuscular])
Recovering/Resolving - )
EU-EC- 24/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Headache (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10012003425 Healthcare |Economic Years Recovering/Resolving - ), (S - COVID-19 immunisation -
Professional |Area Not applicable - [1d - 1{DF} -
Malaise (n/a - Intramuscular])
Recovering/Resolving - ),
Nausea (n/a -
Recovering/Resolving - ),
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Tinnitus (n/a -
Recovering/Resolving - )
EU-EC- 24/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Aggression (330d - COMIRNATY [TOZINAMERAN] | [ZIPRASIDONE;
10012003738 Healthcare |Economic Years Recovered/Resolved With (S - COVID-19 immunisation - | spectrum disorc
Professional |Area Sequelae - Other Medically Not applicable - [n/a - 1{DF} |- n/a - Oral])
Important Condition), - Intramuscular])
Concomitant disease
aggravated (330d -
Recovered/Resolved With
Sequelae - Other Medically
Important Condition),
Intentional self-injury (330d -
Recovered/Resolved With
Sequelae - Other Medically
Important Condition)
EU-EC- 24/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Aggression (n/a - Not COMIRNATY [TOZINAMERAN] |[ZIPRASIDONE.
10012003739 Healthcare |Economic Years Recovered/Not Resolved - (S - COVID-19 immunisation - |spectrum disorc
Professional |Area Other Medically Important Not applicable - [n/a - 1{DF} |- n/a - n/a])
Condition), - Intramuscular])
Concomitant disease
aggravated (n/a - Not
Recovered/Not Resolved -
Other Medically Important
Condition),
Spinal fracture (n/a - Not
Recovered/Not Resolved -
Other Medically Important
Condition)
EU-EC- 24/03/2022 |Spontaneous |Non Non Not available 12-17 |Not Male No Myopericarditis (n/a - COMIRNATY [TOZINAMERAN] | Not reported
10012004138 Healthcare |European Years |Specified Unknown - Other Medically (S - COVID-19 immunisation -
Professional |Economic Important Condition) Not applicable - [n/a - n/a -
Area n/al)
EU-EC- 24/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Facial paralysis (n/a - Unknown | COMIRNATY [TOZINAMERAN] | Not reported
10012004169 Professional |Economic Years |Specified - Other Medically Important (S - COVID-19 immunisation -
Area Condition) Not applicable - [1d - n/a -
n/a])
EU-EC- 24/03/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Headache (n/a - Unknown - ), |COMIRNATY [TOZINAMERAN] | Not reported
10012004195 Healthcare |Economic Years |Specified (S - COVID-19 immunisation -
Professional |Area Vertigo (n/a - Unknown - ) Not applicable - [1d - n/a -
n/a])
EU-EC- 24/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Swelling (n/a - Not COMIRNATY [TOZINAMERAN] | Not reported
10012004375 Healthcare |Economic Years Recovered/Not Resolved - (S - Immunisation - n/a - [n/a
Professional |Area Other Medically Important - 1{DF} - n/al)
Condition)
EU-EC- 24/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Chest pain (n/a - Unknown - ), |COMIRNATY [TOZINAMERAN] | Not reported
10012004579 Professional |Economic Years |Specified (S - COVID-19 immunisation -
Area Neck pain (n/a - Unknown - ), |Not applicable - [1d - n/a -
n/a])
Pericarditis (n/a - Not
Recovered/Not Resolved -
Other Medically Important
Condition)
EU-EC- 24/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - Unknown - COMIRNATY [TOZINAMERAN] | Not reported
10012004696 Professional |Economic Years Other Medically Important (S-n/a-nfa-[n/a-nfa-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 24/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - Unknown - COMIRNATY [TOZINAMERAN] | Not reported
10012004708 Professional |Economic Years Other Medically Important (S-n/fa-nfa-[n/a-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 24/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - Unknown - COMIRNATY [TOZINAMERAN] | Not reported
10012004995 Professional |Economic Years Other Medically Important (S-nfa-nfa-[n/a-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 24/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - Unknown - COMIRNATY [TOZINAMERAN] | Not reported
10012004997 Professional |Economic Years Other Medically Important (S-n/fa-nfa-[nfa-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 24/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - Unknown - |COMIRNATY [TOZINAMERAN] | Not reported
10012005002 Professional | Economic Years Other Medically Important (S-nfa-nfa-[nfa-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 24/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - Unknown - COMIRNATY [TOZINAMERAN] | Not reported
10012005010 Professional |Economic Years Other Medically Important (S-n/fa-nfa-[n/a-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 24/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - Unknown - COMIRNATY [TOZINAMERAN] | Not reported
10012005302 Professional |Economic Years Other Medically Important (S-nfa-nfa-[n/a-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 24/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - Unknown - |COMIRNATY [TOZINAMERAN] |Not reported
10012005303 Professional |Economic Years Other Medically Important (S-n/a-nfa-[n/a-nfa-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 24/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - Unknown - |COMIRNATY [TOZINAMERAN] |Not reported
10012005310 Professional | Economic Years Other Medically Important (S-nfa-nfa-[nfa-n/a-
Area Condition), Intramuscular])
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Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 24/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - Unknown - COMIRNATY [TOZINAMERAN] | Not reported
10012005313 Professional |Economic Years Other Medically Important (S-n/a-nfa-[nfa-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 24/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - Unknown - COMIRNATY [TOZINAMERAN] | Not reported
10012005314 Professional |Economic Years Other Medically Important (S-n/fa-nfa-[nfa-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 24/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - Unknown - COMIRNATY [TOZINAMERAN] | Not reported
10012005318 Professional |Economic Years Other Medically Important (S-n/fa-nfa-[n/a-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 24/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - Unknown - COMIRNATY [TOZINAMERAN] | Not reported
10012005319 Professional |Economic Years Other Medically Important (S-n/fa-nfa-[n/a-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 24/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - Unknown - COMIRNATY [TOZINAMERAN] | Not reported
10012005320 Professional | Economic Years Other Medically Important (S-n/a-nfa-[nfa-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 24/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - Unknown - COMIRNATY [TOZINAMERAN] | Not reported
10012005555 Professional |Economic Years Other Medically Important (S-n/a-nfa-[n/a-nfa-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 24/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - Unknown - COMIRNATY [TOZINAMERAN] | Not reported
10012005622 Professional |Economic Years Other Medically Important (S-n/fa-nfa-[n/a-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 24/03/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Diarrhoea (n/a - Unknown - ), |COMIRNATY [TOZINAMERAN] |Not reported
10012006628 Healthcare |Economic Years |Specified (S - COVID-19 immunisation -
Professional |Area Headache (n/a - Unknown - ), |Not applicable - [1d - n/a -
n/a])
Nausea (n/a - Unknown - )
EU-EC- 24/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - Unknown - COMIRNATY [TOZINAMERAN] | Not reported
10012006828 Professional |Economic Years Other Medically Important (S-nfa-nfa-[n/a-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 24/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - Unknown - COMIRNATY [TOZINAMERAN] |Not reported
10012007098 Professional | Economic Years Other Medically Important (S-n/fa-nfa-[nfa-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 24/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - Unknown - COMIRNATY [TOZINAMERAN] | Not reported
10012007101 Professional |Economic Years Other Medically Important (S-n/fa-nfa-[nfa-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 24/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - Unknown - | COMIRNATY [TOZINAMERAN] | Not reported
10012007260 Professional |Economic Years Other Medically Important (S-n/fa-nfa-[n/a-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 24/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Fatigue (n/a - Unknown - ), COMIRNATY [TOZINAMERAN] | Not reported
10012007433 Professional | Economic Years |Specified (S - COVID-19 immunisation -
Area Nasal congestion (n/a - Not applicable - [1d - n/a -
Unknown - ), n/a])
Palpitations (n/a - Unknown - )
EU-EC- 24/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Vaccination site pain (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10012007588 Professional |Economic Years Unknown -) (S - COVID-19 immunisation -
Area Not applicable - [1d - 1{DF} -
Unknown])
EU-EC- 24/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - Unknown - |COMIRNATY [TOZINAMERAN] | Not reported
10012007924 Professional | Economic Years Other Medically Important (S-nfa-nfa-[nfa-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 24/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Paraesthesia (n/a - COMIRNATY [TOZINAMERAN] | Not reported
10012008138 Professional | Economic Years |Specified Recovered/Resolved - ), (S - COVID-19 immunisation -
Area Not applicable - [n/a - n/a -
Sensory loss (n/a - n/al)
Recovered/Resolved - )
EU-EC- 24/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - Unknown - |COMIRNATY [TOZINAMERAN] | Not reported
10012008213 Professional |Economic Years Other Medically Important (S-n/fa-nfa-[nfa-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 24/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - Unknown - COMIRNATY [TOZINAMERAN] | Not reported
10012008283 Professional |Economic Years Other Medically Important (S-n/fa-nfa-[n/a-n/a-

17/48



30.11.2022 16.33

Run Line Listing Report

Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 24/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - Unknown - COMIRNATY [TOZINAMERAN] | Not reported
10012008309 Professional |Economic Years Other Medically Important (S-n/a-nfa-[n/a-nja-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 23/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Dyspnoea (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011980870 Professional |Economic Years |Specified Recovering/Resolving - ), (S - COVID-19 immunisation -
Area n/a - [n/a - 30ug -
Musculoskeletal pain (n/a - Intramuscular])
Recovering/Resolving - ),
Pyrexia (n/a -
Recovering/Resolving - )
EU-EC- 23/03/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Asthenia (n/a - Not COMIRNATY [TOZINAMERAN] | Not reported
10011980889 Healthcare |Economic Years |Specified Recovered/Not Resolved - (S - COVID-19 immunisation -
Professional |Area Caused/Prolonged Not applicable - [n/a - .3mL -
Hospitalisation), Intramuscular])
Confusional state (n/a - Not
Recovered/Not Resolved -
Caused/Prolonged
Hospitalisation),
Dysgraphia (n/a - Not
Recovered/Not Resolved -
Caused/Prolonged
Hospitalisation),
Headache (n/a - Not
Recovered/Not Resolved -
Caused/Prolonged
Hospitalisation),
Reading disorder (n/a - Not
Recovered/Not Resolved -
Caused/Prolonged
Hospitalisation),
Somnolence (n/a - Not
Recovered/Not Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 23/03/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Pyrexia (n/a - Not COMIRNATY [TOZINAMERAN] |Not reported
10011981027 Healthcare |Economic Years |Specified Recovered/Not Resolved - (S - COVID-19 immunisation -
Professional |Area Caused/Prolonged n/a-[n/a-.3mL-
Hospitalisation) Intramuscular])
EU-EC- 23/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Pain in extremity (4d - COMIRNATY [TOZINAMERAN] |Not reported
10011981077 Professional | Economic Years |Specified Recovered/Resolved - ) (S - COVID-19 immunisation -
Area n/a-[n/a- 1{DF} -
Intramuscular])
EU-EC- 23/03/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Arthralgia (n/a - Unknown - ), |COMIRNATY [TOZINAMERAN] | Not reported
10011981135 Healthcare |Economic Years |Specified (S - COVID-19 prophylaxis -
Professional |Area Lymphadenopathy (n/a - n/a-[n/a-.3mL-
Unknown - ), Intramuscular])
Pain in extremity (n/a -
Unknown - ),
Pyrexia (n/a - Unknown - )
EU-EC- 23/03/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Axillary pain (n/a - COMIRNATY [TOZINAMERAN] | Not reported
10011981434 Healthcare |Economic Years |Specified Recovering/Resolving - ), (S - COVID-19 immunisation -
Professional |Area n/a - [n/a- 1{DF} -
Injection site pain (n/a - Intramuscular])
Recovering/Resolving - ),
Pain in extremity (n/a -
Recovering/Resolving - )
EU-EC- 23/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Asthenia (1d - COMIRNATY [TOZINAMERAN] | Not reported
10011981475 Professional | Economic Years |Specified Recovered/Resolved - ), (S - COVID-19 immunisation -
Area n/a - [n/a - 30ug -
Dysstasia (1d - Intramuscular])
Recovered/Resolved - )
EU-EC- 23/03/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Behcet's syndrome (n/a - COMIRNATY [TOZINAMERAN] | Not reported
10011982210 Professional |European Years |Specified Unknown - Other Medically (S - COVID-19 immunisation -
Economic Important Condition), Not applicable - [n/a - n/a -
Area n/a])
Genital ulceration (n/a -
Unknown - ),
Mouth ulceration (n/a -
Unknown - ),
Phlebitis (n/a - Unknown - )
EU-EC- 23/03/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Chills (n/a - Unknown - ), COMIRNATY [TOZINAMERAN] | Not reported
10011982491 Healthcare |Economic Years |Specified (S - COVID-19 immunisation -
Professional |Area Fatigue (n/a - Unknown - ), Not applicable - [1d - n/a -
n/a])
Headache (n/a - Unknown - ),
Nausea (n/a - Unknown - ),
Pain (n/a - Unknown - ),
Pyrexia (n/a - Unknown - ),
Vomiting (n/a - Unknown - )
EU-EC- 23/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Vaccination site erythema (n/a |COMIRNATY [TOZINAMERAN] | Not reported
10011983827 Professional | Economic Years |Specified - Unknown - ), (S - COVID-19 prophylaxis -
Area n/a-[n/a-.3mL-
Vaccination site warmth (n/a - |Intramuscular])
Unknown - )
EU-EC- 23/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male Yes Myocarditis (n/a - COMIRNATY [TOZINAMERAN] | Not reported
10011983928 Professional |Economic Years Recovering/Resolving - Life (S - COVID-19 immunisation -
Area Threatening, Not applicable - [n/a - .3mL -
Caused/Prolonged Intramuscular])
Hospitalisation)
EU-EC- 23/03/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Asthenia (0d - COMIRNATY [TOZINAMERAN] |IBUPROFEN [IB
10011984227 Healthcare |Economic Years |Specified Recovered/Resolved - (S - COVID-19 immunisation - | IBUPROFEN SO
Professional |Area Disabling), Not applicable - [n/a - n/fa- |- Unknown -)
n/a])
https://dap.ema.europa.eu/analytics/saw.dlI?Go 18/48
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Headache (3h -
Recovered/Resolved -
Disabling),

Malaise (3h -
Recovered/Resolved -
Disabling),

Nausea (3h -
Recovered/Resolved -
Disabling),

Presyncope (3h -
Recovered/Resolved -
Disabling),

Vomiting (3h -
Recovered/Resolved -
Disabling)

EU-EC-
10011984389

23/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

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

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

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

Troponin I increased (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10011984409

23/03/2022

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)

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

Not reported

EU-EC-
10011984773

23/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

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

Not reported

EU-EC-
10011985173

23/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Abdominal pain (n/a -
Unknown -),

Nausea (n/a - Unknown - ),

Vaccination site pain (n/a -
Unknown - )

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

Not reported

EU-EC-
10011985212

23/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Pollakiuria (n/a - Unknown - )

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

Not reported

EU-EC-
10011985217

23/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Malaise (n/a - Unknown - ),

Vaccination site pain (n/a -
Unknown - )

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [1d - 30ug -
n/a])

Not reported

EU-EC-
10011985283

23/03/2022

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

Not reported

EU-EC-
10011985314

23/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

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

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

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

Not reported

EU-EC-
10011985315

23/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

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

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

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

Not reported

EU-EC-
10011985344

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

23/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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

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

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

Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 23/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Angioedema (2d - COMIRNATY [TOZINAMERAN] | Not reported
10011985416 Healthcare |Economic Years Recovered/Resolved With (S - Immunisation - n/a - [n/a
Professional |Area Sequelae - Other Medically - 1{DF} - n/a])
Important Condition),
Urticaria (2d -
Recovered/Resolved With
Sequelae - )
EU-EC- 23/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Dizziness (10min - COMIRNATY [TOZINAMERAN] | Not reported
10011985671 Professional | Economic Years |Specified Recovered/Resolved - ), (S - COVID-19 immunisation -
Area Not applicable - [n/a - .3mL -
Nausea (10min - n/al)
Recovered/Resolved - )
EU-EC- 23/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - Unknown - COMIRNATY [TOZINAMERAN] | Not reported
10011985728 Professional |Economic Years Other Medically Important (S-n/fa-nfa-[nfa-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 23/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - Unknown - COMIRNATY [TOZINAMERAN] | Not reported
10011985731 Professional |Economic Years Other Medically Important (S-n/fa-nfa-[n/a-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 23/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - Unknown - COMIRNATY [TOZINAMERAN] | Not reported
10011985755 Professional | Economic Years Other Medically Important (S-n/a-nfa-[nfa-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 23/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - Unknown - COMIRNATY [TOZINAMERAN] | Not reported
10011986036 Professional |Economic Years Other Medically Important (S-n/a-nfa-[n/a-nfa-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 23/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Cerebral venous sinus COMIRNATY [TOZINAMERAN] | Not reported
10011986125 Healthcare |Economic Years thrombosis (n/a - Unknown - |(S - Immunisation - n/a - [n/a
Professional |Area Caused/Prolonged - n/a - n/a])
Hospitalisation),
Headache (n/a -
Recovering/Resolving - )
EU-EC- 23/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Deep vein thrombosis (n/a - COMIRNATY [TOZINAMERAN] | Not reported
10011986135 Healthcare |Economic Years Recovered/Resolved - (S - Immunisation - n/a - [n/a
Professional |Area Caused/Prolonged - n/a - n/a])
Hospitalisation)
EU-EC- 23/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Fatigue (1d - COMIRNATY [TOZINAMERAN] | Not reported
10011986704 Healthcare |Economic Years Recovered/Resolved - ), (S - COVID-19 immunisation -
Professional |Area n/a - [n/a - 1{DF} - n/a])
Gait disturbance (n/a -
Recovered/Resolved - ),
Loss of consciousness (n/a -
Recovered/Resolved - ),
Nausea (n/a -
Recovered/Resolved - )
EU-EC- 23/03/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Dysmenorrhoea (n/a - Not COMIRNATY [TOZINAMERAN] | Not reported
10011986752 Healthcare |Economic Years |Specified Recovered/Not Resolved - ), (S - Immunisation - n/a - [n/a
Professional |Area - n/a - Intramuscular])
Heavy menstrual bleeding (n/a
- Unknown - ),
Nausea (n/a - Unknown - )
EU-EC- 23/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Arrhythmia (n/a - Not COMIRNATY [TOZINAMERAN] | Not reported
10011986853 Healthcare |Economic Years Recovered/Not Resolved - (S - Immunisation - n/a - [n/a
Professional |Area Caused/Prolonged - n/a - n/a])
Hospitalisation)
EU-EC- 23/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Dizziness (n/a - Unknown - COMIRNATY [TOZINAMERAN] | Not reported
10011986873 Healthcare |Economic Years Caused/Prolonged (S - Immunisation - n/a - [n/a
Professional |Area Hospitalisation), - n/a-n/a))
Headache (2d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Nausea (2d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Paraesthesia (n/a - Unknown -
Caused/Prolonged
Hospitalisation),
Vomiting (0d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 23/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Headache (n/a - Not COMIRNATY [TOZINAMERAN] | Not reported
10011986881 Healthcare |Economic Years Recovered/Not Resolved - ) (S - Immunisation - n/a - [n/a
Professional |Area - 3{DF} - n/al])
EU-EC- 23/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Headache (n/a - Not COMIRNATY [TOZINAMERAN] | Not reported
10011986884 Healthcare |Economic Years Recovered/Not Resolved - ) (S - Immunisation - n/a - [n/a
Professional |Area - 2{DF} - n/al])
EU-EC- 23/03/2022 |Spontaneous |Healthcare |Non Szafron, V.. EARLY DIAGNOSIS |12-17 |Not Female |No Eosinophilic fasciitis (n/a - TOZINAMERAN Not reported
10011987777 Professional |European |OF EOSINOPHILIC FASCIITIS |Years |Specified Recovering/Resolving - Other  |[TOZINAMERAN] (S - COVID-
Economic |IN A 16 YEAR-OLD FEMALE. Medically Important Condition) |19 immunisation - Not
Area Annals of Allergy, Asthma and applicable - [n/a - n/a - n/a])
Immunology.. 2021;127 (5
Suppl):S119.
doi:10.1016/j.anai.2021.08.378
EU-EC- 23/03/2022 |Spontaneous |Healthcare |Non Yamada, K.. A Pediatric Case of |12-17 |Not Female |No Altered state of consciousness |COMIRNATY [TOZINAMERAN] |Not reported
10011987788 Professional |European |Fulminant Myocarditis Showing |Years |Specified (n/a - Recovering/Resolving - | (S - COVID-19 immunisation -
Multisystem Inflammatory Caused/Prolonged
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Syndrome-like Symptoms after
Novel Coronavirus Vaccination.
The 46th Meeting of the Society
of Kinki Area Kawasaki Disease
Research. 2022;46th:12

Run Line Listing Report

Hospitalisation, Other
Medically Important
Condition),

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

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

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

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

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

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

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

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

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

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

Systemic inflammatory
response syndrome (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),

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

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

EU-EC-
10011987800

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

23/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

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

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

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

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

Lethargy (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation, Other

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

[ACETYLSALICY
n/a-n/a-[n/a

[CEFOTAXIME, 1
SODIUM, CEFO'
SODIUM STERI
Bacterial infecti
n/a - n/al),

[CLINDAMYCIN
HYDROCHLORII
CLINDAMYCIN |
-n/a-n/a-[6c

[DALTEPARIN] |
-n/a-[8d-n/e

[METHYLPREDNM
METHYLPREDN:
SODIUM SuUCCI
Multisystem infl
syndrome in chi
[3d - n/a - n/a]

[NOREPINEPHR
Hypotension - r
n/a]),

[PREDNISOLON
n/a-[19d - n/a
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Medically Important
Condition),

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

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

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

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

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

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

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

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

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

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

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

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

n/aj)

EU-EC- 23/03/2022 | Spontaneous |Non Non Not available 12-17 |Not Female |No Bursitis (n/a - Not COMIRNATY [TOZINAMERAN] | Not reported
10011987807 Healthcare |European Years |Specified Recovered/Not Resolved - (S - COVID-19 immunisation -
Professional |Economic Other Medically Important Not applicable - [1d - n/a -
Area Condition), n/a])
Pain (n/a - Not Recovered/Not
Resolved - Other Medically
Important Condition)
EU-EC- 23/03/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Cystitis (n/a - COMIRNATY [TOZINAMERAN] | Not reported
10011988414 Healthcare |Economic Years |Specified Recovered/Resolved - ) (S - Immunisation - Not
Professional |Area applicable - [n/a - n/a -
Intramuscular])
EU-EC- 23/03/2022 |Spontaneous |Non European |Not available 12-17 |Not Not No Inappropriate schedule of COMIRNATY [TOZINAMERAN] | Not reported
10011988512 Healthcare |Economic Years |Specified |Specified product administration (n/a - |(S - COVID-19 immunisation -
Professional |Area Unknown - ), Not applicable - [1d - n/a -
n/a])
Lymphadenopathy (7d -
Recovered/Resolved - ),
Nausea (3d -
Recovered/Resolved - )
EU-EC- 23/03/2022 | Spontaneous |Non European |Not available 12-17 |Not Male Yes Nausea (n/a - Unknown - ), COMIRNATY [TOZINAMERAN] | Not reported
10011989230 Healthcare |Economic Years |Specified (S - COVID-19 immunisation -
Professional |Area Sleep disorder (n/a - Unknown |Not applicable - [1d - n/a -
- n/a])
EU-EC- 23/03/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Diarrhoea (n/a - Unknown - ), |COMIRNATY [TOZINAMERAN] | Not reported
10011989350 Healthcare |Economic Years |Specified (S - COVID-19 immunisation -
Professional |Area Vomiting (n/a - Unknown - ) Not applicable - [n/a - n/a -
n/a])
EU-EC- 23/03/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Hypersensitivity (n/a - COMIRNATY [TOZINAMERAN] | Not reported
10011989455 Healthcare |Economic Years |Specified Unknown -) (S - COVID-19 immunisation -
Professional |Area Not applicable - [1d - n/a -

https://dap.ema.europa.eu/analytics/saw.dll?Go
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EU-EC-
10011989660

23/03/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Run Line Listing Report

Not
Specified

Male

No

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

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

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

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

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

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

Not reported

EU-EC-
10011989755

23/03/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

Not reported

EU-EC-
10011989898

23/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Death (n/a - Fatal - Results in
Death, Life Threatening),

Decreased appetite (n/a - Fatal
- Results in Death, Life
Threatening),

Headache (n/a - Fatal - Results
in Death, Life Threatening),

Myocarditis (n/a - Fatal -
Results in Death, Life
Threatening),

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

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

Not reported

EU-EC-
10011990262

23/03/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

Loss of personal independence
in daily activities (n/a -
Unknown - Other Medically
Important Condition),

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

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

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

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

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

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

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

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

[PHENOXYMET!
(C - Tonsillitis -
- n/a])

EU-EC-
10011990666

23/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

Trigeminal neuralgia (n/a - Not
Recovered/Not Resolved - )

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

Not reported

EU-EC-
10011990844

23/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Malaise (1d -
Recovered/Resolved - )

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

Not reported

EU-EC-
10011990909

23/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Amenorrhoea (115d -
Recovered/Resolved - )

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

KEPPRA [LEVET
- Epilepsy - n/a
n/a]),

[METHYLPHENI
HYDROCHLORII
Epilepsy - n/a -
n/a])

EU-EC-
10011991162

23/03/2022

Spontaneous

Healthcare
Professional

European
Economic

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

Not available

12-17
Years

Adolescent

Female

No

Angioedema (2d -
Recovered/Resolved - ),

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

Not reported
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Urticaria (2d -
Recovered/Resolved - )

: n/a - n/al)

EU-EC-
10011991173

23/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

Not reported

EU-EC-
10011991205

23/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Cerebral venous sinus
thrombosis (n/a - Not
Recovered/Not Resolved -
Caused/Prolonged
Hospitalisation),

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

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

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

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

- n/a - n/a])

Not reported

EU-EC-
10011991653

23/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

Menstrual disorder (n/a -
Unknown - ),

Menstruation delayed (n/a -
Unknown - )

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

Not reported

EU-EC-
10011991997

23/03/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

Urticaria (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-
10011992253

23/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

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

Not reported

EU-EC-
10011992301

23/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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

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

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

Not reported

EU-EC-
10011992307

23/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

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

Not reported

EU-EC-
10011992565

23/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

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

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

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

Not reported

EU-EC-
10011992737

23/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

Not reported

EU-EC-
10011992802

23/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Achiron, A.. Severe panuveitis
with iridis rubeosis activation
and cystoid macular edema
after BioNTech-Pfizer COVID-19
vaccination in a 17-year-old..
American Journal of
Ophthalmology Case Reports.
2022;25:341.
doi:10.1016/j.ajoc.2022.101380

12-17
Years

Not
Specified

Male

No

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

Cystoid macular oedema (n/a -
Recovering/Resolving - Other
Medically Important
Condition),

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

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

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

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

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

Not reported

EU-EC-
10011992811

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

23/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Bedridden (2d -
Recovered/Resolved - ),

Chills (n/a - Unknown - ),

Cough (3d -
Recovered/Resolved - ),

Decreased appetite (n/a -
Unknown - ),

Headache (n/a - Unknown - ),
Listless (n/a - Unknown - ),

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

Pallor (n/a - Unknown - ),

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

Not reported
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Somnolence (n/a - Unknown -
EU-EC- 23/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Dizziness (n/a - Unknown - ), |COMIRNATY [TOZINAMERAN] |Not reported
10011993025 Professional |Economic Years (S - COVID-19 immunisation -
Area Pyrexia (n/a - Unknown - ) Not applicable - [1d - 1{DF} -
Unknown])
EU-EC- 23/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Axillary pain (n/a - COMIRNATY [TOZINAMERAN] | [DRIED FERROL
10011993062 Healthcare |Economic Years Recovering/Resolving - ), (S - COVID-19 immunisation - | FERROUS SULF,
Professional |Area Not applicable - [1d - n/a - SULFATE HYDR,
Chest pain (n/a - n/al) SULPHATE SES(
Recovering/Resolving - ), (C-n/a-n/a-
Dyspnoea (n/a -
Recovering/Resolving - )
EU-EC- 23/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Headache (n/a - COMIRNATY [TOZINAMERAN] | Not reported
10011993084 Professional |Economic Years Recovering/Resolving - ), (S - COVID-19 immunisation -
Area Not applicable - [1d - 1{DF} -
Nausea (n/a - Unknown])
Recovering/Resolving - ),
Pyrexia (n/a -
Recovering/Resolving - )
EU-EC- 23/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Malaise (n/a - Unknown - ), COMIRNATY [TOZINAMERAN] |Not reported
10011993245 Professional |Economic Years (S - COVID-19 immunisation -
Area Pyrexia (n/a - Unknown - ) Not applicable - [n/a - 1{DF}
- Unknown])
EU-EC- 23/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - Unknown - COMIRNATY [TOZINAMERAN] |Not reported
10011993357 Professional |Economic Years Other Medically Important (S-nfa-nfa-[nfa-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 23/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - Unknown - COMIRNATY [TOZINAMERAN] | Not reported
10011993516 Professional |Economic Years Other Medically Important (S-n/fa-nfa-[n/a-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 23/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - Unknown - COMIRNATY [TOZINAMERAN] | Not reported
10011993521 Professional |Economic Years Other Medically Important (S-n/fa-n/a-[n/a-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 23/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - Unknown - COMIRNATY [TOZINAMERAN] | Not reported
10011993525 Professional |Economic Years Other Medically Important (S-n/fa-nfa-[nfa-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 23/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - Unknown - COMIRNATY [TOZINAMERAN] | Not reported
10011993632 Professional |Economic Years Other Medically Important (S-nfa-nfa-[nfa-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 23/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - Unknown - COMIRNATY [TOZINAMERAN] | Not reported
10011993634 Professional |Economic Years Other Medically Important (S-n/fa-nfa-[n/a-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 22/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Chills (n/a - COMIRNATY [TOZINAMERAN] | Not reported
10011962502 Professional |Economic Years |Specified Recovered/Resolved - ), (S - COVID-19 immunisation -
Area n/a - [n/a- 1{DF} -
Pain in extremity (n/a - Intramuscular])
Recovered/Resolved - )
EU-EC- 22/03/2022 |Spontaneous |Non European |Not available 12-17 |Not Not No Loss of consciousness (n/a-  |COMIRNATY [TOZINAMERAN] | Not reported
10011962525 Healthcare |Economic Years |Specified |Specified Recovered/Resolved - ), (S - COVID-19 immunisation -
Professional |Area Not applicable - [n/a - 1{DF}
Pyrexia (n/a - - Intramuscular])
Recovered/Resolved - ),
Vaccination site pain (n/a -
Recovered/Resolved - )
EU-EC- 22/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Thrombocytopenia (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011962947 Professional | Economic Years |Specified Recovering/Resolving - (S - Immunisation - n/a - [n/a
Area Caused/Prolonged -.3mL - Intramuscular])
Hospitalisation)
EU-EC- 22/03/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Asthenia (n/a - COMIRNATY [TOZINAMERAN] | Not reported
10011963026 Healthcare |Economic Years |Specified Recovering/Resolving - (S - COVID-19 prophylaxis -
Professional |Area Caused/Prolonged Unknown - [n/a - .3mL -
Hospitalisation), Intramuscular])
Chest pain (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Pericarditis (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Pyrexia (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation)
EU-EC- 22/03/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Syncope (5min - COMIRNATY [TOZINAMERAN] | Not reported
10011963377 Professional |European Years |Specified Recovered/Resolved - Other  |(S - COVID-19 immunisation -
Economic Medically Important Not applicable - [1d - n/a -
Area Condition), Intramuscular])
Tremor (5min -
Recovered/Resolved - Other
Medically Important Condition)
EU-EC- 22/03/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Blood creatine phosphokinase |COMIRNATY [TOZINAMERAN] | Not reported
10011963394 Professional |European Years |Specified MB increased (n/a - Unknown - |(S - COVID-19 immunisation -
Economic ) Not applicable - [1d - n/a -
Area Intramuscular])
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Blood creatine phosphokinase
increased (n/a - Unknown - ),

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

Chest discomfort (n/a -
Unknown - ),

Chest pain (n/a - Unknown - ),

Electrocardiogram ST segment
elevation (n/a - Unknown -
Other Medically Important
Condition),

Fibrin D dimer increased (n/a -
Unknown - ),

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

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

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

Troponin I increased (n/a -
Unknown - )

EU-EC-
10011963541

22/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Abdominal pain (n/a -
Recovered/Resolved - ),

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

Chills (n/a -
Recovered/Resolved - ),

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

Flank pain (n/a -
Recovered/Resolved - ),

Myalgia (n/a -
Recovered/Resolved - ),

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

Renal tubular injury (n/a -
Recovered/Resolved - Other
Medically Important
Condition),

Troponin increased (n/a -
Recovered/Resolved - ),

Vomiting (n/a -
Recovered/Resolved - )

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

Not reported

EU-EC-
10011964174

22/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Abdominal pain (4d -
Recovered/Resolved - ),

Educational problem (n/a -
Unknown -),

Heavy menstrual bleeding
(3mo - Recovered/Resolved -
)

Insomnia (n/a - Unknown - ),

Menstrual disorder (n/a -
Unknown - )

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

Not reported

EU-EC-
10011964960

22/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

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

Not reported

EU-EC-
10011965148

22/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

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

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

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

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

Not reported

EU-EC-
10011966010

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

22/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Chills (0d -
Recovered/Resolved - ),

Headache (1d -
Recovered/Resolved - ),

Nausea (0d -
Recovered/Resolved - ),

Oropharyngeal pain (0d -
Recovered/Resolved - ),

Pain in extremity (2d -

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

Not reported
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Recovered/Resolved - ),
Pyrexia (0d -
Recovered/Resolved - )
EU-EC- 22/03/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Cardiac murmur (n/a - COMIRNATY [TOZINAMERAN] | Not reported
10011966257 Professional |European Years |Specified Recovered/Resolved - ), (S - COVID-19 immunisation -
Economic Not applicable - [n/a - n/a -
Area Chest pain (n/a - n/al)
Recovered/Resolved - ),
Electrocardiogram T wave
inversion (n/a -
Recovered/Resolved - Other
Medically Important
Condition),
Fatigue (n/a -
Recovered/Resolved - ),
Myocarditis (n/a -
Recovered/Resolved - Other
Medically Important
Condition),
Oedema peripheral (n/a -
Recovered/Resolved - ),
Pericardial effusion (n/a -
Recovered/Resolved - Other
Medically Important
Condition),
Tricuspid valve disease (n/a -
Recovered/Resolved - Other
Medically Important Condition)
EU-EC- 22/03/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Myocarditis (n/a - Unknown - | TOZINAMERAN Not reported
10011966301 Professional |European Years |Specified Caused/Prolonged [TOZINAMERAN] (S - COVID-
Economic Hospitalisation, Other 19 immunisation - Not
Area Medically Important applicable - [1d - n/a -
Condition), Intramuscular])
Ventricular tachycardia (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation, Other
Medically Important Condition)
EU-EC- 22/03/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Syncope (n/a - COMIRNATY [TOZINAMERAN] | Not reported
10011966326 Professional |European Years |Specified Recovering/Resolving - Other  |(S - COVID-19 immunisation -
Economic Medically Important Condition) |Not applicable - [1d - n/a -
Area n/a])
EU-EC- 22/03/2022 |Spontaneous |Healthcare |Non Uchiyama, Y.. A case of IgA 12-17 |Not Male No IgA nephropathy (n/a - TOZINAMERAN Not reported
10011966395 Professional |European |nephropathy diagnosed on the |Years |Specified Unknown - Caused/Prolonged |[TOZINAMERAN] (S - COVID-
Economic |basis of frank haematuria after Hospitalisation, Other 19 immunisation - Not
Area the second dose of COVID-19 Medically Important applicable - [1d - n/a - n/a])
vaccine. The 246th Tokai Condition),
Regional Meeting of the
Japanese Society of Internal Mesangioproliferative
Medicine. 2022;246th glomerulonephritis (n/a -
Unknown - Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),
Pyrexia (n/a - Unknown - )
EU-EC- 22/03/2022 | Spontaneous |Non Non Not available 12-17 |Not Female |No COVID-19 (4d - COMIRNATY [TOZINAMERAN] | [PHENOXYMET!
10011966534 Healthcare |European Years |Specified Recovered/Resolved - Other (S - COVID-19 immunisation - | (C - Tonsillitis -
Professional |Economic Medically Important Not applicable - [n/a-n/a- |- n/a])
Area Condition), n/a
Drug ineffective (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 22/03/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Syncope (0d - COMIRNATY [TOZINAMERAN] | Not reported
10011966579 Professional |European Years |Specified Recovered/Resolved - Other (S - COVID-19 immunisation -
Economic Medically Important Condition) |Not applicable - [n/a - n/a -
Area n/al)
EU-EC- 22/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No COVID-19 (n/a - Unknown - COMIRNATY [TOZINAMERAN] | Not reported
10011966586 Professional | Economic Years |Specified Other Medically Important (S - COVID-19 immunisation -
Area Condition), Not applicable - [n/a - n/a -
n/a]),
Drug ineffective (n/a -
Unknown - Other Medically [COVID-19 VACCINE] (S -
Important Condition) COVID-19 immunisation - Not
applicable - [n/a - n/a - n/al)
EU-EC- 22/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - Unknown - COMIRNATY [TOZINAMERAN] | Not reported
10011967501 Professional |Economic Years Other Medically Important (S-n/a-nfa-[n/a-nfa-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 22/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - Unknown - COMIRNATY [TOZINAMERAN] | Not reported
10011967504 Professional |Economic Years Other Medically Important (S-n/fa-nfa-[n/a-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 22/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - Unknown - COMIRNATY [TOZINAMERAN] | Not reported
10011967511 Professional |Economic Years Other Medically Important (S-nfa-nfa-[n/a-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 22/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - Unknown - |COMIRNATY [TOZINAMERAN] |Not reported
10011967519 Professional |Economic Years Other Medically Important (S-n/fa-nfa-[nfa-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 22/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Fatigue (n/a - Not COMIRNATY [TOZINAMERAN] | Not reported
10011967524 Healthcare  |Economic Years Recovered/Not Resolved - ) (S-n/a-nfa-[n/a-nfa-
Professional |Area n/al)
EU-EC- 22/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - Unknown - |COMIRNATY [TOZINAMERAN] |Not reported
10011967537 Professional |Economic Years Other Medically Important (S-nfa-nfa-[nfa-n/a-
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Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 22/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - Unknown - COMIRNATY [TOZINAMERAN] | Not reported
10011968194 Professional |Economic Years Other Medically Important (S-nfa-nfa-[nfa-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 22/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Herpes zoster (2wk - COMIRNATY [TOZINAMERAN] | Not reported
10011968298 Professional |Economic Years Recovered/Resolved - (S - Immunisation - n/a - [n/a
Area Caused/Prolonged - n/a - Intramuscular])
Hospitalisation)
EU-EC- 22/03/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Chills (23h - COMIRNATY [TOZINAMERAN] | Not reported
10011968479 Healthcare |Economic Years |Specified Recovered/Resolved - ), (S - COVID-19 immunisation -
Professional |Area Not applicable - [n/a - n/a -
Headache (23h - Intramuscular])
Recovered/Resolved - ),
Heart rate increased (23h -
Recovered/Resolved - ),
Pyrexia (23h -
Recovered/Resolved - )
EU-EC- 22/03/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Axillary pain (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011968561 Healthcare |Economic Years |Specified Recovering/Resolving - ), (S - COVID-19 immunisation -
Professional |Area Not applicable - [n/a - n/a -
Headache (n/a - n/a])
Recovering/Resolving - ),
Injection site erythema (n/a -
Recovering/Resolving - ),
Skin disorder (n/a -
Recovering/Resolving - )
EU-EC- 22/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Asthenia (n/a - Unknown - ), |COMIRNATY [TOZINAMERAN] | Not reported
10011968766 Professional |Economic Years |Specified (S - COVID-19 immunisation -
Area Hot flush (n/a - Unknown -) |n/a-[n/a-.3mL-
Intramuscular])
EU-EC- 22/03/2022 | Spontaneous |Non Non Not available 12-17 |Not Not No Drug ineffective (n/a - TOZINAMERAN Not reported
10011969677 Healthcare |European Years |Specified |Specified Unknown - Other Medically [TOZINAMERAN] (S - COVID-
Professional |Economic Important Condition), 19 immunisation - Not
Area applicable - [n/a - n/a - n/a])
Suspected COVID-19 (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 22/03/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Myopericarditis (n/a - COMIRNATY [TOZINAMERAN] | Not reported
10011969904 Professional |European Years |Specified Recovered/Resolved - (S - COVID-19 immunisation -
Economic Caused/Prolonged Not applicable - [1d - n/a -
Area Hospitalisation) Unknown])
EU-EC- 22/03/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Myositis (n/a - COMIRNATY [TOZINAMERAN] | Not reported
10011970038 Professional |European Years |Specified Recovering/Resolving - Life (S - COVID-19 immunisation -
Economic Threatening, Not applicable - [1d - n/a -
Area Caused/Prolonged Intramuscular])
Hospitalisation, Other
Medically Important Condition)
EU-EC- 22/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Lymphadenopathy (n/a - COMIRNATY [TOZINAMERAN] | Not reported
10011970203 Professional |Economic Years |Specified Unknown - Caused/Prolonged |(S - n/a-n/a - [n/a-.3mL -
Area Hospitalisation), Intramuscular])
Swelling face (n/a - Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 22/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Headache (n/a - Not COMIRNATY [TOZINAMERAN] | Not reported
10011970239 Healthcare  |Economic Years Recovered/Not Resolved - (S - Immunisation - n/a - [n/a
Professional |Area Caused/Prolonged - 3{DF} - n/a])
Hospitalisation, Other
Medically Important Condition)
EU-EC- 22/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Disorientation (n/a - Unknown |COMIRNATY [TOZINAMERAN] |Not reported
10011970281 Professional |Economic Years |Specified =) (S-n/fa-nfa-[n/a-n/a-
Area Intramuscular])
Hypotonic-hyporesponsive
episode (n/a - Unknown - ),
Presyncope (n/a - Unknown - )
EU-EC- 22/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Back pain (n/a - Unknown - ), |COMIRNATY [TOZINAMERAN] |Not reported
10011970329 Professional |Economic Years |Specified (S-n/a-nfa-[n/a-.3mL-
Area Dyspnoea (n/a - Unknown - ), |Intramuscular])
Headache (n/a - Unknown - ),
Pyrexia (n/a - Unknown - )
EU-EC- 22/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Menstrual disorder (n/a - COMIRNATY [TOZINAMERAN] | Not reported
10011970410 Professional |Economic Years |Specified Unknown - ) (S-n/a-nfa-[n/a-.3mL-
Area Intramuscular])
EU-EC- 22/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Rash rubelliform (n/a - COMIRNATY [TOZINAMERAN] | Not reported
10011970430 Professional |Economic Years |Specified Unknown - ) (S-n/a-nfa-[n/a-.3mL-
Area Intramuscular])
EU-EC- 22/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Asthenia (n/a - Unknown - ), |COMIRNATY [TOZINAMERAN] | Not reported
10011970447 Professional |Economic Years |Specified (S-n/fa-nfa-[n/a-.3mL-
Area Vaccination site erythema (n/a |Intramuscular])
- Unknown - ),
Vaccination site oedema (n/a -
Unknown - )
EU-EC- 22/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Fatigue (n/a - Not COMIRNATY [TOZINAMERAN] | Not reported
10011970476 Healthcare |Economic Years Recovered/Not Resolved - ), (S - COVID-19 immunisation -
Professional |Area n/a - [n/a - 1{DF} - n/a])
Headache (n/a - Not
Recovered/Not Resolved - ),
Pain in extremity (n/a - Not
Recovered/Not Resolved - ),
Vaccination site
lymphadenopathy (n/a - Not
Recovered/Not Resolved - )
EU-EC- 22/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Parotitis (n/a - Not COMIRNATY [TOZINAMERAN] |Not reported
10011970543 Healthcare |Economic Years Recovered/Not Resolved - ) (S - COVID-19 immunisation -
Professional |Area n/a - [n/a - 1{DF} - n/a])
EU-EC- 22/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent [Female |No Headache (n/a - Unknown - ) |COMIRNATY [TOZINAMERAN] |Not reported
10011970573 Healthcare |Economic Years (S - COVID-19 immunisation -
Professional |Area n/a - [n/a - 1{DF} - n/a])
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EU-EC- 22/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - Unknown - COMIRNATY [TOZINAMERAN] |Not reported
10011970875 Professional | Economic Years Other Medically Important (S-nfa-nfa-[nfa-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 22/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - Unknown - COMIRNATY [TOZINAMERAN] | Not reported
10011970886 Professional |Economic Years Other Medically Important (S-n/fa-nfa-[n/a-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 22/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - Unknown - |COMIRNATY [TOZINAMERAN] | Not reported
10011970899 Professional | Economic Years Other Medically Important (S-nfa-nfa-[n/a-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 22/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - Unknown - COMIRNATY [TOZINAMERAN] | Not reported
10011970904 Professional |Economic Years Other Medically Important (S-n/fa-nfa-[nfa-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 22/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - Unknown - COMIRNATY [TOZINAMERAN] |Not reported
10011970913 Professional |Economic Years Other Medically Important (S-n/fa-nfa-[n/a-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 22/03/2022 | Spontaneous | Healthcare |Non Not available 12-17 |Not Male No Hypercalcaemia (n/a - COMIRNATY [TOZINAMERAN] | Not reported
10011971141 Professional |European Years |Specified Unknown - Caused/Prolonged  |(S - COVID-19 immunisation -
Economic Hospitalisation) Not applicable - [1d - n/a -
Area n/a])
EU-EC- 22/03/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Influenza like illness (n/a - COMIRNATY [TOZINAMERAN] | Not reported
10011971281 Healthcare |Economic Years |Specified Unknown - ), (S - COVID-19 immunisation -
Professional |Area Not applicable - [n/a - n/a -
Pityriasis rosea (n/a - Unknown |n/a])
EU-EC- 22/03/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Axillary pain (n/a - Unknown - |COMIRNATY [TOZINAMERAN] |IBUPROFEN [IB
10011971297 Healthcare |Economic Years |Specified 3 (S - COVID-19 immunisation - |IBUPROFEN SO
Professional |Area Not applicable - [1d - n/a - -n/a-[n/a-n/
Chills (n/a - Unknown - ), n/a])
Fatigue (n/a - Unknown - ),
Lymphadenopathy (n/a -
Unknown - ),
Pyrexia (n/a - Unknown - )
EU-EC- 22/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - Unknown - |COMIRNATY [TOZINAMERAN] | Not reported
10011971400 Professional | Economic Years Other Medically Important (S-nfa-nfa-[nfa-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 22/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - Unknown - COMIRNATY [TOZINAMERAN] | Not reported
10011971418 Professional |Economic Years Other Medically Important (S-n/fa-nfa-[n/a-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 22/03/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Heavy menstrual bleeding (n/a | COMIRNATY [TOZINAMERAN] |Not reported
10011971761 Healthcare |Economic Years |Specified - Not Recovered/Not Resolved |(S - COVID-19 immunisation -
Professional |Area =), Not applicable - [n/a - 1{DF}
- n/a])
Polymenorrhoea (n/a - Not
Recovered/Not Resolved - )
EU-EC- 22/03/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Heavy menstrual bleeding (n/a | COMIRNATY [TOZINAMERAN] | Not reported
10011972103 Healthcare |Economic Years |Specified - Not Recovered/Not Resolved |(S - COVID-19 immunisation -
Professional |Area - Not applicable - [n/a - 1{DF}
- n/a])
EU-EC- 22/03/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Amenorrhoea (97d - COMIRNATY [TOZINAMERAN] | Not reported
10011972463 Healthcare |Economic Years |Specified Recovered/Resolved - ) (S - COVID-19 immunisation -
Professional |Area Not applicable - [n/a - 1{DF}
- n/al)
EU-EC- 22/03/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Arthralgia (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011972471 Healthcare |Economic Years |Specified Recovering/Resolving - ), (S - COVID-19 immunisation -
Professional |Area Not applicable - [n/a - 1{DF}
Fatigue (n/a - Not - n/a])
Recovered/Not Resolved - ),
Headache (n/a - Not
Recovered/Not Resolved - ),
Malaise (n/a - Not
Recovered/Not Resolved - ),
Nausea (n/a - Not
Recovered/Not Resolved - )
EU-EC- 22/03/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Vaccination site COMIRNATY [TOZINAMERAN] | Not reported
10011972531 Healthcare |Economic Years |Specified lymphadenopathy (n/a - Not (S - COVID-19 immunisation -
Professional |Area Recovered/Not Resolved - ) Not applicable - [n/a - 1{DF}
- n/a])
EU-EC- 22/03/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Heavy menstrual bleeding (n/a | COMIRNATY [TOZINAMERAN] | Not reported
10011972564 Healthcare |Economic Years |Specified - Not Recovered/Not Resolved |(S - COVID-19 immunisation -
Professional |Area - Not applicable - [n/a - 1{DF}
- n/a])
EU-EC- 22/03/2022 | Spontaneous |Non European | Not available 12-17 |Not Female |No Arthralgia (n/a - COMIRNATY [TOZINAMERAN] |[ASCORBIC ACI
10011972855 Healthcare |Economic Years |Specified Recovering/Resolving - ), (S - COVID-19 immunisation - | PARACETAMOL]
Professional |Area Not applicable - [n/a - 1{DF} |[[n/a-n/a-n/a
Chills (n/a - Not Recovered/Not |- n/a])
Resolved - ), [EXTRACT OF II
(1:1.5-2.5),1
Fatigue (n/a - Not AGENT: ETHAN!
Recovered/Not Resolved - ), EXTRACT OF A
(1:2.5-3.5),1
Heavy menstrual bleeding (n/a AGENT: ETHAN!
- Not Recovered/Not Resolved LIQUID EXTRAC
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-

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

»

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

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

Polymenorrhoea (n/a - Not
Recovered/Not Resolved - )
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Visual acuity reduced (n/a -

Intramuscular])

EU-EC- 22/03/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Lymphadenopathy (n/a - Not |COMIRNATY [TOZINAMERAN] |Not reported
10011972902 Healthcare |Economic Years |Specified Recovered/Not Resolved - ), (S - COVID-19 immunisation -
Professional |Area Not applicable - [n/a - 1{DF}
Myalgia (n/a - Not - n/a])
Recovered/Not Resolved - )
EU-EC- 22/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - Unknown - COMIRNATY [TOZINAMERAN] | Not reported
10011973431 Professional |Economic Years Other Medically Important (S-n/fa-nfa-[n/a-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 22/03/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Abdominal pain upper (nfa- |COMIRNATY [TOZINAMERAN] | Not reported
10011973501 Healthcare |Economic Years |Specified Recovered/Resolved - ), (S - COVID-19 immunisation -
Professional |Area Not applicable - [1d - n/a -
Decreased appetite (n/a - n/a])
Recovered/Resolved - ),
Diaphragmatic disorder (n/a -
Unknown -),
Dyspnoea (n/a - Unknown - ),
Fatigue (n/a -
Recovered/Resolved - ),
Heart rate increased (n/a -
Recovered/Resolved - ),
Nausea (n/a -
Recovered/Resolved - )
EU-EC- 22/03/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Administration site pain (3d - |COMIRNATY [TOZINAMERAN] |Not reported
10011973536 Healthcare |Economic Years |Specified Recovered/Resolved - ) (S - COVID-19 immunisation -
Professional |Area n/a - [n/a - 30ug - n/al)
EU-EC- 22/03/2022 |Spontaneous |Non Non Not available 12-17 |Not Female |No C-reactive protein increased COMIRNATY [TOZINAMERAN] |[DIENOGEST,
10011973619 Healthcare |European Years |Specified (n/a - Unknown - ) (S - COVID-19 immunisation - | ETHINYLESTRA
Professional |Economic Not applicable - [1d - n/a - contraception -
Area Intramuscular]) - Oral])
EU-EC- 22/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Immunisation reaction (1d - COMIRNATY [TOZINAMERAN] | Not reported
10011973912 Healthcare |Economic Years Recovered/Resolved - ), (S - COVID-19 immunisation -
Professional |Area Not applicable - [1d - 1{DF} -
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Not Recovered/Not Resolved -
Disabling)
EU-EC- 22/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Pericarditis (n/a - Unknown - | COMIRNATY [TOZINAMERAN] |Not reported
10011973994 Professional |Economic Years Caused/Prolonged (S - COVID-19 immunisation -
Area Hospitalisation) Drug withdrawn - [n/a -
1{DF} - Intramuscular])
EU-EC- 22/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Malaise (n/a - COMIRNATY [TOZINAMERAN] | Not reported
10011974420 Healthcare |Economic Years Recovered/Resolved - ) (S - COVID-19 immunisation -
Professional |Area Not applicable - [1d - .3mL -
Intramuscular])
EU-EC- 22/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Lip oedema (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011974546 Professional |Economic Years Recovered/Resolved - ), (S - COVID-19 immunisation -
Area Not applicable - [1d - .3mL -
Urticaria (2mo - Intramuscular])
Recovered/Resolved - )
EU-EC- 22/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Influenza like illness (n/a - Not |COMIRNATY [TOZINAMERAN] | Not reported
10011974620 Healthcare |Economic Years Recovered/Not Resolved - ), (S - COVID-19 immunisation -
Professional |Area Not applicable - [1d - .3mL -
Injection site erythema (n/a - |Intramuscular])
Not Recovered/Not Resolved -
Lymphadenopathy (n/a - Not
Recovered/Not Resolved - )
EU-EC- 22/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Eye pain (n/a - Not COMIRNATY [TOZINAMERAN] | Not reported
10011974677 Healthcare |Economic Years Recovered/Not Resolved - ), (S - COVID-19 immunisation -
Professional |Area Drug withdrawn - [1d - .3mL -
Headache (n/a - Not Intramuscular])
Recovered/Not Resolved - )
EU-EC- 22/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Headache (n/a - COMIRNATY [TOZINAMERAN] | Not reported
10011974710 Professional |Economic Years Recovered/Resolved - ) (S - COVID-19 immunisation -
Area Not applicable - [1d - 1{DF} -
Intramuscular])
EU-EC- 22/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |Yes Asthenia (22d - COMIRNATY [TOZINAMERAN] | Not reported
10011974778 Healthcare |Economic Years Recovered/Resolved - ), (S - COVID-19 immunisation -
Professional |Area Drug withdrawn - [1d - 1{DF}
Chest pain (n/a - Not - Intramuscular])
Recovered/Not Resolved - ),
Dyspnoea (n/a - Not
Recovered/Not Resolved - ),
Headache (3d -
Recovered/Resolved - ),
Hypotension (n/a - Not
Recovered/Not Resolved - )
EU-EC- 22/03/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Pyrexia (n/a - Not COMIRNATY [TOZINAMERAN] | Not reported
10011975090 Healthcare |Economic Years |Specified Recovered/Not Resolved - ),  |(S - COVID-19 immunisation -
Professional |Area Not applicable - [1d - n/a -
Pyrexia (n/a - Intramuscular])
Recovered/Resolved - )
EU-EC- 22/03/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest discomfort (n/a - Not COMIRNATY [TOZINAMERAN] | Not reported
10011975121 Professional |European Years |Specified Recovered/Not Resolved - (S - COVID-19 immunisation -
Economic Caused/Prolonged Not applicable - [1d - n/a -
Area Hospitalisation), Intramuscular])
Discomfort (n/a - Not
Recovered/Not Resolved -
Caused/Prolonged
Hospitalisation),
Fatigue (n/a - Not
Recovered/Not Resolved -
Caused/Prolonged
Hospitalisation),
Limb discomfort (n/a - Not
Recovered/Not Resolved -
Caused/Prolonged
Hospitalisation),
Myocarditis (n/a - Not
Recovered/Not Resolved -
Caused/Prolonged
Hospitalisation),
Pericardial effusion (n/a - Not
Recovered/Not Resolved -
Caused/Prolonged
Hospitalisation),
Respiratory distress (n/a - Not
Recovered/Not Resolved -
Caused/Prolonged
Hospitalisation),
Vomiting (n/a - Not
Recovered/Not Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 22/03/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Administration site pain (2d - |COMIRNATY [TOZINAMERAN] | Not reported
10011975285 Healthcare |Economic Years |Specified Recovered/Resolved - ) (S - COVID-19 immunisation -
Professional |Area n/a - [n/a - 1{DF} - n/a])
EU-EC- 22/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Headache (n/a - Not COMIRNATY [TOZINAMERAN] | Not reported
10011975848 Healthcare |Economic Years Recovered/Not Resolved - (S - Immunisation - n/a - [n/a
Professional |Area Caused/Prolonged - n/a-n/a))
Hospitalisation)
EU-EC- 22/03/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Headache (8h - COMIRNATY [TOZINAMERAN] | Not reported
10011976006 Healthcare |Economic Years |Specified Recovered/Resolved - ), (S - COVID-19 immunisation -
Professional |Area n/a - [n/a - 1{DF} - n/a])
Pyrexia (6h -
Recovered/Resolved - )
EU-EC- 22/03/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Menstruation irregular (n/a - |COMIRNATY [TOZINAMERAN] |Not reported
10011976174 Healthcare |Economic Years |Specified Not Recovered/Not Resolved - |(S - Immunisation - n/a - [n/a
Professional |Area ) - n/a - Intramuscular])
Polymenorrhoea (n/a - Not
Recovered/Not Resolved - )
EU-EC- 22/03/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Dysmenorrhoea (n/a - COMIRNATY [TOZINAMERAN] |[AMITRIPTYLIN
10011976222 Healthcare |Economic Years |Specified Recovering/Resolving - ), (S - Immunisation - n/a - [n/a |HYDROCHLORII
Professional |Area - n/a - Intramuscular]) Migraine prophy
Dysmenorrhoea (n/a - [n/a-n/a-Ora
Unknown - ),
[BETACAROTEN
Headache (3d - Unknown - ), n/a-[n/a-n/a
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https://dap.ema.europa.eu/analytics/saw.dll?Go

Heavy menstrual bleeding (n/a [COLECALCIFEF
- Recovering/Resolving - ), n/a-[n/a-n/a
Heavy menstrual bleeding (n/a [ETONOGESTRE
- Unknown - ), Contraception -
- Subcutaneous
Menstrual disorder (n/a - Not
Recovered/Not Resolved - ), [FEXOFENADIN
FEXOFENADINE
Polymenorrhoea (n/a - HYDROCHLORII
Unknown - ) n/a-[n/a-n/a
[VITAMIN D] (C
EU-EC- 22/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - Unknown - COMIRNATY [TOZINAMERAN] | Not reported
10011976764 Professional |Economic Years Other Medically Important (S-nfa-nfa-[nfa-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 22/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Arthralgia (n/a - COMIRNATY [TOZINAMERAN] | Not reported
10011977735 Healthcare |Economic Years Recovered/Resolved - ), (S - COVID-19 immunisation -
Professional |Area n/a - [n/a - 1{DF} - n/a])
Asthenia (n/a -
Recovered/Resolved - ),
Dyspnoea (n/a -
Recovered/Resolved - ),
Fatigue (n/a -
Recovered/Resolved - ),
Headache (n/a -
Recovered/Resolved - ),
Presyncope (n/a -
Recovered/Resolved - )
EU-EC- 22/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - Unknown - COMIRNATY [TOZINAMERAN] | Not reported
10011978464 Professional |Economic Years Other Medically Important (S-nfa-nfa-[nfa-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 22/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - Unknown - COMIRNATY [TOZINAMERAN] | Not reported
10011978467 Professional |Economic Years Other Medically Important (S-n/fa-nfa-[n/a-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 22/03/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Ageusia (n/a - Unknown - ), COMIRNATY [TOZINAMERAN] | Not reported
10011978605 Healthcare |Economic Years |Specified (S - COVID-19 immunisation -
Professional |Area Chills (n/a - Unknown - ), Not applicable - [n/a - n/a -
n/a])
Discomfort (n/a - Unknown - ),
Fatigue (n/a - Unknown - ),
Pyrexia (n/a - Unknown - )
EU-EC- 22/03/2022 |Spontaneous |Healthcare |Non Kikuchi, K.. A Case of 12-17 |Not Male No Myocarditis (n/a - Unknown - | TOZINAMERAN Not reported
10011979041 Professional |European |Myocarditis following mRNA Years |Specified Caused/Prolonged [TOZINAMERAN] (S - COVID-
Economic |Vaccination in a Young Patient, Hospitalisation, Other 19 immunisation - Not
Area in Which Active Use of MRI of Medically Important Condition) |applicable - [n/a - n/a - n/a])
Heart Led to The Diagnosis.
The 246th Meeting of Tokai
Division of The Japanese
Society of Internal Medicine.
2022;246th
EU-EC- 22/03/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Fatigue (48h - COMIRNATY [TOZINAMERAN] | Not reported
10011979535 Healthcare |Economic Years |Specified Recovered/Resolved - ), (S - COVID-19 immunisation -
Professional |Area Not applicable - [n/a - n/a -
Headache (n/a - Unknown - ) |n/a])
EU-EC- 22/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Amenorrhoea (n/a - Not COMIRNATY [TOZINAMERAN] | Not reported
10011979564 Healthcare |Economic Years Recovered/Not Resolved - ) (S - COVID-19 immunisation -
Professional |Area Unknown - [n/a - 1{DF} -
n/a])
EU-EC- 22/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Axillary pain (n/a - COMIRNATY [TOZINAMERAN] | Not reported
10011979685 Healthcare |Economic Years Recovering/Resolving - ), (S - COVID-19 immunisation -
Professional |Area Drug withdrawn - [1d - n/a -
Pyrexia (n/a - Intramuscular])
Recovering/Resolving - ),
Vaccination site pain (n/a -
Recovering/Resolving - )
EU-EC- 22/03/2022 | Spontaneous |Non Non Not available 12-17 |Not Female |No Malaise (n/a - Unknown - COMIRNATY [TOZINAMERAN] | [METHYLPHENI
10011979941 Healthcare |European Years |Specified Caused/Prolonged (S - COVID-19 immunisation - |HYDROCHLORI!
Professional | Economic Hospitalisation, Other Not applicable - [1d - n/a - Attention deficit
Area Medically Important n/al), disorder - n/a -
Condition), n/a])
[MEDROXYPROGESTERONE
Seizure (n/a - Not ACETATE] (S - Contraception
Recovered/Not Resolved - - Unknown - [n/a - n/a - n/a])
Caused/Prolonged
Hospitalisation, Other
Medically Important Condition)
EU-EC- 22/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Vaccination site COMIRNATY [TOZINAMERAN] | Not reported
10011980128 Professional |Economic Years lymphadenopathy (9d - (S - COVID-19 immunisation -
Area Recovered/Resolved - ) Not applicable - [1d - .3mL -
Intramuscular])
EU-EC- 22/03/2022 |Spontaneous |Non Non Not available 12-17 |Not Male No Blindness (0d - COMIRNATY [TOZINAMERAN] | Not reported
10011980131 Healthcare |European Years |Specified Recovered/Resolved - Other (S - COVID-19 immunisation -
Professional | Economic Medically Important Not applicable - [n/a - n/a -
Area Condition), n/al)
Cold sweat (0d -
Recovered/Resolved - Other
Medically Important
Condition),
Hypotension (10min -
Recovered/Resolved - Other
Medically Important
Condition),
Nausea (0d -
Recovered/Resolved - Other
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Medically Important
Condition),

Unresponsive to stimuli (0d -
Recovered/Resolved - Other
Medically Important Condition)

EU-EC-
10011980194

22/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

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

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

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

Not reported

EU-EC-
10011980203

22/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

Blood fibrinogen increased
(n/a - Unknown - ),

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

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

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

Fibrin D dimer increased (n/a -
Unknown -),

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

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

Troponin I increased (n/a -
Unknown - )

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

Not reported

EU-EC-
10011945979

21/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

Not reported

EU-EC-
10011945981

21/03/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

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

[POTASSIUM, S
MACROGOL 33t
ION, HYDROGE
SODIUM HYDR(
CARBONATE, Pt
CHLORIDE, SOL
CHLORIDE, MA(
(C - Constipatio
n/a - n/a])

EU-EC-
10011946005

21/03/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Swelling (5d -
Recovered/Resolved - Other
Medically Important Condition)

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

[PARACETAMOL
Nasopharyngitis
n/a - n/al)

EU-EC-
10011946034

21/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Dengue fever (2h -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Pyrexia (457h -
Recovered/Resolved - )

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

Not reported

EU-EC-
10011946038

21/03/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

Facial pain (n/a - Unknown -
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-
10011946044

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

21/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

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

Pericarditis (n/a -
Recovering/Resolving -

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

Not reported
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Caused/Prolonged
Hospitalisation)

EU-EC-
10011946070

21/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Chest discomfort (10d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Chest pain (10d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Myocarditis (10d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10011946078

21/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Dizziness (35min -
Recovered/Resolved - Other
Medically Important
Condition),

Syncope (35min -
Recovered/Resolved - Other
Medically Important Condition)

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

Not reported

EU-EC-
10011946129

21/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Bell's palsy (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-
10011946133

21/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

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

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

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

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

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

Myocardial necrosis marker
increased (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),

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

Use of accessory respiratory
muscles (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),

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

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

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

Not reported

EU-EC-
10011946141

21/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

Not reported

EU-EC-
10011946171

21/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

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

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

Not reported

EU-EC-
10011946800

21/03/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

Not reported

https://dap.ema.europa.eu/analytics/saw.dll?Go
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EU-EC-
10011948012

21/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Run Line Listing Report

Adolescent

Male

No

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

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

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

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

Not reported

EU-EC-
10011948828

21/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Chest pain (17d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Myocarditis (17d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation, Other
Medically Important Condition)

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

Not reported

EU-EC-
10011948860

21/03/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

Myocarditis (2d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),

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

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

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

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

Not reported

EU-EC-
10011948871

21/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

Not reported

EU-EC-
10011948929

21/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Syncope (51d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),

Tachypnoea (51d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10011948939

21/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

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

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

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

Not reported

EU-EC-
10011948953

21/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

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

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

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

Not reported

EU-EC-

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

21/03/2022

Spontaneous

Healthcare

Non

Not available

12-17

Not

Male

No

Abdominal pain (n/a -

COMIRNATY [TOZINAMERAN]

Not reported
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10011949045

Professional

European
Economic
Area

Years

Run Line Listing Report

Specified

Recovering]ResdIving -
Caused/Prolonged
Hospitalisation),

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

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

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

EU-EC-
10011949069

21/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

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

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

Not reported

EU-EC-
10011949070

21/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

Not reported

EU-EC-
10011949083

21/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

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

Not reported

EU-EC-
10011949731

21/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Nausea (4h -
Recovered/Resolved - ),

Vomiting (4h -
Recovered/Resolved - )

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

Not reported

EU-EC-
10011950111

21/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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

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

Not reported

EU-EC-
10011950196

21/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Hypotonic-hyporesponsive
episode (n/a - Unknown - ),

Nausea (n/a - Unknown - ),

Syncope (n/a - Unknown - )

COMIRNATY CONCENTRATE
FOR DISPERSION FOR
INJECTION COVID-19 MRNA
VACCINE (NUCLEOSIDE
MODIFIED) [TOZINAMERAN]
(S-n/a-nfa-[n/a-.3mL-
Intramuscular])

Not reported

EU-EC-
10011950274

21/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Feeling hot (n/a - Unknown - ),
Headache (n/a - Unknown - ),

Limb discomfort (n/a -
Unknown - ),

Lymphadenopathy (n/a -
Unknown - )

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

Not reported

EU-EC-
10011950307

21/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Headache (1d -
Recovered/Resolved With
Sequelae - ),

Myalgia (1d -
Recovered/Resolved With
Sequelae - )

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

Not reported

EU-EC-
10011950308

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

21/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Headache (0d -
Recovered/Resolved - ),

Pyrexia (0d -

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

- n/a - n/a])

Not reported
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Recovered/Resolved - ),
Vomiting (0d -
Recovered/Resolved - )
EU-EC- 21/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Dizziness (1d - Not COMIRNATY [TOZINAMERAN] | Not reported
10011950408 Healthcare |Economic Years Recovered/Not Resolved - ), (S - Immunisation - n/a - [n/a
Professional |Area - n/a-n/a])
Fatigue (1d - Not
Recovered/Not Resolved - ),
Headache (1d - Not
Recovered/Not Resolved - ),
Limb discomfort (1d - Not
Recovered/Not Resolved - ),
Malaise (1d - Not
Recovered/Not Resolved - )
EU-EC- 21/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Myocarditis (n/a - COMIRNATY [TOZINAMERAN] | Not reported
10011950449 Healthcare |Economic Years Recovered/Resolved - Other (S - Immunisation - n/a - [n/a
Professional |Area Medically Important Condition) |- 2{DF} - n/a])
EU-EC- 21/03/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Blood pressure increased (n/fa |COMIRNATY [TOZINAMERAN] | Not reported
10011950524 Professional |European Years |Specified - Recovered/Resolved - (S - COVID-19 immunisation -
Economic Caused/Prolonged Not applicable - [1d - n/a -
Area Hospitalisation), n/al)
Chest discomfort (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Chest pain (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Heart rate decreased (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Palpitations (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 21/03/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Chest discomfort (n/a - COMIRNATY [TOZINAMERAN] | Not reported
10011950562 Professional |European Years |Specified Recovering/Resolving - (S - COVID-19 immunisation -
Economic Caused/Prolonged Not applicable - [1d - n/a -
Area Hospitalisation), Intramuscular])
Chest pain (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation)
EU-EC- 21/03/2022 | Spontaneous |Non Non Not available 12-17 |Not Female |No Body temperature increased | TOZINAMERAN MELATONIN [M
10011950608 Healthcare |European Years |Specified (24h - Recovered/Resolved - |[TOZINAMERAN] (S - COVID- |n/a - n/a - [n/a
Professional | Economic Disabling), 19 immunisation - Not
Area applicable - [n/a - n/a - n/a]) |[CETIRIZINE, C
Fatigue (1d - DIHYDROCHLO
Recovered/Resolved - n/a-[n/a-n/a
Disabling),
[NORETHISTER
Headache (24h - n/a-[n/a-n/a
Recovered/Resolved -
Disabling), [SERTRALINE, ¢
HYDROCHLORII
Pain (24h - n/a-[n/a-n/a
Recovered/Resolved -
Disabling)
EU-EC- 21/03/2022 | Spontaneous |Non Non Not available 12-17 |Not Male Yes Myopericarditis (n/a - Not COMIRNATY [TOZINAMERAN] |Not reported
10011950663 Healthcare |European Years |Specified Recovered/Not Resolved - Life |(S - COVID-19 immunisation -
Professional |Economic Threatening, Not applicable - [1d - n/a -
Area Caused/Prolonged n/al)
Hospitalisation)
EU-EC- 21/03/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Pyrexia (24h - COMIRNATY [TOZINAMERAN] | Not reported
10011950775 Healthcare |Economic Years |Specified Recovered/Resolved - Other  |(S-n/a-n/a-[n/a-n/a-
Professional |Area Medically Important n/a])
Condition),
Varicella (1wk -
Recovered/Resolved - Other
Medically Important Condition)
EU-EC- 21/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Myocarditis (n/a - COMIRNATY [TOZINAMERAN] | Not reported
10011951836 Healthcare |Economic Years Recovering/Resolving - (S-n/a-n/a-[n/a-2{DF}-
Professional |Area Caused/Prolonged n/al)
Hospitalisation)
EU-EC- 21/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Headache (1d - Unknown - ), |COMIRNATY [TOZINAMERAN] |Not reported
10011951841 Healthcare |Economic Years (S - Immunisation - n/a - [n/a
Professional |Area Pyrexia (1d - - n/a - n/a])
Recovered/Resolved - )
EU-EC- 21/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Eczema (4wk - Not COMIRNATY [TOZINAMERAN] | Not reported
10011952962 Professional |Economic Years |Specified Recovered/Not Resolved - ), (S - Immunisation - Not
Area applicable - [n/a - n/a - n/a])
Pruritus (4wk - Not
Recovered/Not Resolved - )
EU-EC- 21/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Chills (n/a - COMIRNATY CONCENTRATE | Not reported
10011953252 Professional |Economic Years |Specified Recovered/Resolved - ), FOR DISPERSION FOR
Area INJECTION COVID-19 MRNA
Pain in extremity (n/a - VACCINE (NUCLEOSIDE
Recovered/Resolved - ), MODIFIED) [TOZINAMERAN]
(S-n/a-nfa-[n/a-.3mL-
Pyrexia (n/a - Intramuscular])
Recovered/Resolved - )
EU-EC- 21/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - Unknown - |COMIRNATY [TOZINAMERAN] |Not reported
10011953279 Professional |Economic Years Other Medically Important (S-n/a-nfa-[n/a-nfa-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 21/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Asthenia (n/a - Unknown - ),  |COMIRNATY CONCENTRATE | Not reported
10011954542 Professional |Economic Years |Specified FOR DISPERSION FOR
Area Hyperhidrosis (n/a - Unknown |INJECTION COVID-19 MRNA
=) VACCINE (NUCLEOSIDE
MODIFIED) [TOZINAMERAN]
Pallor (n/a - Unknown - ), (S-n/fa-nfa-[nfa-n/a-
Intramuscular])
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Presyncope (n/a - Unknown - )

EU-EC-
10011954727

21/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Dyspnoea (1d -
Recovered/Resolved With
Sequelae - Caused/Prolonged
Hospitalisation),

Muscle spasms (1d -
Recovered/Resolved With
Sequelae - )

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

- n/a-n/a])

Not reported

EU-EC-
10011955133

21/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Blood pressure decreased (n/a
- Recovered/Resolved - ),

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

Pallor (n/a -
Recovered/Resolved - ),

Urticaria (n/a -
Recovered/Resolved - )

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

Not reported

EU-EC-
10011955178

21/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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

Fatigue (n/a -
Recovered/Resolved - )

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

Not reported

EU-EC-
10011955652

21/03/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

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

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

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

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

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

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

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

MELATONIN [M
n/a-n/a-[n/a

[CETIRIZINE, C
DIHYDROCHLO
n/a-[n/a-n/a

[NORETHISTER
n/a-[n/a-n/a

[SERTRALINE, ¢
HYDROCHLORII
n/a-[n/a-n/a

EU-EC-
10011955692

21/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

Brain oedema (n/a - Unknown
- Life Threatening,
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),

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

Cerebrovascular accident (n/a
- Unknown - Life Threatening,
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),

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

Pyrexia (n/a - Unknown - ),

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

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

Not reported

EU-EC-
10011956536

21/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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

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

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

Not reported

EU-EC-
10011956540

21/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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

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

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

Not reported

EU-EC-
10011957038

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

21/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

Tachycardia (n/a - Unknown -

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

Not reported
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Caused/Prolonged
Hospitalisation)
EU-EC- 21/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Lymphadenopathy (n/a - COMIRNATY CONCENTRATE | Not reported
10011957187 Professional |Economic Years |Specified Unknown - ) FOR DISPERSION FOR
Area INJECTION COVID-19 MRNA
VACCINE (NUCLEOSIDE
MODIFIED) [TOZINAMERAN]
(S-n/a-nfa-[n/a-.3mL-
Intramuscular])
EU-EC- 21/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - Unknown - COMIRNATY [TOZINAMERAN] |Not reported
10011957260 Professional |Economic Years Other Medically Important (S-n/fa-nfa-[nfa-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 21/03/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Lymphadenopathy (n/a - COMIRNATY [TOZINAMERAN] | Not reported
10011957428 Healthcare |Economic Years |Specified Unknown - ) (S - COVID-19 immunisation -
Professional |Area Not applicable - [n/a - .3mL -
n/a])
EU-EC- 21/03/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Pruritus (n/a - Not COMIRNATY [TOZINAMERAN] |[ESOMEPRAZOL
10011957488 Healthcare  |Economic Years |Specified Recovered/Not Resolved - ) (S - Immunisation - n/a - [n/a |ESOMEPRAZOLI
Professional |Area - n/a - Intramuscular]) TRIHYDRATE] (
Gastrooesophac
disease - n/a - |
n/a])
EU-EC- 21/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Asthenia (n/a - Unknown - ), |COMIRNATY CONCENTRATE |Not reported
10011957567 Professional | Economic Years |Specified FOR DISPERSION FOR
Area Blood pressure decreased (n/a |INJECTION COVID-19 MRNA
- Unknown - ), VACCINE (NUCLEOSIDE
MODIFIED) [TOZINAMERAN]
Dizziness (n/a - Unknown - ), |(S-n/a-n/a-[n/a-n/a-
Intramuscular])
Vomiting (n/a - Unknown - )
EU-EC- 21/03/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Chest pain (n/a - Not COMIRNATY [TOZINAMERAN] | Not reported
10011957691 Professional |European Years |Specified Recovered/Not Resolved - ), (S - COVID-19 immunisation -
Economic Not applicable - [1d - n/a -
Area Pericarditis (n/a - Not n/al)
Recovered/Not Resolved -
Other Medically Important
Condition)
EU-EC- 21/03/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No AST/ALT ratio abnormal (n/a - |COMIRNATY [TOZINAMERAN] |Not reported
10011957772 Professional |European Years |Specified Recovering/Resolving - Other  |(S - COVID-19 immunisation -
Economic Medically Important Not applicable - [1d - n/a -
Area Condition), Intramuscular])
Chest discomfort (n/a -
Recovering/Resolving - Other
Medically Important
Condition),
Chest pain (n/a -
Recovering/Resolving - Other
Medically Important
Condition),
Cough (n/a -
Recovering/Resolving - Other
Medically Important Condition)
EU-EC- 21/03/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Decreased appetite (n/a - COMIRNATY [TOZINAMERAN] | Not reported
10011957774 Professional |European Years |Specified Recovering/Resolving - Other  |(S - COVID-19 immunisation -
Economic Medically Important Not applicable - [1d - .3mL -
Area Condition), Intramuscular])
Fatigue (n/a -
Recovering/Resolving - Other
Medically Important
Condition),
Palpitations (n/a -
Recovering/Resolving - Other
Medically Important
Condition),
Syncope (n/a -
Recovering/Resolving - Other
Medically Important Condition)
EU-EC- 21/03/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Seizure (n/a - COMIRNATY [TOZINAMERAN] | Not reported
10011957789 Professional |European Years |Specified Recovering/Resolving - Other  |(S - COVID-19 immunisation -
Economic Medically Important Condition) |Not applicable - [1d - n/a -
Area Intramuscular])
EU-EC- 21/03/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Chest discomfort (n/a - COMIRNATY [TOZINAMERAN] | Not reported
10011957796 Professional |European Years |Specified Unknown - Other Medically (S - COVID-19 immunisation -
Economic Important Condition), Not applicable - [1d - n/a -
Area Intramuscular])
Chest pain (n/a - Unknown -
Other Medically Important
Condition),
Lung infiltration (n/a -
Unknown - Other Medically
Important Condition),
Tenderness (n/a - Unknown -
Other Medically Important
Condition)
EU-EC- 21/03/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Arthralgia (n/a - COMIRNATY [TOZINAMERAN] | Not reported
10011957799 Professional |European Years |Specified Recovering/Resolving - (S - COVID-19 immunisation -
Economic Caused/Prolonged Not applicable - [1d - n/a -
Area Hospitalisation), Intramuscular])
Fatigue (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Gait disturbance (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Headache (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Insomnia (n/a -
Recovering/Resolving -
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Caused/Prolonged
Hospitalisation),

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

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

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

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

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

Spinal cord disorder (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation)

EU-EC-
10011957801

21/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

Body temperature increased
(n/a - Unknown - ),

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

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 -
Unknown])

Not reported

EU-EC-
10011957803

21/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

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

Not reported

EU-EC-
10011957810

21/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

Not reported

EU-EC-
10011957818

21/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

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

Not reported

EU-EC-
10011957819

21/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

Optic neuritis (n/a - Unknown -
Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10011957824

21/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

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

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

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

Not reported

EU-EC-
10011957825

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

21/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

Not reported
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Chest discomfort (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),

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

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

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

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

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

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

Troponin T increased (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation)

EU-EC-
10011957830

21/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

Ear, nose and throat
examination abnormal (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),

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

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

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

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

Not reported

EU-EC-
10011957832

21/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

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

Wolff-Parkinson-White
syndrome (n/a -
Recovering/Resolving - Other
Medically Important Condition)

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

Not reported

EU-EC-
10011957915

21/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Blood pressure abnormal (n/a
- Recovered/Resolved - ),

Hypotonic-hyporesponsive
episode (n/a -
Recovered/Resolved - ),

Loss of consciousness (n/a -
Recovered/Resolved - ),

Syncope (n/a -
Recovered/Resolved - )

COMIRNATY CONCENTRATE
FOR DISPERSION FOR
INJECTION COVID-19 MRNA
VACCINE (NUCLEOSIDE
MODIFIED) [TOZINAMERAN]
(S-n/a-nfa-[n/a-.3mL-
Intramuscular])

Not reported

EU-EC-
10011958098

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

21/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Trichorrhexis (n/a -
Recovered/Resolved - ),

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -

[SALBUTAMOL,
SULFATE] (C - r
- 1{DF} - n/a])
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https://dap.ema.europa.eu/analytics/saw.dll?Go

Weight increased (n/a - Not Not applicable - [1d - n/a -
Recovered/Not Resolved - ) n/a])
EU-EC- 21/03/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Condition aggravated (n/a - COMIRNATY [TOZINAMERAN] | Not reported
10011958107 Healthcare |Economic Years |Specified Not Recovered/Not Resolved - (S - COVID-19 immunisation -
Professional |Area 3 Not applicable - [1d - n/a -
n/a])
Feeling abnormal (n/a - Not
Recovered/Not Resolved - ),
Insomnia (n/a - Not
Recovered/Not Resolved - )
EU-EC- 21/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - Unknown - COMIRNATY [TOZINAMERAN] | Not reported
10011958381 Professional |Economic Years Other Medically Important (S-nfa-nfa-[nfa-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 21/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - Unknown - COMIRNATY [TOZINAMERAN] | Not reported
10011958382 Professional |Economic Years Other Medically Important (S-n/fa-nfa-[n/a-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 21/03/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Inappropriate schedule of COMIRNATY [TOZINAMERAN] | [FLUTICASONE
10011959035 Healthcare |Economic Years |Specified product administration (n/a - |(S - COVID-19 immunisation - [(C - n/a - n/a -
Professional |Area Unknown - ), Not applicable - [n/a - n/a- |n/al])
n/a])
Menstrual disorder (n/a - Not
Recovered/Not Resolved - ),
Menstruation irregular (n/a -
Not Recovered/Not Resolved -
)
EU-EC- 21/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Headache (1d - COMIRNATY [TOZINAMERAN] | Not reported
10011959317 Professional |Economic Years Recovered/Resolved - ), (S - COVID-19 immunisation -
Area n/a - [1d - 1{DF} -
Paraesthesia (45min - Intramuscular])
Recovered/Resolved - ),
Photophobia (45min -
Recovered/Resolved - ),
Speech disorder (1d -
Recovered/Resolved - )
EU-EC- 21/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Raynaud's phenomenon (n/a - |COMIRNATY [TOZINAMERAN] |Not reported
10011959445 Healthcare |Economic Years Not Recovered/Not Resolved - |(S - COVID-19 immunisation -
Professional |Area ) Not applicable - [n/a - 30ug -
Intramuscular])
EU-EC- 21/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Amenorrhoea (n/a - COMIRNATY [TOZINAMERAN] | Not reported
10011959504 Healthcare |Economic Years Recovering/Resolving - ) (S - COVID-19 immunisation -
Professional |Area Not applicable - [n/a - 1{DF}
- Intramuscular])
EU-EC- 21/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Menstrual disorder (n/a - COMIRNATY [TOZINAMERAN] | Not reported
10011959543 Professional |Economic Years Recovering/Resolving - ) (S - COVID-19 immunisation -
Area Not applicable - [n/a - 1{DF}
- Intramuscular])
EU-EC- 21/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Chest discomfort (2d - COMIRNATY [TOZINAMERAN] | Not reported
10011959545 Professional |Economic Years Recovered/Resolved - ), (S - COVID-19 immunisation -
Area Not applicable - [28d - 1{DF}
Influenza like illness (1d - - Intramuscular])
Recovered/Resolved - ),
Pyrexia (1d -
Recovered/Resolved - )
EU-EC- 21/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Dysmenorrhoea (n/a - Not COMIRNATY [TOZINAMERAN] | Not reported
10011959560 Healthcare |Economic Years Recovered/Not Resolved - ),  |(S - COVID-19 immunisation -
Professional |Area Not applicable - [153d -
Menstruation irregular (n/a - |3{DF} - Intramuscular])
Not Recovered/Not Resolved -
)
EU-EC- 21/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Eye pain (n/a - Not COMIRNATY [TOZINAMERAN] | Not reported
10011959602 Healthcare |Economic Years Recovered/Not Resolved - ) (S - COVID-19 immunisation -
Professional |Area Not applicable - [1d - 1{DF} -
Intramuscular])
EU-EC- 21/03/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Dizziness (n/a - Not COMIRNATY [TOZINAMERAN] | Not reported
10011959679 Healthcare |Economic Years |Specified Recovered/Not Resolved - ),  |(S - COVID-19 immunisation -
Professional |Area Not applicable - [1d - n/a -
Fatigue (n/a - Not n/al)
Recovered/Not Resolved - ),
Headache (n/a - Not
Recovered/Not Resolved - ),
Inappropriate schedule of
product administration (n/a -
Unknown - ),
Muscle spasms (n/a - Not
Recovered/Not Resolved - )
EU-EC- 21/03/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Derailment (n/a - Not COMIRNATY [TOZINAMERAN] | Not reported
10011959698 Healthcare |Economic Years |Specified Recovered/Not Resolved - ) (S - COVID-19 immunisation -
Professional |Area Not applicable - [n/a - n/a -
n/a])
EU-EC- 21/03/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Chest pain (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011959763 Professional |European Years |Specified Recovering/Resolving - Other  |(S - COVID-19 immunisation -
Economic Medically Important Not applicable - [1d - n/a -
Area Condition), Unknown])
Heart rate abnormal (n/a -
Recovering/Resolving - Other
Medically Important
Condition),
Hypotension (n/a -
Recovering/Resolving - Other
Medically Important
Condition),
Respiration abnormal (n/a -
Recovering/Resolving - Other
Medically Important
Condition),
Sinus arrhythmia (n/a -

42/48



30.11.2022 16.33

Run Line Listing Report

Recovering/Resolving - Other
Medically Important Condition)

EU-EC-
10011959817

21/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

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

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

Supraventricular tachycardia
(n/a - Unknown - )

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

Not reported

EU-EC-
10011959823

21/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

Fibrin D dimer (n/a - Unknown

=)

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

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

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

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

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

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

Not reported

EU-EC-
10011959888

21/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Infectious mononucleosis (n/a
- Unknown - ),

Lymphadenopathy (n/a -
Unknown - )

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

Not reported

EU-EC-
10011959964

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

21/03/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

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

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

Palpitations (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation, Other

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

[CICLESONIDE]
exercise induces
500mg - n/al),

[TIOTROPIUM,
BROMIDE, TIO1
BROMIDE MON!
- Asthma exerci
n/a-[n/a-n/a
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Medically Important
Condition),

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

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

EU-EC-
10011960169

21/03/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

Pyrexia (n/a - Unknown -
Disabling)

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

[ISOTRETINOIM
n/a-[n/a-n/a

EU-EC-
10011960219

21/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

C-reactive protein increased
(8d - Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Chest discomfort (10d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

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

Diarrhoea (8d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Dizziness (10d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

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

Headache (8d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Myocarditis (10d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Nausea (10d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Pyrexia (8d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Troponin T increased (8d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10011960243

21/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

Platelet count decreased (n/a -
Unknown - Disabling)

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

Not reported

EU-EC-
10011960466

21/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Fatigue (3d -
Recovered/Resolved - ),

Headache (3d -
Recovered/Resolved - ),

Insomnia (3d -
Recovered/Resolved - ),

Lymphadenopathy (3d -
Recovered/Resolved - ),

Nausea (3d -
Recovered/Resolved - ),

Pain in extremity (3d -
Recovered/Resolved - ),

Vaccination site pain (3d -
Recovered/Resolved - )

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

Not reported

EU-EC-
10011960467

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

21/03/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Eye movement disorder (n/a -
Recovered/Resolved - ),

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

Feeling abnormal (n/a -
Recovered/Resolved - ),

Feeling hot (n/a -
Recovered/Resolved - ),

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

Hyperhidrosis (n/a -
Recovered/Resolved - ),

Loss of consciousness (n/a -
Recovered/Resolved - Other

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

[FLUTICASONE
SALMETEROL X
Prophylaxis - n/
n/a])
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Medically Important
Condition),
Muscle twitching (n/a -
Recovered/Resolved - ),
Nausea (n/a -
Recovered/Resolved - ),
Pallor (n/a -
Recovered/Resolved - )
EU-EC- 21/03/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No COVID-19 (n/a - Unknown - COMIRNATY [TOZINAMERAN] |Not reported
10011960485 Professional |European Years |Specified Other Medically Important (S - COVID-19 immunisation -
Economic Condition), Not applicable - [1d - n/a -
Area Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 21/03/2022 |Spontaneous |Non Non Not available 12-17 |Not Male No Diarrhoea (n/a - Unknown - COMIRNATY [TOZINAMERAN] | Not reported
10011960963 Healthcare |European Years |Specified Disabling, Other Medically (S - COVID-19 immunisation -
Professional |Economic Important Condition), Not applicable - [1d - n/a -
Area n/a])
Dyspepsia (n/a - Unknown -
Disabling, Other Medically
Important Condition),
Fatigue (n/a -
Recovering/Resolving -
Disabling, Other Medically
Important Condition),
Gastritis (n/a - Unknown -
Disabling, Other Medically
Important Condition),
Headache (n/a - Unknown -
Disabling, Other Medically
Important Condition),
Nausea (n/a -
Recovering/Resolving -
Disabling, Other Medically
Important Condition),
Vomiting (n/a - Not
Recovered/Not Resolved -
Disabling, Other Medically
Important Condition)
EU-EC- 21/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Status asthmaticus (11d - COMIRNATY [TOZINAMERAN] | Not reported
10011961399 Professional |Economic Years Recovered/Resolved - Life (S - COVID-19 immunisation -
Area Threatening, Unknown - [n/a - 1{DF} -
Caused/Prolonged Intramuscular])
Hospitalisation)
EU-EC- 21/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Raynaud's phenomenon (n/a - |COMIRNATY [TOZINAMERAN] | COMIRNATY [Tt
10011961520 Professional |Economic Years Recovering/Resolving - Other  |(S - COVID-19 immunisation - |(C - COVID-19 i
Area Medically Important Condition) |Drug withdrawn - [1d - .3mL -|n/a - )
Intramuscular])
EU-EC- 21/03/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Lymphadenopathy (n/a - Not |COMIRNATY [TOZINAMERAN] |Not reported
10011961550 Healthcare |Economic Years |Specified Recovered/Not Resolved - ) (S - COVID-19 immunisation -
Professional |Area Not applicable - [n/a - n/a -
n/a])
EU-EC- 21/03/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Dysgeusia (n/a - Not [TOZINAMERAN] (S - n/a - Not reported
10011961837 Healthcare |Economic Years |Specified Recovered/Not Resolved - Unknown - [n/a - n/a - n/a])
Professional |Area Other Medically Important
Condition),
Vomiting (n/a - Unknown -
Other Medically Important
Condition)
EU-EC- 21/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - Unknown - COMIRNATY [TOZINAMERAN] | Not reported
10011962114 Professional |Economic Years Other Medically Important (S-n/fa-nfa-[nfa-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 21/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - Unknown - COMIRNATY [TOZINAMERAN] | Not reported
10011962115 Professional |Economic Years Other Medically Important (S-nfa-nfa-[nfa-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 21/03/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Neck pain (n/a - Not COMIRNATY [TOZINAMERAN] |Not reported
10011962244 Healthcare |Economic Years |Specified Recovered/Not Resolved - ) (S-nfa-nfa-[nfa-n/a-
Professional |Area n/al)
EU-EC- 20/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - Unknown - COMIRNATY [TOZINAMERAN] | Not reported
10011944947 Professional | Economic Years Other Medically Important (S-n/fa-nfa-[nfa-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 20/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Lymph node pain (n/a - COMIRNATY [TOZINAMERAN] | Not reported
10011944960 Healthcare |Economic Years Recovered/Resolved - ), (S - COVID-19 immunisation -
Professional |Area Not applicable - [n/a - 1{DF}
Lymphadenopathy (n/a - - Intramuscular])
Unknown - )
EU-EC- 20/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Application site pain (n/a - Not |COMIRNATY [TOZINAMERAN] | Not reported
10011945008 Healthcare |Economic Years Recovered/Not Resolved - ),  |(S-n/a-n/a-[n/a-n/a-
Professional |Area n/al)
Exercise tolerance decreased
(n/a - Not Recovered/Not
Resolved - ),
Fatigue (n/a - Not
Recovered/Not Resolved - ),
Lymphadenopathy (n/a - Not
Recovered/Not Resolved - ),
Pyrexia (n/a - Not
Recovered/Not Resolved - )
EU-EC- 20/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Application site pain (n/a - COMIRNATY [TOZINAMERAN] | Not reported
10011945009 Healthcare |Economic Years Recovered/Resolved - ), (S-n/a-nfa-[n/a-n/a-
Professional |Area n/al)
Fatigue (n/a -
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Recovered/Resolved - ),
Pyrexia (n/a -
Recovered/Resolved - ),
Somnolence (n/a -
Recovered/Resolved - )
EU-EC- 20/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Herpes zoster (n/a - COMIRNATY [TOZINAMERAN] | Not reported
10011945013 Professional |Economic Years Recovered/Resolved - ) (S-n/fa-nfa-[n/a-n/a-
Area n/al)
EU-EC- 20/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Lymphadenopathy (n/a - COMIRNATY [TOZINAMERAN] | Not reported
10011945040 Healthcare |Economic Years Recovered/Resolved - ), (S-nfa-nfa-[nfa-n/a-
Professional |Area n/a])
Pyrexia (n/a -
Recovered/Resolved - )
EU-EC- 20/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - Unknown - COMIRNATY [TOZINAMERAN] | Not reported
10011945119 Professional |Economic Years Other Medically Important (S-n/fa-n/a-[n/a-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 20/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - Unknown - COMIRNATY [TOZINAMERAN] |Not reported
10011945135 Professional |Economic Years Other Medically Important (S-n/fa-nfa-[n/a-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 20/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - Unknown - COMIRNATY [TOZINAMERAN] |Not reported
10011945140 Professional |Economic Years Other Medically Important (S-nfa-nfa-[n/a-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 20/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - Unknown - COMIRNATY [TOZINAMERAN] |Not reported
10011945141 Professional |Economic Years Other Medically Important (S-n/fa-nfa-[nfa-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 20/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - Unknown - COMIRNATY [TOZINAMERAN] | Not reported
10011945235 Professional |Economic Years Other Medically Important (S-n/fa-n/a-[n/a-n/a-
Area Condition), Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 20/03/2022 |Spontaneous |Non European |Not available 12-17 |Child Female |No Asthenia (n/a - Unknown - ), |COMIRNATY [TOZINAMERAN] |Not reported
10011945310 Healthcare |Economic Years (S - COVID-19 immunisation -
Professional |Area Chest pain (n/a - Unknown - ), |Not applicable - [n/a - 1{DF}
- Intramuscular])
Dizziness (n/a - Unknown - ),
Dyspnoea (n/a - Unknown - ),
Feeling hot (n/a - Unknown - ),
Hyperhidrosis (n/a - Unknown
=l
Panic attack (n/a - Unknown -
)
Pyrexia (n/a - Unknown - ),
Vomiting (n/a - Unknown - )
EU-EC- 20/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Chills (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011945409 Healthcare |Economic Years Recovered/Resolved - ), (S-nfa-nfa-[nfa-n/a-
Professional |Area n/al)
Hepatic pain (n/a -
Recovered/Resolved - ),
Pyrexia (n/a -
Recovered/Resolved - )
EU-EC- 20/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Vaccination site COMIRNATY [TOZINAMERAN] | Not reported
10011945532 Professional | Economic Years lymphadenopathy (n/a - (S - COVID-19 immunisation -
Area Unknown - ) Not applicable - [1d - 1{DF} -
Unknown])
EU-EC- 20/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Lymphadenopathy (n/a - COMIRNATY [TOZINAMERAN] | Not reported
10011945580 Healthcare |Economic Years Unknown -), (S - COVID-19 immunisation -
Professional |Area Drug withdrawn - [1d - .3mL -
Vaccination site mass (n/a - n/al)
Unknown - ),
Vaccination site reaction (n/a -
Unknown - )
EU-EC- 20/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Malaise (n/a - Unknown - ), COMIRNATY [TOZINAMERAN] | Not reported
10011945645 Professional | Economic Years (S - COVID-19 immunisation -
Area Pyrexia (n/a - Unknown - ) Not applicable - [1d - 1{DF} -
Unknown])
EU-EC- 20/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Epistaxis (n/a - Unknown - )  |COMIRNATY [TOZINAMERAN] | Not reported
10011945729 Healthcare |Economic Years (S-nfa-nfa-[nfa-n/a-
Professional |Area n/a])
EU-EC- 20/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Application site pain (n/a - COMIRNATY [TOZINAMERAN] | Not reported
10011945736 Healthcare |Economic Years Recovered/Resolved - ), (S-n/fa-nfa-[n/a-n/a-
Professional |Area n/al)
Arthralgia (n/a -
Recovering/Resolving - ),
Fatigue (n/a -
Recovered/Resolved - ),
Headache (n/a -
Recovered/Resolved - ),
Myalgia (n/a -
Recovering/Resolving - )
EU-EC- 20/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Heavy menstrual bleeding (n/a | COMIRNATY [TOZINAMERAN] | Not reported
10011945737 Healthcare |Economic Years - Recovered/Resolved - ) (S-n/fa-nfa-[nfa-n/a-
Professional |Area n/al)
EU-EC- 19/03/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Disturbance in attention (n/a - |COMIRNATY [TOZINAMERAN] |Not reported
10011939324 Healthcare |Economic Years |Specified Not Recovered/Not Resolved - |(S - COVID-19 immunisation -
Professional |Area Other Medically Important
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Condition),

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

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

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

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

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

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

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

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

n/a-[n/a-.3mL-
Intramuscular])

EU-EC-
10011939327

19/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Arthralgia (n/a - Unknown - ),

Swelling (n/a - Unknown - )

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

- Intramuscular])

Not reported

EU-EC-
10011942925

19/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

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

Not reported

EU-EC-
10011942930

19/03/2022

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

Not reported

EU-EC-
10011944695

19/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

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

Not reported

EU-EC-
10011944698

19/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

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

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

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

Not reported

EU-EC-
10011944818

19/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

Lymphadenopathy (5h -
Recovered/Resolved - Other
Medically Important Condition)

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

Not reported

EU-EC-
10011928093

18/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Epistaxis (35d -
Recovered/Resolved - ),

Pain (35d -
Recovered/Resolved - ),

Pyrexia (35d -
Recovered/Resolved - ),

Rash erythematous (35d -
Recovered/Resolved - )

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

Not reported

EU-EC-
10011928466

18/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Headache (n/a -
Recovering/Resolving - Life
Threatening)

COMIRNATY [TOZINAMERAN]
(S - n/a - Not applicable -
[n/a - 5mL - n/a])

Not reported

EU-EC-
10011928534

18/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Abdominal pain (n/a -
Recovering/Resolving - ),

Diarrhoea (n/a -
Recovering/Resolving - ),

Erythema (n/a -
Recovering/Resolving - ),

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

Lethargy (n/a -
Recovering/Resolving - ),

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

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

Vomiting (n/a -
Recovering/Resolving - )

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

Not reported

EU-EC-
10011928874

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

18/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

Lethargy (n/a -
Recovering/Resolving - ),

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

Pleuritic pain (n/a -
Recovering/Resolving - ),

Troponin increased (n/a -
Recovering/Resolving - ),

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

EU-EC- 18/03/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Arthralgia (n/a - Unknown - ), |COMIRNATY [TOZINAMERAN] | Not reported
10011928893 Professional |European Years |Specified (S - COVID-19 immunisation -
Economic C-reactive protein increased Not applicable - [1d - n/a -
Area (n/a - Unknown - ), n/a])
Chest pain (n/a - Unknown - ),
Headache (n/a - Unknown - ),
Myalgia (n/a - Unknown - ),
Myocarditis (n/a - Unknown -
Other Medically Important
Condition),
Pain in extremity (n/a -
Unknown - ),
Troponin increased (n/a -
Unknown - )
EU-EC- 18/03/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Asthenia (n/a - COMIRNATY [TOZINAMERAN] | Not reported
10011929060 Professional |European Years |Specified Recovered/Resolved - ), (S - COVID-19 immunisation -
Economic Not applicable - [1d - n/a -
Area Seizure (n/a - n/al)
Recovered/Resolved - Other
Medically Important
Condition),
Somnolence (n/a -
Recovered/Resolved - )
EU-EC- 18/03/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No C-reactive protein increased COMIRNATY [TOZINAMERAN] | Not reported
10011929073 Professional |European Years |Specified (n/a - Recovering/Resolving - (S - COVID-19 immunisation -
Economic ) Not applicable - [1d - n/a -
Area n/a])
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