30.11.2022 17.33

Line Listing Report
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Run Line Listing Report
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Primary .
EV : Source : Patient Reaction List PT Suspect/interacting Drug List Conqomltant/Not
EU Local Gateway Primary Country Patient Age Group | Patient Parent (Duration — Outcome |(Drug Char - Indication PT - Administered Drug |
. Report Type |Source Literature Reference Age Child . . - (Drug Char - Indicat
Number Receipt o |for (as per Sex - Seriousness Action taken - [Duration - b
Qualification Group Report | .2~ - Action taken - [Du
Date Regulatory reporter) Criteria) Dose - Route])
Dose - Route])
Purposes
EU-EC- 13/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Nausea (3d - COMIRNATY [TOZINAMERAN] |Not reported
10011246201 Healthcare |Economic Years Recovered/Resolved |(S - Immunisation - n/a - [n/a
Professional |Area =) -n/a-n/a])
Vomiting (0d -
Recovered/Resolved
-)
EU-EC- 13/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Injection site pain COMIRNATY [TOZINAMERAN] |Not reported
10011246202 Healthcare |Economic Years (n/a- (S - Immunisation - n/a - [n/a
Professional |Area Recovered/Resolved |- n/a - n/a])
EU-EC- 13/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Rash (7d - Not COMIRNATY [TOZINAMERAN] |Not reported
10011246204 Healthcare |Economic Years Recovered/Not (S - Immunisation - n/a - [n/a
Professional |Area Resolved - ) - n/a-n/al)
EU-EC- 13/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Fatigue (1d - COMIRNATY [TOZINAMERAN] |Not reported
10011246206 Healthcare |Economic Years Recovered/Resolved | (S - Immunisation - n/a - [n/a
Professional |Area - - n/a - n/a])
EU-EC- 13/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Chills (0d - COMIRNATY [TOZINAMERAN] |Not reported
10011246222 Healthcare |Economic Years Recovered/Resolved |(S - Immunisation - n/a - [n/a
Professional |Area =) - n/a - n/a])
Headache (0d -
Recovered/Resolved
=)
Injection site pain
Recovered/Resolved
=)
Pyrexia (0d -
Recovered/Resolved
EU-EC- 13/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Fatigue (0d - COMIRNATY [TOZINAMERAN] |Not reported
10011246228 Healthcare |Economic Years Recovered/Resolved |(S - Immunisation - n/a - [n/a
Professional |Area -), - n/a-n/a])
Headache (0d -
Recovered/Resolved
=)
Injection site pain
Recovered/Resolved
EU-EC- 13/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Fatigue (n/a - Not COMIRNATY [TOZINAMERAN] |Not reported
10011246238 Healthcare |Economic Years Recovered/Not (S - Immunisation - n/a - [n/a
Professional |Area Resolved - ), - n/a-n/a])
Headache (n/a - Not
Recovered/Not
Resolved - ),
Influenza (n/a - Not
Recovered/Not
Resolved - ),
Injection site pain
(n/a - Not
Recovered/Not
Resolved - ),
Limb discomfort (n/a
- Not Recovered/Not
Resolved - )
EU-EC- 13/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Vaccination site COMIRNATY [TOZINAMERAN] |Not reported
10011246253 Healthcare |Economic Years reaction (2d - (S - Immunisation - n/a - [n/a
Professional |Area Recovered/Resolved |- n/a - Intramuscular])
EU-EC- 13/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Rash (1d - COMIRNATY [TOZINAMERAN] |Not reported
10011246266 Healthcare |Economic Years Recovered/Resolved |(S - Immunisation - n/a - [n/a
Professional |Area - - n/a - n/a])
EU-EC- 13/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Rash (n/a - Not COMIRNATY [TOZINAMERAN] |Not reported
10011246268 Healthcare |Economic Years Recovered/Not (S - Immunisation - n/a - [n/a
Professional |Area Resolved - ) - n/a - n/a))
EU-EC- 13/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Chills (1d - COMIRNATY [TOZINAMERAN] |Not reported
10011246291 Healthcare |Economic Years Recovered/Resolved | (S - Immunisation - n/a - [n/a
Professional |Area -), - n/a-n/al)
Headache (2d -
Recovered/Resolved
Pyrexia (2d -
Recovered/Resolved
EU-EC- 13/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Injection site pain COMIRNATY [TOZINAMERAN] |Not reported
10011246295 Healthcare |Economic Years (1d - (S - Immunisation - n/a - [n/a
Professional |Area Recovered/Resolved |- n/a - n/a])
EU-EC- 13/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Fatigue (1d - Not COMIRNATY [TOZINAMERAN] |Not reported
10011246350 Healthcare |Economic Years Recovered/Not (S - Immunisation - n/a - [n/a
Professional |Area Resolved - ), - n/a-n/a))
Headache (0d -
Recovered/Resolved
=)
Injection site
erythema (1d - Not
Recovered/Not
Resolved - ),
Injection site pain
(1d - Not
Recovered/Not
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Resolved - ),
Injection site
swelling (1d - Not
Recovered/Not
Resolved - ),
Limb discomfort (1d
- Not Recovered/Not
Resolved - ),
Myalgia (1d - Not
Recovered/Not
Resolved - )
EU-EC- 13/01/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Rash (2d - COMIRNATY [TOZINAMERAN] |Not reported
10011246353 Healthcare |Economic Years |Specified Recovered/Resolved |(S - Immunisation - n/a - [n/a
Professional |Area - - n/a - n/a))
EU-EC- 13/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Vomiting (0d - COMIRNATY [TOZINAMERAN] |Not reported
10011246354 Healthcare |Economic Years Recovering/Resolving | (S - Immunisation - n/a - [n/a
Professional |Area - - n/a - n/a])
EU-EC- 13/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Headache (3d - Not |COMIRNATY [TOZINAMERAN] |Not reported
10011246359 Healthcare |Economic Years Recovered/Not (S - Immunisation - n/a - [n/a
Professional |Area Resolved - ), -n/a-n/a])
Influenza (3d - Not
Recovered/Not
Resolved - ),
Pyrexia (0d - Not
Recovered/Not
Resolved - )
EU-EC- 13/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Fatigue (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011246374 Healthcare |Economic Years Unknown - ), (S - Immunisation - n/a - [n/a
Professional |Area - n/a-n/a])
Vomiting (n/a -
Unknown - )
EU-EC- 13/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Nausea (0d - Not COMIRNATY [TOZINAMERAN] |Not reported
10011246434 Healthcare |Economic Years Recovered/Not (S - Immunisation - n/a - [n/a
Professional |Area Resolved - ) - n/a - n/a])
EU-EC- 13/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Myalgia (5d - COMIRNATY [TOZINAMERAN] |Not reported
10011246437 Healthcare |Economic Years Recovered/Resolved |(S - Immunisation - n/a - [n/a
Professional |Area - - n/a - n/al)
EU-EC- 13/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Headache (0d - COMIRNATY [TOZINAMERAN] |Not reported
10011246438 Healthcare |Economic Years Recovered/Resolved |(S - Immunisation - n/a - [n/a
Professional |Area -) - n/a - n/a])
EU-EC- 13/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Dizziness (n/a - Not |COMIRNATY [TOZINAMERAN] |Not reported
10011246440 Healthcare |Economic Years Recovered/Not (S - Immunisation - n/a - [n/a
Professional |Area Resolved - ), - n/a-n/a])
Headache (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 13/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Headache (1d - COMIRNATY [TOZINAMERAN] |Not reported
10011246455 Healthcare |Economic Years Recovered/Resolved |(S - Immunisation - n/a - [n/a
Professional |Area =) -n/a-n/a])
Injection site pain
(1d -
Recovered/Resolved
EU-EC- 13/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Headache (0d - COMIRNATY [TOZINAMERAN] |Not reported
10011246476 Healthcare |Economic Years Recovered/Resolved |(S - Immunisation - n/a - [n/a
Professional |Area =) - n/a-n/a])
Pyrexia (1d -
Recovered/Resolved
EU-EC- 13/01/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Fatigue (12d - COMIRNATY [TOZINAMERAN] |Not reported
10011246498 Healthcare |Economic Years |Specified Unknown - ), (S - Immunisation - n/a - [n/a
Professional |Area - n/a-n/a))
Headache (12d -
Unknown - )
EU-EC- 13/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Chills (0d - COMIRNATY [TOZINAMERAN] |Not reported
10011246532 Healthcare |Economic Years Recovered/Resolved |(S - Immunisation - n/a - [n/a
Professional |Area =) - n/a-n/a])
Headache (0d -
Recovering/Resolving
=)
Influenza (0d -
Recovering/Resolving
=)
Injection site pain
Recovered/Resolved
=)
Limb discomfort (0d
Recovered/Resolved
=)
Nausea (0d -
Recovered/Resolved
=)
Pyrexia (0d -
Recovered/Resolved
-)
EU-EC- 13/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Dizziness (0d - Not |COMIRNATY [TOZINAMERAN] |Not reported
10011246533 Healthcare |Economic Years Recovered/Not (S - Immunisation - n/a - [n/a
Professional |Area Resolved - ), - n/a-n/a))
Fatigue (0d - Not
Recovered/Not
Resolved - ),
Headache (0d - Not
Recovered/Not
Resolved - )
EU-EC- 13/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Headache (1d - COMIRNATY [TOZINAMERAN] |Not reported
10011246570 Healthcare |Economic Years Recovered/Resolved | (S - Immunisation - n/a - [n/a
Professional |Area =) - n/a-n/a])
Injection site pain
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(2d-
Recovered/Resolved

EU-EC-
10011246583

13/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Headache (2d - Not
Recovered/Not
Resolved - ),

Nausea (2d -
Recovered/Resolved

»

Pyrexia (1d -
Recovered/Resolved

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

- n/a-n/a])

Not reported

EU-EC-
10011246589

13/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Injection site pain

Recovered/Resolved

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

Not reported

EU-EC-
10011246604

13/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Feeling hot (0d - Not
Recovered/Not
Resolved - ),

Injection site pain
(0d - Not
Recovered/Not
Resolved - ),

Pyrexia (0d - Not
Recovered/Not
Resolved - )

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

- n/a - n/a])

Not reported

EU-EC-
10011246630

13/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Dyspnoea (1d - Not
Recovered/Not
Resolved - ),

Fatigue (2d - Not
Recovered/Not
Resolved - ),

Myalgia (2d - Not
Recovered/Not
Resolved - )

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

- n/a - n/a])

Not reported

EU-EC-
10011246651

13/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Headache (2d - Not
Recovered/Not
Resolved - ),

Nausea (2d -
Recovered/Resolved

)

Pyrexia (1d -
Recovered/Resolved

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

Not reported

EU-EC-
10011246655

13/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Injection site
erythema (2d -
Recovered/Resolved

»

Myalgia (1d -
Recovering/Resolving

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

Not reported

EU-EC-
10011246663

13/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Fatigue (2d -
Recovering/Resolving

i

Injection site pain
(1d -
Recovering/Resolving
=)

Limb discomfort (0d

Recovered/Resolved

»

Myalgia (0d -
Recovered/Resolved

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

- n/a - n/a])

Not reported

EU-EC-
10011246696

13/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Fatigue (0d -
Recovered/Resolved

»

Headache (0d -
Recovered/Resolved
=)

Injection site pain
(n/a-
Recovering/Resolving

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

Not reported

EU-EC-
10011246703

13/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Myalgia (35d -
Recovered/Resolved

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

Not reported

EU-EC-
10011246724

13/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Chills (2d -
Recovering/Resolving

a

Dizziness (3d -
Recovering/Resolving

7

Headache (2d -
Recovering/Resolving
=)

Pyrexia (2d -
Recovering/Resolving
=)

Vomiting (2d -
Recovering/Resolving

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

- n/a-n/a])

Not reported

EU-EC-
10011246763

13/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Rash (4d - Not
Recovered/Not
Resolved - )

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

Not reported

EU-EC-
10011246765

13/01/2022

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

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Chills (2d - Not
Recovered/Not
Resolved - ),

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

- n/a - n/a])

Not reported
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Feeling hot (2d - Not
Recovered/Not
Resolved - ),

Headache (2d -
Recovering/Resolving

7

Injection site pain

Recovering/Resolving

a

Nausea (2d - Not
Recovered/Not
Resolved - ),

Vomiting (0d - Not
Recovered/Not
Resolved - ),

Vomiting (1d -
Unknown - )

EU-EC-
10011246774

13/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Injection site
erythema (1d -
Recovered/Resolved

7

Injection site
swelling (1d -
Recovered/Resolved

7

Pyrexia (1d - Not
Recovered/Not
Resolved - )

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

- n/a - n/a])

Not reported

EU-EC-
10011246787

13/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Influenza (2d -
Recovered/Resolved

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

- n/a - n/a])

Not reported

EU-EC-
10011246804

13/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Headache (0d -
Recovered/Resolved

a

Injection site pain

Recovered/Resolved

W

Myalgia (5d -
Recovering/Resolving

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

Not reported

EU-EC-
10011246828

13/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Influenza (0d -
Recovering/Resolving

=)

Injection site pain

Recovering/Resolving

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

Not reported

EU-EC-
10011246842

13/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Pyrexia (2d -
Recovering/Resolving

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

Not reported

EU-EC-
10011246861

13/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Rash (0d - Not
Recovered/Not
Resolved - )

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

- n/a - n/a])

Not reported

EU-EC-
10011246871

13/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Dizziness (n/a -
Recovering/Resolving
=)

Fatigue (n/a -
Recovering/Resolving
=)

Headache (n/a -
Recovering/Resolving
=)

Vomiting (n/a -
Recovered/Resolved

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

Not reported

EU-EC-
10011246878

13/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

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

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

- n/a - n/a])

Not reported

EU-EC-
10011246879

13/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Chills (1d - Not
Recovered/Not
Resolved - ),

Fatigue (1d - Not
Recovered/Not
Resolved - ),

Headache (1d - Not
Recovered/Not
Resolved - ),

Injection site pain
(1d - Not
Recovered/Not
Resolved - ),

Myalgia (1d - Not
Recovered/Not
Resolved - )

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

Not reported

EU-EC-
10011246888

13/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Chills (1d -
Recovered/Resolved

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

Not reported

EU-EC-
10011246907

13/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Dizziness (0d -
Recovered/Resolved

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

Not reported

EU-EC-
10011246912

13/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Injection site pain
(1d - Unknown - )

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

- n/a - n/a])

Not reported

https://dap.ema.europa.eu/analytics/saw.dll?Go
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EU-EC- 13/01/2022

10011246920

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

Run Line Listing Report

12-17
Years

Adolescent

Female

No

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

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

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

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

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

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

Not reported

EU-EC-
10011246945

13/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Fatigue (0d -
Recovered/Resolved

»

Injection site pain

Recovered/Resolved

»

Myalgia (0d -
Recovered/Resolved
-)

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

- n/a-n/a])

Not reported

EU-EC-
10011246948

13/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Cough (3d -
Recovering/Resolving
=)

Influenza (1d -
Recovered/Resolved

»

Injection site pain

Recovered/Resolved

W

Pyrexia (1d -
Recovered/Resolved

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

- n/a-n/a])

Not reported

EU-EC-
10011246966

13/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Fatigue (1d -
Recovering/Resolving
=)

Headache (0d -
Recovering/Resolving

»

Injection site pain

Recovering/Resolving

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

Not reported

EU-EC-
10011246967

13/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Injection site pain
2

Recovered/Resolved

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

Not reported

EU-EC-
10011246970

13/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Dyspnoea (16d -
Unknown - )

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

Not reported

EU-EC-
10011246996

13/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Dizziness (7d -
Recovered/Resolved

)

Dyspnoea (5d -
Recovered/Resolved

»

Fatigue (7d -
Recovered/Resolved

a

Headache (7d -
Recovered/Resolved
=)

Influenza (7d -
Recovered/Resolved

=)

Lymphadenopathy
( -

Recovered/Resolved

=)

Nausea (3d -
Recovered/Resolved
=)

Pyrexia (3d -
Recovered/Resolved

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

- n/a-n/a))

Not reported

EU-EC-
10011246998

13/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Vomiting (0d -
Recovered/Resolved

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

- n/a - n/a])

Not reported

EU-EC-
10011247043

13/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

Fatigue (0d -
Recovering/Resolving
=)

Injection site pain

Recovering/Resolving

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

Not reported

EU-EC-
10011247045

13/01/2022

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

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Influenza (2d -
Recovered/Resolved

7

Pyrexia (2d -

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

Not reported
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Recovered/Resolved
EU-EC- 13/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Myalgia (0d - COMIRNATY [TOZINAMERAN] |Not reported
10011247055 Healthcare |Economic Years Unknown - ) (S - Immunisation - n/a - [n/a
Professional |Area - n/a - n/a])
EU-EC- 13/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Influenza (0d - COMIRNATY [TOZINAMERAN] |Not reported
10011247058 Healthcare |Economic Years Recovered/Resolved |(S - Immunisation - n/a - [n/a
Professional |Area =) - n/a-n/a])
Injection site pain
(3d-
Recovered/Resolved
-)
EU-EC- 13/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Influenza (1d - COMIRNATY [TOZINAMERAN] |Not reported
10011247074 Healthcare |Economic Years Recovered/Resolved |(S - Immunisation - n/a - [n/a
Professional |Area =) - n/a - n/a])
Injection site
erythema (3d -
Recovering/Resolving
=)
Injection site pain
Recovering/Resolving
EU-EC- 13/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Headache (3d - COMIRNATY [TOZINAMERAN] |Not reported
10011247087 Healthcare |Economic Years Recovered/Resolved |(S - Immunisation - n/a - [n/a
Professional |Area =) - n/a-n/a])
Injection site pain
(3d-
Recovered/Resolved
EU-EC- 13/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Dizziness (n/a - Not |COMIRNATY [TOZINAMERAN] |Not reported
10011247094 Healthcare |Economic Years Recovered/Not (S - Immunisation - n/a - [n/a
Professional |Area Resolved - ), - n/a-n/a))
Fatigue (n/a - Not
Recovered/Not
Resolved - ),
Headache (n/a - Not
Recovered/Not
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 13/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Headache (0d - COMIRNATY [TOZINAMERAN] |Not reported
10011247293 Professional |Economic Years |Specified Recovered/Resolved |(S - COVID-19 immunisation -
Area =) n/a-[n/a-.3mL-
Intramuscular])
Nausea (0d -
Recovered/Resolved
EU-EC- 13/01/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Pyrexia (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011247319 Healthcare |Economic Years |Specified Recovered/Resolved |(S - COVID-19 immunisation -
Professional |Area =) Not applicable - [n/a - 1{DF}
- Intramuscular])
Vomiting (n/a -
Recovered/Resolved
EU-EC- 13/01/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Arthralgia (n/a - Not |COMIRNATY [TOZINAMERAN] |Not reported
10011247422 Healthcare |Economic Years |Specified Recovered/Not (S - COVID-19 immunisation -
Professional |Area Resolved - ), n/a - [n/a - 1{DF} -
Intramuscular])
Hyperthermia (n/a -
Not Recovered/Not
Resolved - ),
Migraine (n/a - Not
Recovered/Not
Resolved - ),
Pain in extremity
(n/a - Not
Recovered/Not
Resolved - ),
Tonsillar hypertrophy
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 13/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Non-pitting oedema | COMIRNATY [TOZINAMERAN] |Not reported
10011247474 Professional |Economic Years |Specified (n/a- (S - COVID-19 prophylaxis -
Area Recovering/Resolving |n/a - [n/a - .3mL -
- Intramuscular])
EU-EC- 13/01/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Chest pain (n/a - Not | COMIRNATY [TOZINAMERAN] |Not reported
10011247733 Healthcare |Economic Years | Specified Recovered/Not (S - COVID-19 immunisation -
Professional |Area Resolved - n/a-[n/a-nfa-
Caused/Prolonged Intramuscular])
Hospitalisation),
Myopericarditis (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 13/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Influenza (2d - Not | COMIRNATY [TOZINAMERAN] |Not reported
10011247929 Healthcare |Economic Years Recovered/Not (S - Immunisation - n/a - [n/a
Professional |Area Resolved - ) - n/a - n/a])
EU-EC- 13/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Fatigue (8d - COMIRNATY [TOZINAMERAN] |Not reported
10011247936 Healthcare |Economic Years Recovered/Resolved |(S - Immunisation - n/a - [n/a
Professional |Area - - n/a-n/a])
Headache (8d -
Recovered/Resolved
EU-EC- 13/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Fatigue (2d - COMIRNATY [TOZINAMERAN] |Not reported
10011247952 Healthcare |Economic Years Recovering/Resolving | (S - Immunisation - n/a - [n/a
Professional |Area - - n/a-n/a])
Headache (2d -
Recovering/Resolving
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Injection site pain

Recovering/Resolving

)
Lymphadenopathy
(0d -

Recovering/Resolving

i

Myalgia (1d -
Recovering/Resolving

EU-EC-
10011247957

13/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Headache (1d -
Recovered/Resolved

i

Injection site pain

Recovered/Resolved

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

Not reported

EU-EC-
10011247961

13/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Fatigue (2d -
Recovered/Resolved

»

Injection site pain
2d -

Recovering/Resolving

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

- n/a - n/a])

Not reported

EU-EC-
10011247962

13/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Headache (1d -
Recovered/Resolved

=)

Myalgia (0d -
Recovered/Resolved

=)

Pyrexia (0d -
Recovered/Resolved

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

Not reported

EU-EC-
10011247969

13/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Headache (0d -
Recovered/Resolved
=)

Injection site
erythema (1d -
Recovering/Resolving

»

Myalgia (1d -
Recovering/Resolving
-)

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

- n/a-n/a])

Not reported

EU-EC-
10011247994

13/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Cough (3d -
Recovered/Resolved

=)

Feeling hot (1d -
Recovered/Resolved

»

Headache (3d - Not
Recovered/Not
Resolved - ),

Influenza (2d - Not
Recovered/Not
Resolved - )

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

- n/a-n/a])

Not reported

EU-EC-
10011247998

13/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Fatigue (1d -
Recovered/Resolved
=)

Feeling hot (0d -
Recovered/Resolved

»

Headache (0d -
Recovered/Resolved

»

Injection site pain

Recovered/Resolved

)
Limb discomfort (0d

Recovered/Resolved

=)

Malaise (0d -
Recovered/Resolved

=)

Myalgia (0d -
Recovered/Resolved

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

Not reported

EU-EC-
10011248023

13/01/2022

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

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Chills (2d -
Recovered/Resolved

»

Fatigue (0d -
Recovered/Resolved
=)

Injection site
erythema (2d -
Recovered/Resolved
=)

Injection site pain

Recovered/Resolved

=)

Injection site
swelling (3d -
Recovered/Resolved

W

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

- n/a-n/a])

Not reported
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Rash (3d -
Recovered/Resolved
EU-EC- 13/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Feeling hot (1d - COMIRNATY [TOZINAMERAN] |Not reported
10011248040 Healthcare |Economic Years Recovered/Resolved |(S - Immunisation - n/a - [n/a
Professional |Area =), - n/a-n/a])
Headache (2d -
Recovered/Resolved
=)
Injection site pain
(2d -
Recovered/Resolved
Limb discomfort (1d
Recovered/Resolved
=)
Pyrexia (1d -
Recovered/Resolved
EU-EC- 13/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Cough (n/a - Not COMIRNATY [TOZINAMERAN] |Not reported
10011248049 Healthcare |Economic Years Recovered/Not (S - Immunisation - n/a - [n/a
Professional |Area Resolved - ), -n/a-n/al)
Headache (3d -
Recovering/Resolving
Pyrexia (2d -
Recovering/Resolving
EU-EC- 13/01/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Pyrexia (0d - COMIRNATY [TOZINAMERAN] |Not reported
10011248062 Healthcare |Economic Years |Specified Recovered/Resolved |(S - Immunisation - n/a - [n/a
Professional |Area - - n/a - n/a])
EU-EC- 13/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Headache (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011248065 Healthcare |Economic Years Recovering/Resolving | (S - Immunisation - n/a - [n/a
Professional |Area =) - n/a-n/al)
Pyrexia (n/a -
Recovering/Resolving
EU-EC- 13/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Fatigue (5d - Not COMIRNATY [TOZINAMERAN] |Not reported
10011248066 Healthcare |Economic Years Recovered/Not (S - Immunisation - n/a - [n/a
Professional |Area Resolved - ), -n/a-n/al)
Myalgia (2d - Not
Recovered/Not
Resolved - )
EU-EC- 13/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Pyrexia (1d - COMIRNATY [TOZINAMERAN] |Not reported
10011248082 Healthcare |Economic Years Recovering/Resolving | (S - Immunisation - n/a - [n/a
Professional |Area - - n/a - n/a])
EU-EC- 13/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Not No Headache (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011248101 Healthcare |Economic Years Specified Recovered/Resolved |(S - Immunisation - n/a - [n/a
Professional |Area - - n/a - n/a])
EU-EC- 13/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Fatigue (0d - COMIRNATY [TOZINAMERAN] |Not reported
10011248164 Healthcare |Economic Years Recovered/Resolved |(S - Immunisation - n/a - [n/a
Professional |Area =) - n/a - n/a])
Pyrexia (0d -
Recovered/Resolved
-)
EU-EC- 13/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Vomiting (1d - COMIRNATY [TOZINAMERAN] |Not reported
10011248182 Healthcare |Economic Years Recovered/Resolved |(S - Immunisation - n/a - [n/a
Professional |Area -) - n/a - n/a])
EU-EC- 13/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Fatigue (32d - COMIRNATY [TOZINAMERAN] |Not reported
10011248185 Healthcare |Economic Years Recovered/Resolved | (S - Immunisation - n/a - [n/a
Professional |Area =) - n/a-n/a])
Injection site pain
2 -
Recovered/Resolved
=)
Malaise (0d -
Recovered/Resolved
EU-EC- 13/01/2022 |Spontaneous |Non European | Not available 12-17 |Adolescent |Male No Rash (11d - COMIRNATY [TOZINAMERAN] |Not reported
10011248187 Healthcare |Economic Years Recovering/Resolving | (S - Immunisation - n/a - [n/a
Professional |Area - - n/a - n/al)
EU-EC- 13/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Chills (n/a - Not COMIRNATY [TOZINAMERAN] |Not reported
10011248248 Healthcare |Economic Years Recovered/Not (S - Immunisation - n/a - [n/a
Professional |Area Resolved - ), - n/a - n/a])
Dizziness (n/a - Not
Recovered/Not
Resolved - ),
Headache (n/a - Not
Recovered/Not
Resolved - ),
Injection site pain
(n/a - Not
Recovered/Not
Resolved - ),
Nausea (n/a - Not
Recovered/Not
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 13/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Injection site pain COMIRNATY [TOZINAMERAN] |Not reported
10011248264 Healthcare |Economic Years - (S - Immunisation - n/a - [n/a
Professional |Area Recovered/Resolved |- n/a - n/a])
EU-EC- 13/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Dizziness (1d - COMIRNATY [TOZINAMERAN] |Not reported
10011248293 Healthcare |Economic Years Recovering/Resolving | (S - Immunisation - n/a - [n/a
Professional |Area =), - n/a-n/a))
Fatigue (1d -
Recovered/Resolved

8/50



30.11.2022 17.33

Run Line Listing Report

=)
Headache (1d -
Recovered/Resolved
EU-EC- 13/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Dizziness (n/a - Not |COMIRNATY [TOZINAMERAN] |Not reported
10011248308 Healthcare |Economic Years Recovered/Not (S - Immunisation - n/a - [n/a
Professional |Area Resolved - ) - n/a - n/a])
EU-EC- 13/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Fatigue (0d - COMIRNATY [TOZINAMERAN] |Not reported
10011248351 Healthcare |Economic Years Recovered/Resolved |(S - Immunisation - n/a - [n/a
Professional |Area =) - n/a - n/a])
Injection site pain
(5d -
Recovered/Resolved
=)
Malaise (0d -
Recovered/Resolved
=)
Tachycardia (0d -
Recovered/Resolved
EU-EC- 13/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Dizziness (28d - COMIRNATY [TOZINAMERAN] |Not reported
10011248359 Healthcare |Economic Years Recovering/Resolving | (S - Immunisation - n/a - [n/a
Professional |Area - - n/a - n/a])
EU-EC- 13/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Chills (1d - COMIRNATY [TOZINAMERAN] |Not reported
10011248378 Healthcare |Economic Years Recovered/Resolved |(S - Immunisation - n/a - [n/a
Professional |Area =) - n/a-n/a])
Fatigue (1d -
Recovered/Resolved
=)
Headache (2d -
Recovering/Resolving
=)
Influenza (2d -
Recovered/Resolved
=)
Injection site
swelling (3d -
Recovering/Resolving
=)
Nausea (1d -
Recovered/Resolved
=)
Pyrexia (1d -
Recovered/Resolved
EU-EC- 13/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Rash (14d - Not COMIRNATY [TOZINAMERAN] |Not reported
10011248400 Healthcare |Economic Years Recovered/Not (S - Immunisation - n/a - [n/a
Professional |Area Resolved - ) - n/a - n/a])
EU-EC- 13/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Dizziness (1d - COMIRNATY [TOZINAMERAN] |Not reported
10011248404 Healthcare |Economic Years Recovered/Resolved |(S - Immunisation - n/a - [n/a
Professional |Area =) - n/a-n/a])
Fatigue (3d -
Recovered/Resolved
=)
Injection site pain
(5d -
Recovered/Resolved
EU-EC- 13/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Headache (0d - COMIRNATY [TOZINAMERAN] |Not reported
10011248431 Healthcare |Economic Years Recovered/Resolved |(S - Immunisation - n/a - [n/a
Professional |Area =) - n/a-n/a])
Nausea (0d -
Recovered/Resolved
EU-EC- 13/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Injection site pain COMIRNATY [TOZINAMERAN] |Not reported
10011248455 Healthcare |Economic Years - (S - Immunisation - n/a - [n/a
Professional |Area Recovered/Resolved |- n/a - n/a])
EU-EC- 13/01/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Pyrexia (1d - COMIRNATY [TOZINAMERAN] |Not reported
10011248466 Healthcare |Economic Years |Specified Recovered/Resolved |(S - Immunisation - n/a - [n/a
Professional |Area - - n/a - n/a])
EU-EC- 13/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Cough (10d - COMIRNATY [TOZINAMERAN] |Not reported
10011248474 Healthcare |Economic Years Unknown - ) (S - Immunisation - n/a - [n/a
Professional |Area - n/a - n/a])
EU-EC- 13/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Headache (1d - COMIRNATY [TOZINAMERAN] |Not reported
10011248487 Healthcare |Economic Years Recovering/Resolving | (S - Immunisation - n/a - [n/a
Professional |Area - - n/a - n/a])
EU-EC- 13/01/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Pyrexia (0d - COMIRNATY [TOZINAMERAN] |Not reported
10011248496 Healthcare |Economic Years |Specified Recovered/Resolved |(S - Immunisation - n/a - [n/a
Professional |Area - - n/a - n/a])
EU-EC- 13/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Injection site pain COMIRNATY [TOZINAMERAN] |Not reported
10011248503 Healthcare |Economic Years (n/a - Not (S - Immunisation - n/a - [n/a
Professional |Area Recovered/Not - n/a-n/a])
Resolved - )
EU-EC- 13/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Dizziness (n/a - Not |COMIRNATY [TOZINAMERAN] |Not reported
10011248532 Healthcare |Economic Years Recovered/Not (S - Immunisation - n/a - [n/a
Professional |Area Resolved - ) - n/a - n/a])
EU-EC- 13/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Fatigue (11d - COMIRNATY [TOZINAMERAN] |Not reported
10011248568 Healthcare |Economic Years Recovering/Resolving | (S - Immunisation - n/a - [n/a
Professional |Area =) - n/a - n/a])
Pyrexia (1d -
Recovering/Resolving
EU-EC- 13/01/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Injection site pain COMIRNATY [TOZINAMERAN] |Not reported
10011248570 Healthcare |Economic Years |Specified (1d - (S - Immunisation - n/a - [n/a
Professional |Area Recovered/Resolved |- n/a - n/a])
=)
Injection site
swelling (1d -
Recovered/Resolved

https://dap.ema.europa.eu/analytics/saw.dll?Go
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EU-EC- 13/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Chills (0d - COMIRNATY [TOZINAMERAN] |Not reported
10011248589 Healthcare |Economic Years Recovering/Resolving | (S - Immunisation - n/a - [n/a
Professional |Area ) - n/a - n/a])
Limb discomfort (1d
- Not Recovered/Not
Resolved - ),
Myalgia (1d - Not
Recovered/Not
Resolved - ),
Pyrexia (1d - Not
Recovered/Not
Resolved - )
EU-EC- 13/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Dizziness (41d - Not |COMIRNATY [TOZINAMERAN] |Not reported
10011248591 Healthcare |Economic Years Recovered/Not (S - Immunisation - n/a - [n/a
Professional |Area Resolved - ), - n/a-n/a])
Fatigue (41d - Not
Recovered/Not
Resolved - ),
Headache (41d - Not
Recovered/Not
Resolved - )
EU-EC- 13/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Influenza (3d - Not |COMIRNATY [TOZINAMERAN] |Not reported
10011248601 Healthcare |Economic Years Recovered/Not (S - Immunisation - n/a - [n/a
Professional |Area Resolved - ), - n/a-n/a))
Injection site pain
(2d-
Recovered/Resolved
EU-EC- 13/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Headache (15d - COMIRNATY [TOZINAMERAN] |Not reported
10011248605 Healthcare |Economic Years Recovering/Resolving | (S - Immunisation - n/a - [n/a
Professional |Area - - n/a-n/a])
EU-EC- 13/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Influenza (1d - COMIRNATY [TOZINAMERAN] |Not reported
10011248628 Healthcare |Economic Years Unknown -) (S - Immunisation - n/a - [n/a
Professional |Area - n/a - n/al)
EU-EC- 13/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Headache (1d - COMIRNATY [TOZINAMERAN] |Not reported
10011248636 Healthcare |Economic Years Recovered/Resolved |(S - Immunisation - n/a - [n/a
Professional |Area - - n/a - n/a])
EU-EC- 13/01/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Rash (n/a - Not COMIRNATY [TOZINAMERAN] |Not reported
10011248638 Healthcare |Economic Years |Specified Recovered/Not (S - Immunisation - n/a - [n/a
Professional |Area Resolved - ) - n/a - n/a])
EU-EC- 13/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Chills (1d - COMIRNATY [TOZINAMERAN] |Not reported
10011248645 Healthcare |Economic Years Recovering/Resolving | (S - Immunisation - n/a - [n/a
Professional |Area =) - n/a - n/a])
Headache (1d -
Recovering/Resolving
=)
Headache (2d -
Recovering/Resolving
EU-EC- 13/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Rash (15d - COMIRNATY [TOZINAMERAN] |Not reported
10011248651 Healthcare |Economic Years Recovering/Resolving | (S - Immunisation - n/a - [n/a
Professional |Area - - n/a - n/a])
EU-EC- 13/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Dizziness (1d - COMIRNATY [TOZINAMERAN] |Not reported
10011248673 Healthcare |Economic Years Recovered/Resolved |(S - Immunisation - n/a - [n/a
Professional |Area =) - n/a-n/a])
Headache (1d -
Recovered/Resolved
=)
Headache (3d -
Recovered/Resolved
=)
Nausea (2d -
Recovered/Resolved
=)
Vomiting (2d - Not
Recovered/Not
Resolved - )
EU-EC- 13/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Injection site pain COMIRNATY [TOZINAMERAN] |Not reported
10011248681 Healthcare |Economic Years (3d- (S - Immunisation - n/a - [n/a
Professional |Area Recovered/Resolved |- n/a - n/al)
EU-EC- 13/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Injection site pain COMIRNATY [TOZINAMERAN] |Not reported
10011248690 Healthcare |Economic Years - (S - Immunisation - n/a - [n/a
Professional |Area Recovered/Resolved |- n/a - n/a])
EU-EC- 13/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Chills (1d - COMIRNATY [TOZINAMERAN] |Not reported
10011248705 Healthcare |Economic Years Recovered/Resolved |(S - Immunisation - n/a - [n/a
Professional |Area =), - n/a-n/a])
Headache (1d -
Recovered/Resolved
=)
Pyrexia (1d -
Recovered/Resolved
EU-EC- 13/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Fatigue (0d - COMIRNATY [TOZINAMERAN] |Not reported
10011248720 Healthcare |Economic Years Recovered/Resolved |(S - Immunisation - n/a - [n/a
Professional |Area =), - n/a-n/a))
Injection site pain
Recovering/Resolving
=)
Lymphadenopathy
(3d-
Recovering/Resolving
EU-EC- 13/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Pyrexia (1d - COMIRNATY [TOZINAMERAN] |Not reported
10011248730 Healthcare |Economic Years Recovered/Resolved | (S - Immunisation - n/a - [n/a
Professional |Area - - n/a-n/a])
EU-EC- 13/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Rash (38d - COMIRNATY [TOZINAMERAN] |Not reported
10011248739 Healthcare |Economic Years Unknown -) (S - Immunisation - n/a - [n/a
Professional |Area - n/a - n/a])

https://dap.ema.europa.eu/analytics/saw.dll?Go
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EU-EC- 13/01/2022

10011248772

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

Run Line Listing Report

12-17
Years

Adolescent

Female

No

Injection site pain
(2d -
Recovered/Resolved

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

Not reported

EU-EC-
10011248787

13/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Chills (2d -
Recovered/Resolved

»

Dizziness (3d - Not
Recovered/Not
Resolved - ),

Fatigue (3d -
Recovering/Resolving
=)

Influenza (2d -
Recovering/Resolving

a

Injection site pain

Recovered/Resolved

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

Not reported

EU-EC-
10011248803

13/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Dyspnoea (16d - Not
Recovered/Not
Resolved - ),

Fatigue (16d - Not
Recovered/Not
Resolved - ),

Headache (16d - Not
Recovered/Not
Resolved - ),

Lymphadenopathy
(16d - Not
Recovered/Not
Resolved - )

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

Not reported

EU-EC-
10011248811

13/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Fatigue (1d -
Recovered/Resolved

»

Injection site pain

Recovered/Resolved

»

Tachycardia (0d -
Recovering/Resolving

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

- n/a-n/a])

Not reported

EU-EC-
10011248823

13/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

Headache (n/a -
Unknown - ),

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

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

- n/a-n/a])

Not reported

EU-EC-
10011248824

13/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Headache (n/a -
Recovering/Resolving

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

Not reported

EU-EC-
10011248835

13/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Chills (n/a -
Unknown - ),

Cough (n/a -
Unknown - ),

Fatigue (n/a -
Unknown - ),

Feeling hot (n/a -
Unknown - ),

Headache (n/a -
Unknown - ),

Nausea (n/a -
Unknown - ),

Tachycardia (n/a -
Unknown - )

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

Not reported

EU-EC-
10011248836

13/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Injection site pain

Recovered/Resolved

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

Not reported

EU-EC-
10011248858

13/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Fatigue (4d -
Recovered/Resolved
=)

Malaise (1d -
Unknown - ),

Pyrexia (1d -
Recovered/Resolved

»

Vomiting (0d -
Recovered/Resolved

-)

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

Not reported

EU-EC-
10011248866

13/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

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

Not reported

EU-EC-
10011248888

13/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Rash (9d -
Recovering/Resolving
-)

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

Not reported

EU-EC-
10011248916

13/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

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

Not available

12-17
Years

Adolescent

Male

No

Headache (1d -
Recovering/Resolving
=)

Influenza (2d -
Recovering/Resolving

W

Injection site pain

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

- n/a-n/a])

Not reported
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Run Line Listing Report

d-
Recovering/Resolving

»

Pyrexia (1d -
Recovering/Resolving

EU-EC-
10011248929

13/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Cough (2d -
Recovering/Resolving

7

Headache (2d -
Recovering/Resolving

a

Injection site pain
(2d -
Recovering/Resolving

)

Pyrexia (2d -
Recovering/Resolving

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

Not reported

EU-EC-
10011248941

13/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Rash (23d - Not
Recovered/Not
Resolved - )

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

- n/a - n/a])

Not reported

EU-EC-
10011248943

13/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Injection site pain
(41d -
Recovered/Resolved

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

Not reported

EU-EC-
10011248984

13/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Fatigue (19d - Not
Recovered/Not
Resolved - ),

Headache (19d - Not
Recovered/Not
Resolved - ),

Malaise (19d - Not
Recovered/Not
Resolved - )

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

- n/a - n/a])

Not reported

EU-EC-
10011248985

13/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Chills (n/a -
Unknown - ),

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

Malaise (n/a -
Unknown - ),

Nausea (n/a -
Unknown -),

Pyrexia (1d -
Recovered/Resolved

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

Not reported

EU-EC-
10011249022

13/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Fatigue (2d - Not
Recovered/Not
Resolved - ),

Headache (2d - Not
Recovered/Not
Resolved - ),

Injection site
erythema (3d - Not
Recovered/Not
Resolved - ),

Injection site pain
(3d - Not
Recovered/Not
Resolved - ),

Nausea (2d - Not
Recovered/Not
Resolved - )

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

Not reported

EU-EC-
10011249061

13/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

Chills (n/a -
Recovering/Resolving

r

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

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

Myalgia (n/a -
Recovering/Resolving

=)

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

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

Not reported

EU-EC-
10011249064

13/01/2022

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

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Chills (0d - Not
Recovered/Not
Resolved - ),

Fatigue (0d - Not
Recovered/Not
Resolved - ),

Headache (0d - Not
Recovered/Not
Resolved - ),

Injection site pain
(1d - Not
Recovered/Not
Resolved - ),

Limb discomfort (0d

Recovered/Resolved

»

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

- n/a-n/a])

Not reported
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Pyrexia (0d - Not
Recovered/Not
Resolved - )

EU-EC-
10011249092

13/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Fatigue (1d -
Recovered/Resolved

7

Headache (1d -
Recovered/Resolved

»

Injection site pain
(2d -
Recovered/Resolved

i

Nausea (0d -
Recovered/Resolved

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

- n/a-n/a])

Not reported

EU-EC-
10011249116

13/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Chills (0d -
Recovered/Resolved

»

Dizziness (1d -
Recovered/Resolved

r

Headache (1d -
Recovered/Resolved

»

Injection site pain
(4d -
Recovered/Resolved

)
Lymphadenopathy
(2d -

Recovering/Resolving

)

Malaise (0d -
Recovered/Resolved

7

Vomiting (0d -
Recovered/Resolved

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

Not reported

EU-EC-
10011249136

13/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Influenza (1d -
Recovered/Resolved

a

Injection site pain
(4d -
Recovered/Resolved

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

- n/a-n/a])

Not reported

EU-EC-
10011249137

13/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Headache (n/a -
Unknown - ),

Myalgia (n/a -
Unknown - )

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

Not reported

EU-EC-
10011249156

13/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Dizziness (n/a -
Unknown - ),

Headache (n/a -
Unknown - )

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

Not reported

EU-EC-
10011249170

13/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Headache (62d - Not
Recovered/Not
Resolved - )

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

Not reported

EU-EC-
10011249177

13/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Influenza (1d - Not
Recovered/Not
Resolved - ),

Injection site
swelling (1d - Not
Recovered/Not
Resolved - )

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

Not reported

EU-EC-
10011249202

13/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Fatigue (3d - Not
Recovered/Not
Resolved - ),

Headache (3d - Not
Recovered/Not
Resolved - ),

Pyrexia (3d - Not
Recovered/Not
Resolved - )

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

Not reported

EU-EC-
10011249275

13/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Chills (0d -
Recovered/Resolved

»

Fatigue (0d -
Recovered/Resolved

»

Headache (0d -
Recovered/Resolved
=)

Injection site pain
(2d-
Recovered/Resolved
=)

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

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

Not reported

EU-EC-
10011249387

13/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adult

Female

No

Myalgia (1d -
Unknown - )

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

Not reported

EU-EC-
10011249393

13/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Pyrexia (2d -
Recovered/Resolved

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

Not reported

EU-EC-
10011249424

13/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

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

Not available

12-17
Years

Adolescent

Male

No

Chills (2d - Not
Recovered/Not
Resolved - ),

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

- n/a-n/a])

Not reported
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Influenza (2d - Not
Recovered/Not
Resolved - ),

Myalgia (2d - Not
Recovered/Not
Resolved - ),

Pyrexia (2d - Not
Recovered/Not
Resolved - ),

Vaccination site pain
(2d - Not
Recovered/Not
Resolved - )

EU-EC-
10011249508

13/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Fatigue (9d - Not
Recovered/Not
Resolved - ),

Headache (9d - Not
Recovered/Not
Resolved - ),

Influenza (9d - Not
Recovered/Not
Resolved - ),

Lymphadenopathy
(9d - Not
Recovered/Not
Resolved - ),

Malaise (9d - Not
Recovered/Not
Resolved - ),

Nausea (9d - Not
Recovered/Not
Resolved - )

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

- n/a-n/a])

Not reported

EU-EC-
10011249536

13/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Fatigue (1d -
Recovered/Resolved

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

Not reported

EU-EC-
10011249542

13/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Injection site pain

Recovered/Resolved

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

Not reported

EU-EC-
10011249562

13/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Rash (1d -
Recovered/Resolved

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

Not reported

EU-EC-
10011249909

13/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

Fatigue (27d -
Recovered/Resolved

-)

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

- n/a-n/a])

Not reported

EU-EC-
10011249934

13/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

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

Rash (4d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important Condition)

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

[CARBAMAZEPINE] |
Trigeminal neuralgia
[n/a - n/a - n/al)

EU-EC-
10011249938

13/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

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

Not available

12-17
Years

Not
Specified

Female

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

Ear pain (n/a - Not

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

Not reported
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Recovered/Not
Resolved - Other
Medically Important
Condition),

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

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

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

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

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

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

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

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

Tourette's disorder
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

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

EU-EC-
10011249951

13/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Epistaxis (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-
10011250260

13/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

Loss of
consciousness (n/a -
Unknown - 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/al])

Not reported

EU-EC-
10011250279

13/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

Not reported

EU-EC-
10011250339

13/01/2022

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

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

Vaccination site

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

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

EU-EC-
10011250647

13/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

Not reported

EU-EC-
10011250653

13/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Chest pain (8d -
Recovered/Resolved

»

Headache (4d -
Recovered/Resolved
=)

Lymphadenopathy
(

Recovered/Resolved

)
Muscle twitching (4d

Recovered/Resolved

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

Not reported

EU-EC-
10011250654

13/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Fatigue (1d -
Recovered/Resolved

»

Lymphadenopathy
(1d -
Recovered/Resolved

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

Not reported

EU-EC-
10011250657

13/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

Headache (n/a -
Unknown - ),

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

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

Menstrual disorder
(n/a - Unknown - ),

Oligomenorrhoea
(n/a - Unknown - ),

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

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

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

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

Not reported

EU-EC-
10011250839

13/01/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

Frequent bowel
movements (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),

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

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

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

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

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

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

AZATHIOPRINE
[AZATHIOPRINE] (C
Crohn's disease - n/i
- n/a - Oral]),

HUMIRA [ADALIMU}
(C - Crohn's disease
[n/a - n/a - Oral]),

[MESALAZINE] (C -1
disease - n/a - [n/a

n/a])

EU-EC-
10011250876

13/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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

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

Not reported

https://dap.ema.europa.eu/analytics/saw.dll?Go
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EU-EC-
10011251012

13/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

Run Line Listing Report

12-17
Years

Not
Specified

Female

No

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

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

n/aj)

EU-EC-
10011251023

13/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

Vision blurred (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-
10011251107

13/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

Diarrhoea (n/a -
Recovered/Resolved

»

Rash (n/a -
Recovered/Resolved

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

Not reported

EU-EC-
10011251446

13/01/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Anaphylactic shock
(n/a - Not
Recovered/Not
Resolved - Life
Threatening, Other
Medically Important
Condition),

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

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

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

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

Not reported

EU-EC-
10011251671

13/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

Heart alternation (1d
Recovered/Resolved
- Other Medically
Important
Condition),

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

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

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

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

Not reported

EU-EC-
10011251680

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

13/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

Not reported

17/50



30.11.2022 17.33

Run Line Listing Report

Medically Important
Condition)

EU-EC-
10011251684

13/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

Not reported

EU-EC-
10011251690

13/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

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

[ETHOSUXIMIDE] (¢
Epilepsy - n/a - [n/a
n/al),

[FLUCLOXACILLIN,
FLUCLOXACILLIN SC
FLUCLOXACILLIN SC
MONOHYDRATE] (C
Infection - n/a - [n/i
- n/a])

EU-EC-
10011251730

13/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Exfoliative rash (n/a

Recovered/Resolved
With Sequelae -
Other Medically
Important Condition)

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

Not reported

EU-EC-
10011251757

13/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

Pain in extremity
(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-
10011251760

13/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

Somnolence (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-
10011251766

13/01/2022

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

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

[ETHINYLESTRADIC
LEVONORGESTREL]
Dysmenorrhoea - n/
[n/a - n/a - n/a])

18/50



30.11.2022 17.33

Run Line Listing Report

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

EU-EC-
10011251767

13/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

Not reported

EU-EC-
10011251894

13/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Abdominal pain (n/a
- Unknown - ),

Fatigue (n/a -
Unknown - )

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

Not reported

EU-EC-
10011252237

13/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

Vaccination site
erythema (n/a -
Recovered/Resolved

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

Not reported

EU-EC-
10011252778

13/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

Not reported

EU-EC-
10011253546

13/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Asthenia (n/a -
Recovering/Resolving

i

Headache (n/a -
Recovering/Resolving
=)

Myalgia (n/a -
Recovering/Resolving
=)

Pyrexia (n/a -
Recovering/Resolving

7

Vaccination site
bruising (n/a -
Recovering/Resolving

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

Not reported

EU-EC-
10011253565

13/01/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

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

Not reported

EU-EC-
10011253705

13/01/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

Not reported

EU-EC-
10011253707

13/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

Not reported

EU-EC-
10011253833

13/01/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Vaccination failure
(10d -
Recovered/Resolved

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [21d - .3mL -
Intramuscular])

Not reported

EU-EC-
10011254164

13/01/2022

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

Spontaneous

Non
Healthcare

European
Economic

Not available

12-17
Years

Not
Specified

Female

Myocarditis (n/a -
Recovering/Resolving

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

Not reported
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-)

- n/a - n/a])

EU-EC-
10011254226

13/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Myopericarditis (6d -
Unknown -
Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10011254249

13/01/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

Vaccination failure
(10d -
Recovered/Resolved

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [21d - .3mL -
Intramuscular])

Not reported

EU-EC-
10011254542

13/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

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

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

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

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

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

Not reported

EU-EC-
10011254596

13/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Pruritus (1d -
Unknown - ),

Rash (1d - Unknown

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

- n/a-n/a])

Not reported

EU-EC-
10011254605

13/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Feeling hot (1d -
Recovered/Resolved

»

Urticaria (1d -
Recovered/Resolved

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

- n/a - n/a])

Not reported

EU-EC-
10011254619

13/01/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Fatigue (15min -
Recovered/Resolved

=)
Hyperhidrosis (15min

Recovered/Resolved

=)
Somnolence (15min -
Recovered/Resolved

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

Not reported

EU-EC-
10011254644

13/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Myocarditis (3d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10011254646

13/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

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

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

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

- n/a-n/a])

Not reported

EU-EC-
10011254664

13/01/2022

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

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

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

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

Hypoaesthesia oral
(8d -

Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

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

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

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

Vomiting (8d -

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

Not reported
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Recovered/Resolved
- Caused/Prolonged
Hospitalisation)

EU-EC-
10011255244

13/01/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

Petechiae (n/a -
Unknown - ),

Rash pruritic (n/a -
Unknown - )

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

[FLUTICASONE
PROPIONATE,
SALMETEROL XINAF
(C - n/a - Unknown
n/a - n/a])

EU-EC-
10011255474

13/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

Not reported

EU-EC-
10011255506

13/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

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

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

[ETHINYLESTRADIC
LEVONORGESTREL]
Contraception - n/a
n/a - n/a])

EU-EC-
10011255870

13/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

Joint range of motion
decreased (n/a -
Unknown - Other
Medically Important
Condition),

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

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

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

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

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

[INFLUENZA VIRUS]
Immunisation - n/a
n/a - n/al)

EU-EC-
10011255871

13/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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-
10011255925

13/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

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

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

EU-EC-
10011256084

13/01/2022

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),

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

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

Not reported

EU-EC-
10011256349

13/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

Not reported

EU-EC-
10011256510

13/01/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

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

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

Chest pain (82h -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Myocarditis (82h -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

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

Pyrexia (5d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

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

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

Not reported

EU-EC-
10011257372

13/01/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Immune
thrombocytopenia
(3wk - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [31d - 30ug -
Intramuscular])

Not reported

EU-EC-
10011257415

13/01/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Immune
thrombocytopenia
(n/a-
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [28d - 2{DF}
- Intramuscular])

Not reported

EU-EC-
10011257470

13/01/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Guillain-Barre
syndrome (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10011257491

13/01/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

Influenza like illness
(n/a-
Recovered/Resolved

7

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

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

Not reported

EU-EC-
10011257596

13/01/2022

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

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

Menstrual disorder
(n/a - Not

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

SPIKEVAX [COVID-19 MRNA
VACCINE MODERNA (CX-
024414)] (S - Immunisation -

[DESOGESTREL] (C
Contraception - n/a

[METHYLPHENIDATI

HYDROCHLORIDE] (
Attention deficit
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Recovered/Not
Resolved - )

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

hyperactivity disorde
- [n/a - n/a - n/a])

EU-EC-
10011257617

13/01/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

General physical
health deterioration
(n/a-
Recovered/Resolved
- Other Medically
Important
Condition),

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

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

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

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

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

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

Intramuscular])

Not reported

EU-EC-
10011257639

13/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Amenorrhoea (n/a -
Recovered/Resolved
=)

Menstruation delayed
(n/a-
Recovered/Resolved

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

- n/a - Intramuscular])

[ASCORBIC ACID,
CALCIUM GLUBION/
CALCIUM CARBONA
CALCIUM, CALCIUM
GLUBIONATE, CALC
CARBONATE,
COLECALCIFEROL,
CALCIUM] (C - n/a -
)

[COD-LIVER OIL] (C
n/a-),

[VITAMINS NOS] (C
n/a-)

EU-EC-
10011257670

13/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

Disturbance in
attention (4d -
Recovered/Resolved
- Disabling),

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

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

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

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

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

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

Pyrexia (4d -
Recovered/Resolved
- Disabling)

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

Not reported

EU-EC-
10011257939

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

13/01/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

Hypersensitivity (n/a

COMIRNATY [TOZINAMERAN]
(S-nfa-n/a-[n/a-.3mL-

Intramuscular])

Not reported
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Recovered/Resolved
- Other Medically
Important
Condition),

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

Pulse abnormal (n/a

Recovered/Resolved
- Other Medically
Important
Condition),

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

EU-EC-
10011258003

13/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Heart rate increased
(3d-
Recovered/Resolved
- Other Medically
Important
Condition),

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

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

Not reported

EU-EC-
10011258158

13/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

Not reported

EU-EC-
10011258229

13/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

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

[BECLOMETASONE
DIPROPIONATE,
BECLOMETASONE
DIPROPIONATE
ANHYDROUS] (C - n
n/a-[n/a-n/a-nf

EU-EC-
10011258288

13/01/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Eyelid oedema (5d -
Recovered/Resolved

W

Eyelid pain (5d -
Recovered/Resolved
-)

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

Not reported

EU-EC-
10011258340

13/01/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

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

Sinus tachycardia
(n/a-
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10011258355

13/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Chest pain (2d -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Myalgia (2d -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10011258366

13/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Diarrhoea (2d -
Recovered/Resolved
=)

Nausea (2d -
Recovered/Resolved

»

Vomiting (2d -
Recovered/Resolved

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

- n/a-n/a])

Not reported

EU-EC-
10011258433

13/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Abdominal pain (9d -
Not Recovered/Not
Resolved - ),

Chills (9d - Not
Recovered/Not
Resolved - ),

Headache (9d - Not
Recovered/Not
Resolved - ),

Hot flush (9d - Not
Recovered/Not
Resolved - ),

Influenza (9d - Not
Recovered/Not
Resolved - ),

Malaise (9d - Not
Recovered/Not
Resolved - ),

Pyrexia (9d - Not
Recovered/Not
Resolved - )

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

- n/a - n/a])

Not reported

EU-EC-
10011258657

13/01/2022

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

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

Not reported
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Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)

EU-EC-
10011258892

13/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

Not reported

EU-EC-
10011258893

13/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

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

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

Not reported

EU-EC-
10011259053

13/01/2022

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

Not reported

EU-EC-
10011259110

13/01/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

Urinary incontinence
(n/a - Unknown -
Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10011259316

13/01/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

Rash (n/a - Fatal -
Results in Death)

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

Not reported

EU-EC-
10011259331

13/01/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

Dysphoria (n/a -
Unknown - ),

Hyperhidrosis (n/a -
Unknown - ),

Malaise (n/a -
Unknown - )

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

Not reported

EU-EC-
10011259386

13/01/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

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

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

Not reported

EU-EC-
10011259495

13/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

Rash (8d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10011259738

13/01/2022

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

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

Decreased appetite
(n/a - Unknown -
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),

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

Not reported
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Hypersensitivity (n/a

Recovering/Resolving
- Other Medically
Important
Condition),

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

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

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

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

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

Vaccination site pain
(n/a - Unknown -
Other Medically

)

Lymphadenopathy
(

Recovered/Resolved

- n/a])

Important Condition)
EU-EC- 13/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Arthralgia (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011259769 Healthcare |Economic Years Recovering/Resolving | (S - Immunisation - n/a - [n/a
Professional |Area =) - n/a - Intramuscular])
Chills (n/a -
Recovering/Resolving
=
Headache (n/a -
Recovering/Resolving
=)
Pyrexia (n/a -
Recovering/Resolving
EU-EC- 13/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Menstrual disorder |COMIRNATY [TOZINAMERAN] |Not reported
10011260890 Professional |Economic Years (n/a - Not (S - COVID-19 immunisation -
Area Recovered/Not Not applicable - [1d - 1{DF} -
Resolved - Other n/al)
Medically Important
Condition)
EU-EC- 13/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Rash (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011261052 Healthcare |Economic Years Recovering/Resolving | (S - COVID-19 immunisation -
Professional |Area - Not applicable - [1d - 1{DF} -
n/a])
EU-EC- 13/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Menstrual disorder |COMIRNATY [TOZINAMERAN] |Not reported
10011261169 Professional |Economic Years (n/a - Not (S - COVID-19 immunisation -
Area Recovered/Not Not applicable - [n/a - 1{DF}
Resolved - ), - Intramuscular])
Menstruation
irregular (n/a - Not
Recovered/Not
Resolved - ),
Oligomenorrhoea
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 13/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Abdominal pain (n/a |COMIRNATY [TOZINAMERAN] |Not reported
10011261178 Healthcare |Economic Years - Not Recovered/Not |(S - COVID-19 immunisation -
Professional |Area Resolved - ), Unknown - [n/a - 1{DF} -
n/al)
Headache (n/a - Not
Recovered/Not
Resolved - ),
Nausea (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 13/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Heavy menstrual COMIRNATY [TOZINAMERAN] |[PARACETAMOL] (C
10011261247 Professional |Economic Years bleeding (7d - (S - COVID-19 immunisation - |n/a - [n/a - n/a - Or
Area Recovered/Resolved |Unknown - [n/a - 1{DF} -
-), n/a]) [SODIUM HYDROGE
CARBONATE, POTAS
Intermenstrual CHLORIDE, SODIUM
bleeding (7d - CHLORIDE, MACRO(
Recovered/Resolved 3350] (C-n/a-n/a
-) - n/a - Oral]),
[SUMATRIPTAN,
SUMATRIPTAN
SUCCINATE] (C - Mi
-n/a-[nfa-nfa-N
EU-EC- 13/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Axillary pain (n/a - |COMIRNATY [TOZINAMERAN] |Not reported
10011261248 Professional |Economic Years Not Recovered/Not (S - COVID-19 immunisation -
Area Resolved - ) Unknown - [n/a - 1{DF} -
n/a])
EU-EC- 13/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Lymph node pain (7d |COMIRNATY [TOZINAMERAN] |Not reported
10011261577 Healthcare |Economic Years - (S - COVID-19 immunisation -
Professional |Area Recovered/Resolved |Not applicable - [n/a - 1{DF}
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EU-EC- 13/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Fatigue (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011261612 Professional |Economic Years Recovering/Resolving | (S - COVID-19 immunisation -
Area =) Dose not changed - [n/a -
1{DF} - Intramuscular]),
Menstruation
irregular (n/a - COMIRNATY [TOZINAMERAN]
Recovering/Resolving (S - COVID-19 immunisation -
- Not applicable - [n/a - 1{DF}
- Intramuscular])
EU-EC- 13/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Chest discomfort COMIRNATY [TOZINAMERAN] |Not reported
10011261673 Professional |Economic Years (n/a- (S - COVID-19 immunisation -
Area Recovering/Resolving |Unknown - [n/a - 1{DF} -
- Caused/Prolonged |Intramuscular])
Hospitalisation),
Dyspnoea (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Myocarditis (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 13/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Amenorrhoea (n/a - |COMIRNATY [TOZINAMERAN] |Not reported
10011261680 Healthcare |Economic Years Recovered/Resolved |(S - COVID-19 immunisation -
Professional |Area - Not applicable - [n/a - 1{DF}
- n/al)
EU-EC- 13/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Dysmenorrhoea (n/a |COMIRNATY [TOZINAMERAN] |Not reported
10011261685 Healthcare |Economic Years - Not Recovered/Not |(S - COVID-19 immunisation -
Professional |Area Resolved - ), Not applicable - [n/a - 1{DF}
- n/aj)
Heavy menstrual
bleeding (n/a - Not
Recovered/Not
Resolved - ),
Oligomenorrhoea
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 13/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Urticaria (10d - COMIRNATY [TOZINAMERAN] |Not reported
10011261694 Professional |Economic Years Recovered/Resolved |(S - COVID-19 immunisation -
Area - Unknown - [n/a - 1{DF} -
Intramuscular])
EU-EC- 13/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Dysmenorrhoea (n/a |COMIRNATY [TOZINAMERAN] |Not reported
10011261703 Healthcare |Economic Years - Not Recovered/Not |(S - COVID-19 immunisation -
Professional |Area Resolved - ), Not applicable - [n/a - 1{DF}
- n/a])
Heavy menstrual
bleeding (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 13/01/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Insomnia (n/a - Not |COMIRNATY [TOZINAMERAN] |[ATOMOXETINE,
10011261706 Professional | Economic Years Recovered/Not (S - COVID-19 immunisation - | ATOMOXETINE
Area Resolved - ) Unknown - [n/a - 1{DF} - HYDROCHLORIDE] (
n/a]) Attention deficit
hyperactivity disorde
- [n/a - n/a - Oral]),
[ATOMOXETINE] (C
Attention deficit
hyperactivity disorde
- [n/a - n/a - Oral])
EU-EC- 13/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Amenorrhoea (n/a - |COMIRNATY [TOZINAMERAN] |[HYDROCHLOROTH]I
10011261718 Healthcare |Economic Years Recovered/Resolved (S - COVID-19 immunisation - |RAMIPRIL, RAMIPRI
Professional |Area -) Not applicable - [n/a - 1{DF} |n/a-n/a-[n/a-n/;
- n/a]) n/al)
EU-EC- 13/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Menstrual disorder | COMIRNATY [TOZINAMERAN] |Not reported
10011261730 Healthcare |Economic Years (n/a - Not (S - COVID-19 immunisation -
Professional |Area Recovered/Not Unknown - [n/a - 1{DF} -
Resolved - ), n/al)
Menstruation
irregular (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 13/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Heavy menstrual COMIRNATY [TOZINAMERAN] |Not reported
10011261742 Healthcare |Economic Years bleeding (n/a - (S - COVID-19 immunisation -
Professional |Area Recovered/Resolved |Unknown - [n/a - 1{DF} -
=) n/aj)
Menstruation
irregular (n/a -
Recovered/Resolved
-)
EU-EC- 13/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Dizziness (34d - COMIRNATY [TOZINAMERAN] |Not reported
10011261758 Healthcare |Economic Years Recovered/Resolved |(S - COVID-19 immunisation -
Professional |Area -), Unknown - [n/a - 1{DF} -
n/a])
Nausea (n/a -
Recovering/Resolving
=)
Pain (n/a -
Recovering/Resolving
=N
Pyrexia (n/a -
Recovering/Resolving
=)
Visual impairment
(n/a-
Recovering/Resolving
EU-EC- 12/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Headache (7d - COMIRNATY [TOZINAMERAN] |Not reported
10011226388 Professional |Economic Years | Specified Recovered/Resolved (S - COVID-19 immunisation -
Area =) n/a-[n/a - 1{DF} -
Intramuscular])
Pyrexia (7d -
Recovered/Resolved
Vertigo (7d -
Recovered/Resolved
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EU-EC- 12/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Fatigue (2d - COMIRNATY [TOZINAMERAN] |Not reported
10011226416 Professional |Economic Years |Specified Recovered/Resolved |(S - COVID-19 immunisation -
Area =) n/a - [n/a - 1{DF} -
Intramuscular])
Pyrexia (2d -
Recovered/Resolved
EU-EC- 12/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Fatigue (4d - COMIRNATY [TOZINAMERAN] |Not reported
10011226439 Professional |Economic Years |Specified Recovered/Resolved |(S - COVID-19 immunisation -
Area =), n/a - [n/a - 1{DF} -
Intramuscular])
Pain in extremity (4d
Recovered/Resolved
EU-EC- 12/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Urticaria (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011226619 Professional |Economic Years |Specified Recovering/Resolving | (S - COVID-19 immunisation -
Area - n/a-[n/a - 1{DF} -
Intramuscular])
EU-EC- 12/01/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Loss of COMIRNATY [TOZINAMERAN] |Not reported
10011226623 Healthcare |Economic Years |Specified consciousness (n/a - |(S - COVID-19 immunisation -
Professional |Area Unknown - ), n/a - [n/a - 30ug -
Intramuscular])
Seizure (n/a -
Unknown - )
EU-EC- 12/01/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Abdominal pain (n/a |COMIRNATY [TOZINAMERAN] |Not reported
10011226711 Healthcare |Economic Years |Specified - Not Recovered/Not |(S - COVID-19 immunisation -
Professional |Area Resolved - ), n/a - [n/a - 30ug -
Intramuscular])
Amenorrhoea (n/a -
Not Recovered/Not
Resolved - )
EU-EC- 12/01/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Laryngospasm (n/a - |COMIRNATY [TOZINAMERAN] |Not reported
10011226776 Healthcare |Economic Years |Specified Not Recovered/Not (S - COVID-19 immunisation -
Professional |Area Resolved - Life n/a-[n/a-nfa-
Threatening) Intramuscular])
EU-EC- 12/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Headache (4d - COMIRNATY [TOZINAMERAN] |Not reported
10011226937 Professional |Economic Years |Specified Recovered/Resolved |(S - COVID-19 immunisation -
Area =) n/a - [n/a - 1{DF} -
Intramuscular])
Pain in extremity (4d
Recovered/Resolved
Pyrexia (4d -
Recovered/Resolved
EU-EC- 12/01/2022 |Spontaneous |Non Non Not available 12-17 |Not Female |No Thrombosis (n/a - TOZINAMERAN Not reported
10011227113 Healthcare |European Years |Specified Unknown - Other [TOZINAMERAN] (S - COVID-
Professional | Economic Medically Important |19 immunisation - Not
Area Condition) applicable - [n/a - n/a - n/al)
EU-EC- 12/01/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Dizziness (15min - COMIRNATY [TOZINAMERAN] |Not reported
10011227307 Professional |European Years |Specified Recovered/Resolved |(S - COVID-19 immunisation -
Economic =) Not applicable - [1d - n/a -
Area Intramuscular])
Syncope (15min -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 12/01/2022 |Spontaneous |Non Non Not available 12-17 |Not Female |No Lip blister (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011227354 Healthcare |European Years |Specified Unknown - Other (S - COVID-19 immunisation -
Professional |Economic Medically Important |Not applicable - [1d - n/a -
Area Condition), n/al)
Lip swelling (6d -
Recovered/Resolved
- Other Medically
Important
Condition),
Lip ulceration (10d -
Recovered/Resolved
- Other Medically
Important
Condition),
Swelling face (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 12/01/2022 |Spontaneous |Non Non Not available 12-17 |Not Male No Feeling cold (1d - COMIRNATY [TOZINAMERAN] |Not reported
10011227400 Healthcare |European Years | Specified Recovered/Resolved |(S - COVID-19 immunisation -
Professional | Economic =) Not applicable - [1d - n/a -
Area n/a])
Hypoaesthesia (1d -
Recovered/Resolved
=)
Hypotension (1d -
Recovered/Resolved
=)
Loss of
consciousness (1d -
Recovered/Resolved
- Other Medically
Important
Condition),
Tremor (n/a -
Unknown - )
EU-EC- 12/01/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Atrial fibrillation (n/a |COMIRNATY [TOZINAMERAN] |Not reported
10011227408 Healthcare |Economic Years | Specified - (S - COVID-19 immunisation -
Professional |Area Recovering/Resolving |Not applicable - [n/a - n/a -
- Other Medically n/al)
Important
Condition),
Fatigue (n/a -
Recovering/Resolving
=)
Headache (n/a -
Recovering/Resolving
Hypersomnia (n/a -
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Recovering/Resolving

=)

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

Pain (n/a -
Recovering/Resolving

a

Photophobia (n/a -
Recovering/Resolving

EU-EC-
10011227432

12/01/2022

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

Not reported

EU-EC-
10011227437

12/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Heart rate increased
(n/a-
Recovering/Resolving
- Other Medically
Important
Condition),

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

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

Not reported

EU-EC-
10011227728

12/01/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

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

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

Not reported

EU-EC-
10011227776

12/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

Not reported

EU-EC-
10011228181

12/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Amaurosis fugax (0d

Recovered/Resolved
- Other Medically
Important
Condition),

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

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

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

Not reported

EU-EC-
10011228202

12/01/2022

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

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

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

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

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

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

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

Palpitations (n/a -
Not Recovered/Not

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

Not reported
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Resolved - Other
Medically Important
Condition),

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

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

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

EU-EC-
10011229089

12/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Vomiting (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-
10011229094

12/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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-
10011229141

12/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

Menstruation delayed
(97d -
Recovering/Resolving
- Other Medically
Important
Condition),

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

Suspected COVID-19
(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-
10011229187

12/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

Not reported

EU-EC-
10011229230

12/01/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

Not reported

EU-EC-
10011229344

12/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Muscle rigidity (n/a -
Unknown - ),

Nausea (n/a -
Unknown - ),

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

Skin discolouration
(n/a - Unknown - )

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

Not reported

EU-EC-
10011229811

12/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Fatigue (2d -
Recovered/Resolved
=)

Hypotonia (2d -
Recovered/Resolved
-)

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

- n/a - n/a])

Not reported

EU-EC-
10011229838

12/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

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

Not reported

EU-EC-
10011229839

12/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Menstrual disorder
(17d -
Recovered/Resolved

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

- n/a-n/a])

Not reported

EU-EC-
10011229841

12/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

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

Not reported

EU-EC-
10011229849

12/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

- n/a - n/a])

Not reported

EU-EC-
10011229850

12/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

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

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

Not reported

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

30/50



30.11.2022 17.33

Run Line Listing Report

EU-EC- 12/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Ocular hyperaemia  |COMIRNATY [TOZINAMERAN] |Not reported
10011229858 Healthcare |Economic Years (74d - (S - Immunisation - n/a - [n/a
Professional |Area Recovered/Resolved |- n/a - n/al)
EU-EC- 12/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Chills (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011229882 Healthcare |Economic Years Recovering/Resolving | (S - Immunisation - n/a - [n/a
Professional |Area =) - n/a - n/a])
Headache (2d -
Recovering/Resolving
=)
Pyrexia (2d -
Recovering/Resolving
EU-EC- 12/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Headache (0d - COMIRNATY [TOZINAMERAN] |Not reported
10011230019 Healthcare |Economic Years Recovered/Resolved | (S - Immunisation - n/a - [n/a
Professional |Area - - n/a - n/a])
EU-EC- 12/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Pleurisy (n/a - Not COMIRNATY [TOZINAMERAN] |Not reported
10011230023 Healthcare |Economic Years Recovered/Not (S - Immunisation - n/a - [n/a
Professional |Area Resolved - ) - n/a - n/a])
EU-EC- 12/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Syncope (0d - COMIRNATY [TOZINAMERAN] |Not reported
10011230025 Healthcare  |Economic Years Recovered/Resolved |(S - Immunisation - n/a - [n/a
Professional |Area - Other Medically - n/a-n/a))
Important Condition)
EU-EC- 12/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Not No Chest pain (2d - Not |COMIRNATY [TOZINAMERAN] |Not reported
10011230027 Healthcare |Economic Years Specified Recovered/Not (S - Immunisation - n/a - [n/a
Professional |Area Resolved - ), -n/a-n/al)
Dizziness (2d - Not
Recovered/Not
Resolved - ),
Fatigue (2d - Not
Recovered/Not
Resolved - ),
Headache (1d -
Recovering/Resolving
=)
Influenza (2d - Not
Recovered/Not
Resolved - ),
Injection site pain
(2d - Not
Recovered/Not
Resolved - ),
Malaise (2d - Not
Recovered/Not
Resolved - ),
Myalgia (2d - Not
Recovered/Not
Resolved - )
EU-EC- 12/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Diarrhoea (0d - COMIRNATY [TOZINAMERAN] |Not reported
10011230029 Healthcare |Economic Years Recovered/Resolved | (S - Immunisation - n/a - [n/a
Professional |Area =) - n/a-n/a])
Injection site pain
Recovered/Resolved
=)
Malaise (1d -
Recovered/Resolved
-)
EU-EC- 12/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Menstrual disorder |COMIRNATY [TOZINAMERAN] |Not reported
10011230030 Healthcare |Economic Years (n/a - Not (S - Immunisation - n/a - [n/a
Professional |Area Recovered/Not - n/a-n/a])
Resolved - )
EU-EC- 12/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Feeling cold (n/a- |COMIRNATY [TOZINAMERAN] |Not reported
10011230031 Healthcare |Economic Years Unknown - ), (S - Immunisation - n/a - [n/a
Professional |Area - n/a-n/a])
Tremor (n/a -
Unknown - )
EU-EC- 12/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Chills (1d - COMIRNATY [TOZINAMERAN] |Not reported
10011230038 Healthcare |Economic Years Recovered/Resolved |(S - Immunisation - n/a - [n/a
Professional |Area =) - n/a - n/a])
Diarrhoea (0d -
Recovered/Resolved
=)
Fatigue (1d -
Recovered/Resolved
=)
Headache (1d -
Recovered/Resolved
=)
Influenza (1d -
Recovered/Resolved
Malaise (1d -
Recovered/Resolved
=)
Pyrexia (1d -
Recovered/Resolved
-)
EU-EC- 12/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Menstrual disorder | COMIRNATY [TOZINAMERAN] |Not reported
10011230051 Healthcare |Economic Years (1d - Unknown - ) (S - Immunisation - n/a - [n/a
Professional |Area - n/a-n/al)
EU-EC- 12/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Epistaxis (2d - COMIRNATY [TOZINAMERAN] |Not reported
10011230052 Healthcare |Economic Years Recovered/Resolved |(S - Immunisation - n/a - [n/a
Professional |Area - - n/a - n/al)
EU-EC- 12/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Menstrual disorder | COMIRNATY [TOZINAMERAN] |Not reported
10011230055 Healthcare |Economic Years (70d - Unknown -) [(S - Immunisation - n/a - [n/a
Professional |Area - n/a - n/a])
EU-EC- 12/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Sleep disorder (n/a - |COMIRNATY [TOZINAMERAN] |Not reported
10011230056 Healthcare |Economic Years Unknown - ) (S - Immunisation - n/a - [n/a
Professional |Area - n/a - n/a])

https://dap.ema.europa.eu/analytics/saw.dll?Go
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EU-EC- 12/01/2022

10011230057

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

Run Line Listing Report

12-17
Years

Adolescent

Female

No

Diarrhoea (n/a -
Recovering/Resolving

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

Not reported

EU-EC-
10011230059

12/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Menstrual disorder
(89d - Not
Recovered/Not
Resolved - )

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

- n/a-n/a])

Not reported

EU-EC-
10011230060

12/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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

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

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

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

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

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

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

- n/a-n/a])

Not reported

EU-EC-
10011230061

12/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Influenza like illness
(2d -
Recovering/Resolving

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

Not reported

EU-EC-
10011230062

12/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Fatigue (1d -
Recovering/Resolving
=)

Headache (2d -
Recovered/Resolved

=)

Injection site pain

Recovered/Resolved

)
Oropharyngeal pain
id -

Recovered/Resolved

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

Not reported

EU-EC-
10011230066

12/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Dizziness (0d -
Recovered/Resolved

»

Fatigue (0d -
Recovering/Resolving

=)

Injection site pain

Recovering/Resolving

»

Malaise (0d -
Recovering/Resolving
=)

Paraesthesia (0d -
Recovered/Resolved
=)

Visual impairment
(od -
Recovered/Resolved
=)

Vomiting (0d -
Recovered/Resolved

-)

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

- n/a-n/a])

Not reported

EU-EC-
10011230067

12/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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

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

Not reported

EU-EC-
10011230068

12/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

Injection site pain
Recovering/Resolving

i

Myalgia (2d -
Recovering/Resolving

z

Nausea (0d -
Recovered/Resolved
=)

Pruritus (0d -
Recovered/Resolved

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

Not reported

EU-EC-
10011230070

12/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Alopecia (109d -
Recovered/Resolved

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

- n/a - n/a])

Not reported

https://dap.ema.europa.eu/analytics/saw.dll?Go
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EU-EC- 12/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Menstrual disorder | COMIRNATY [TOZINAMERAN] |Not reported
10011230072 Healthcare |Economic Years (n/a - Not (S - Immunisation - n/a - [n/a
Professional |Area Recovered/Not - n/a-n/a])
Resolved - )
EU-EC- 12/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Alopecia (125d - COMIRNATY [TOZINAMERAN] |Not reported
10011230073 Healthcare |Economic Years Unknown - ) (S - Immunisation - n/a - [n/a
Professional |Area - n/a - n/a])
EU-EC- 12/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Eye pain (2d - COMIRNATY [TOZINAMERAN] |Not reported
10011230074 Healthcare |Economic Years Recovered/Resolved |(S - Immunisation - n/a - [n/a
Professional |Area - - n/a - n/a])
EU-EC- 12/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Menstrual disorder | COMIRNATY [TOZINAMERAN] |Not reported
10011230075 Healthcare |Economic Years (n/a - Unknown -) |(S - Immunisation - n/a - [n/a
Professional |Area - n/a - n/al)
EU-EC- 12/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Menstrual disorder | COMIRNATY [TOZINAMERAN] |Not reported
10011230083 Healthcare |Economic Years (n/a - Unknown - )  [(S - Immunisation - n/a - [n/a
Professional |Area - n/a - n/a])
EU-EC- 12/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Menstrual disorder | COMIRNATY [TOZINAMERAN] |Not reported
10011230084 Healthcare |Economic Years (39d - (S - Immunisation - n/a - [n/a
Professional |Area Recovered/Resolved |- n/a - n/a])
EU-EC- 12/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Diarrhoea (1d - COMIRNATY [TOZINAMERAN] |Not reported
10011230085 Healthcare |Economic Years Recovering/Resolving | (S - Immunisation - n/a - [n/a
Professional |Area - - n/a - n/a])
EU-EC- 12/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Arthralgia (30d - COMIRNATY [TOZINAMERAN] |Not reported
10011230086 Healthcare |Economic Years Recovered/Resolved |(S - Immunisation - n/a - [n/a
Professional |Area =), - n/a-n/a))
Pain in extremity
(23d -
Recovered/Resolved
EU-EC- 12/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Menstrual disorder | COMIRNATY [TOZINAMERAN] |Not reported
10011230087 Healthcare |Economic Years (n/a- (S - Immunisation - n/a - [n/a
Professional |Area Recovered/Resolved |- n/a - n/a])
EU-EC- 12/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Body temperature COMIRNATY [TOZINAMERAN] |Not reported
10011230088 Healthcare |Economic Years increased (n/a - Not | (S - Immunisation - n/a - [n/a
Professional |Area Recovered/Not - n/a-n/a))
Resolved - )
EU-EC- 12/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Menstrual disorder | COMIRNATY [TOZINAMERAN] |Not reported
10011230089 Healthcare |Economic Years (42d - (S - Immunisation - n/a - [n/a
Professional |Area Recovered/Resolved |- n/a - n/a])
EU-EC- 12/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Muscular weakness |COMIRNATY [TOZINAMERAN] |Not reported
10011230090 Healthcare |Economic Years (n/a- (S - Immunisation - n/a - [n/a
Professional |Area Recovering/Resolving |- n/a - n/a])
EU-EC- 12/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Menstrual disorder | COMIRNATY [TOZINAMERAN] |Not reported
10011230091 Healthcare |Economic Years (159d - (S - Immunisation - n/a - [n/a
Professional |Area Recovered/Resolved |- n/a - n/al)
EU-EC- 12/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Epistaxis (0d - COMIRNATY [TOZINAMERAN] |Not reported
10011230092 Healthcare |Economic Years Recovered/Resolved |(S - Immunisation - n/a - [n/a
Professional |Area - - n/a - Intramuscular])
EU-EC- 12/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Menstrual disorder | COMIRNATY [TOZINAMERAN] |Not reported
10011230093 Healthcare |Economic Years (n/a - Unknown - ) |(S - Immunisation - n/a - [n/a
Professional |Area - n/a - n/a])
EU-EC- 12/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Menstrual disorder COMIRNATY [TOZINAMERAN] |Not reported
10011230094 Healthcare |Economic Years (0d - (S - Immunisation - n/a - [n/a
Professional |Area Recovered/Resolved |- n/a - n/a])
EU-EC- 12/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Peripheral coldness |COMIRNATY [TOZINAMERAN] |Not reported
10011230095 Healthcare |Economic Years - (S - Immunisation - n/a - [n/a
Professional |Area Recovered/Resolved |- n/a - n/al)
EU-EC- 12/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Menstrual disorder | COMIRNATY [TOZINAMERAN] |Not reported
10011230096 Healthcare |Economic Years (n/a - Unknown - )  [(S - Immunisation - n/a - [n/a
Professional |Area - n/a - n/a])
EU-EC- 12/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Eye inflammation COMIRNATY [TOZINAMERAN] |Not reported
10011230097 Healthcare |Economic Years (21d - (S - Immunisation - n/a - [n/a
Professional |Area Recovered/Resolved |- n/a - n/a])
EU-EC- 12/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Menstrual disorder |COMIRNATY [TOZINAMERAN] |Not reported
10011230099 Healthcare |Economic Years (35d - Not (S - Immunisation - n/a - [n/a
Professional |Area Recovered/Not - n/a - n/a])
Resolved - )
EU-EC- 12/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Migraine (5d - COMIRNATY [TOZINAMERAN] |Not reported
10011230101 Healthcare |Economic Years Recovered/Resolved |(S - Immunisation - n/a - [n/a
Professional |Area - - n/a - n/a))
EU-EC- 12/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Menstrual disorder | COMIRNATY [TOZINAMERAN] |Not reported
10011230102 Healthcare |Economic Years (103d - (S - Immunisation - n/a - [n/a
Professional |Area Recovered/Resolved |- n/a - n/a])
With Sequelae - )
EU-EC- 12/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Menstrual disorder |COMIRNATY [TOZINAMERAN] |Not reported
10011230103 Healthcare |Economic Years (129d - Unknown - ) [(S - Immunisation - n/a - [n/a
Professional |Area - n/a - n/a])
EU-EC- 12/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Menstrual disorder ~|COMIRNATY [TOZINAMERAN] |Not reported
10011230104 Healthcare |Economic Years (2d - (S - Immunisation - n/a - [n/a
Professional |Area Recovered/Resolved |- n/a - n/al)
EU-EC- 12/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Menstrual disorder | COMIRNATY [TOZINAMERAN] |Not reported
10011230105 Healthcare |Economic Years (84d - Not (S - Immunisation - n/a - [n/a
Professional |Area Recovered/Not - n/a-n/a))
Resolved - )
EU-EC- 12/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Menstrual disorder | COMIRNATY [TOZINAMERAN] |Not reported
10011230107 Healthcare |Economic Years (69d - Not (S - Immunisation - n/a - [n/a
Professional |Area Recovered/Not - n/a - n/a])
Resolved - )
EU-EC- 12/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Lymphadenopathy ~ |COMIRNATY [TOZINAMERAN] |Not reported
10011230133 Healthcare |Economic Years (n/a - Not (S - Immunisation - n/a - [n/a
Professional |Area Recovered/Not - n/a-n/a))
Resolved - )
EU-EC- 12/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Myocarditis (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011230146 Healthcare |Economic Years Unknown - Life (S - Immunisation - n/a - [n/a
Professional |Area Threatening, - 2{DF} - n/a])
Caused/Prolonged
Hospitalisation)
EU-EC- 12/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Toothache (0d - COMIRNATY [TOZINAMERAN] |Not reported
10011230147 Healthcare |Economic Years Recovered/Resolved |(S - Immunisation - n/a - [n/a
Professional |Area -) - n/a - n/a])
EU-EC- 12/01/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Pityriasis rosea (5d - |COMIRNATY [TOZINAMERAN] |Not reported
10011230157 Healthcare |Economic Years |Specified Not Recovered/Not  |(S - Immunisation - n/a - [n/a
Professional |Area Resolved - ), - n/a - n/a])
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Rash (5d - Not
Recovered/Not
Resolved - )
EU-EC- 12/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Lymphadenopathy | COMIRNATY [TOZINAMERAN] |Not reported
10011230158 Healthcare |Economic Years (n/a - Not (S - Immunisation - n/a - [n/a
Professional |Area Recovered/Not -n/a-n/al)
Resolved - )
EU-EC- 12/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Nail discolouration COMIRNATY [TOZINAMERAN] |Not reported
10011230179 Healthcare |Economic Years (7d - (S - Immunisation - n/a - [n/a
Professional |Area Recovered/Resolved |- n/a - n/a])
EU-EC- 12/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Dermatitis (127d - COMIRNATY [TOZINAMERAN] |Not reported
10011230186 Healthcare |Economic Years Not Recovered/Not | (S - Immunisation - n/a - [n/a
Professional |Area Resolved - ) - n/a - n/a))
EU-EC- 12/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Paraesthesia (n/a - |COMIRNATY [TOZINAMERAN] |Not reported
10011230197 Healthcare |Economic Years Not Recovered/Not | (S - Immunisation - n/a - [n/a
Professional |Area Resolved - ) - n/a - n/a])
EU-EC- 12/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Epistaxis (2d - COMIRNATY [TOZINAMERAN] |Not reported
10011230198 Healthcare |Economic Years Recovered/Resolved |(S - Immunisation - n/a - [n/a
Professional |Area - - n/a - n/a])
EU-EC- 12/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Syncope (1d - COMIRNATY [TOZINAMERAN] |Not reported
10011230222 Healthcare |Economic Years Recovered/Resolved |(S - Immunisation - n/a - [n/a
Professional |Area - Other Medically - n/a - n/a])
Important Condition)
EU-EC- 12/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Injection site pain COMIRNATY [TOZINAMERAN] |Not reported
10011230223 Healthcare |Economic Years (2d - Not (S - Immunisation - n/a - [n/a
Professional |Area Recovered/Not - n/a-n/a))
Resolved - ),
Injection site
swelling (1d - Not
Recovered/Not
Resolved - )
EU-EC- 12/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Syncope (0d - COMIRNATY [TOZINAMERAN] |Not reported
10011230228 Healthcare |Economic Years Recovered/Resolved |(S - Immunisation - n/a - [n/a
Professional |Area - Other Medically - n/a-n/a])
Important Condition)
EU-EC- 12/01/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Eye discharge (n/a - |COMIRNATY [TOZINAMERAN] |Not reported
10011230332 Healthcare |Economic Years |Specified Unknown - ), (S - Immunisation - n/a - [n/a
Professional |Area - n/a - Intramuscular])
Hypersensitivity (n/a
- Unknown - ),
Swelling face (n/a -
Unknown - )
EU-EC- 12/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Epistaxis (n/a - COMIRNATY [TOZINAMERAN] |NOT AVAILABLE (C -
10011230416 Healthcare |Economic Years Recovered/Resolved |(S - COVID-19 immunisation - |n/a - [n/a - n/a - n/:
Professional |Area - Not applicable - [n/a - 1{DF}
- n/a]) [PARACETAMOL] (C
n/a-[n/a-n/a-nf
EU-EC- 12/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Asthenia (n/a - Not |COMIRNATY [TOZINAMERAN] |Not reported
10011230456 Healthcare |Economic Years Recovered/Not (S-nfa-nfa-[n/a-n/a-
Professional |Area Resolved - Other n/al)
Medically Important
Condition),
Blood pressure
decreased (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Chest discomfort
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Dizziness (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Dyspnoea (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Loss of
consciousness (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition),
Syncope (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 12/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Orchitis noninfective |COMIRNATY COVID-19 MRNA |Not reported
10011231673 Healthcare |Economic Years (n/a- VACCINE (NUCLEOSIDE
Professional |Area Recovering/Resolving | MODIFIED) CONCENTRATE
- Caused/Prolonged |FOR DISPERSION FOR
Hospitalisation), INJECTION [TOZINAMERAN]
(S - COVID-19 immunisation -
Scrotal oedema (n/a |n/a - [n/a-n/a-
- Intramuscular])
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Scrotal pain (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 12/01/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Fatigue (n/a - Not COMIRNATY [TOZINAMERAN] |Not reported
10011231836 Healthcare |Economic Years |Specified Recovered/Not (S - COVID-19 immunisation -
Professional |Area Resolved - ), Not applicable - [n/a - 1{DF}
- n/a])
Malaise (n/a - Not
Recovered/Not
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Resolved - ),

Non-cardiac chest
pain (n/a - Not
Recovered/Not
Resolved - )

EU-EC-
10011232229

12/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Fatigue (n/a -
Unknown - ),

Vaginal haemorrhage
(n/a - Unknown - )

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

Not reported

EU-EC-
10011232301

12/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Injection site pain
(1d -
Recovered/Resolved
=)

Vaccination site pain
(1d-
Recovered/Resolved

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

Not reported

EU-EC-
10011232366

12/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Dizziness (2d -
Recovered/Resolved

»

Epistaxis (2d -
Recovered/Resolved

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

- n/a-n/a])

Not reported

EU-EC-
10011232393

12/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Malaise (14d -
Recovered/Resolved

=)

Micturition urgency
(14d -
Recovered/Resolved

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

Not reported

EU-EC-
10011232956

12/01/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Spinal pain (4d -
Recovered/Resolved

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

Not reported

EU-EC-
10011233157

12/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

Not reported

EU-EC-
10011233379

12/01/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

Not reported

EU-EC-
10011233384

12/01/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Azir, M.. STEMI Mimic: Focal

Myocarditis in an Adolescent Patient
After mRNA COVID-19 Vaccine. The

Journal of Emergency Medicine.
2021;61:e129-e132,

doi:10.1016/j.jemermed.2021.09.017

12-17
Years

Not
Specified

Male

No

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

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

Not reported

EU-EC-
10011233466

12/01/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

Generalised tonic-
clonic seizure (2min -
Recovered/Resolved
- Other Medically
Important
Condition),

Hypotonia (5min -
Recovered/Resolved
- Other Medically
Important
Condition),

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

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

Seizure (0d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Somnolence (45min -
Recovered/Resolved
- Other Medically
Important
Condition),

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

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

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

Not reported

EU-EC- 12/01/2022

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

Spontaneous

Non

European

Not available

12-17

Not

Male

No

Headache (n/a -

COMIRNATY [TOZINAMERAN]

Not reported
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Economic
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Years

Specified

Unknown - ),

Myalgia (n/a -
Unknown - ),

Pyrexia (n/a -
Unknown - )

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

EU-EC-
10011233527

12/01/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

Palpitations (0d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10011233532

12/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

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

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

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

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

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

Not reported

EU-EC-
10011233549

12/01/2022

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

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

Syncope (n/a -
Unknown -

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

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

Walking disability
(n/a - Unknown -
Caused/Prolonged
Hospitalisation)

EU-EC-
10011233561

12/01/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

Not reported

EU-EC-
10011233592

12/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

Pain in extremity
(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-
10011233603

12/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

[INFLUENZA VIRUS]
Immunisation - n/a
n/a - n/a])

EU-EC-
10011233627

12/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

Feeling of body
temperature change
(n/a - Unknown -
Other Medically
Important
Condition),

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

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

Rash pruritic (2d -
Recovered/Resolved
- Other Medically
Important
Condition),

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

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

Not reported

EU-EC-
10011233664

12/01/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

Heart rate increased
(n/a - Unknown - ),

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

Sinus tachycardia
(n/a - Unknown -
Other Medically
Important Condition)

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

Not reported

EU-EC-
10011233846

12/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Heavy menstrual
bleeding (5d -
Recovered/Resolved
- Other Medically
Important Condition)

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

[ETHINYLESTRADIC
LEVONORGESTREL]
Contraception - n/a
n/a - n/a])

EU-EC-
10011233865

12/01/2022

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

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

Poor quality sleep
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)

EU-EC-
10011233900

12/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Not
Specified

No

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-
10011234042

12/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Not
Specified

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

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

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

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

Not reported

EU-EC-
10011234085

12/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Dizziness (24h -
Recovered/Resolved
- Other Medically
Important
Condition),

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

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

Not reported

EU-EC-
10011234153

12/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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

Headache (n/a -
Recovered/Resolved

=)

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

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

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

Hypoaesthesia oral
(30min -
Recovered/Resolved
- Other Medically
Important
Condition),

Nausea (n/a -
Recovered/Resolved
=)

Pyrexia (n/a -
Recovered/Resolved

7

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

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

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

Not reported

EU-EC-
10011235027

12/01/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Not
Specified

SARS-CoV-2 test
positive (n/a -
Unknown - )

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

Not reported

EU-EC-
10011235299

12/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

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

Not available

12-17
Years

Not
Specified

Female

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

Blister (n/a -
Recovering/Resolving

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

PROTOPIC [TACROL
TACROLIMUS
MONOHYDRATE] (C
Eczema asteatotic -
[Va - n/a - nfal),

[BETAMETHASONE
ACETATE,
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- Disabling, Other
Medically Important
Condition),

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

Dyshidrotic eczema
(n/a - Not
Recovered/Not
Resolved - Disabling,
Other Medically
Important
Condition),

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

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

BETAMETHASONE,
FUSIDIC ACID PH. E
FUSIDIC ACID,
BETAMETHASONE] (
Dyshidrotic eczema

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

[CLOBETASOL
PROPIONATE] (C - /
to vaccine - nfa - [n
- n/al),

[FEXOFENADINE,
FEXOFENADINE
HYDROCHLORIDE] (
Dyshidrotic eczema
[Va - n/a - nfa)),

[MOMETASONE FUR
(C - Eczema asteato
n/a-[n/a-nfa-nfi

[PREDNISOLONE] (¢
Allergy to vaccine - |
[n/a - n/a - n/a])

EU-EC-
10011235321

12/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

Skeletal injury (n/a -
Not Recovered/Not
Resolved - ),

Tendon disorder (n/a
- Not Recovered/Not
Resolved - )

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

Not reported

EU-EC-
10011235336

12/01/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

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

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

Not reported

EU-EC-
10011235358

12/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Hyperhidrosis (n/a -
Recovering/Resolving
=)

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

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

Visual impairment
(n/a-
Recovering/Resolving

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

Not reported

EU-EC-
10011235439

12/01/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Dyspnoea (0d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

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

Localised oedema
(od -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Paraesthesia (n/a -
Recovered/Resolved

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

Not reported

EU-EC-
10011236087

12/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Injection site pain
(1d -
Recovered/Resolved

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

Not reported

EU-EC-
10011236160

12/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Influenza (3d -
Recovered/Resolved

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

Not reported

EU-EC- 12/01/2022

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

Spontaneous

Healthcare

Non

Not available

12-17

Not

Male

No

Blood pressure

COMIRNATY [TOZINAMERAN]

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

Hospitalisation),

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

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

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

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

Myocarditis (217h -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

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

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

Sinus arrhythmia

10011236358 Professional |European Years |Specified increased (n/a- (S- COVID-19 immunisation -
Economic Recovered/Resolved |Not applicable - [1d - n/a -
Area - Other Medically Intramuscular])
Important Condition)
EU-EC- 12/01/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Blood pressure COMIRNATY [TOZINAMERAN] |Not reported
10011236360 Professional |European Years |Specified increased (n/a - (S - COVID-19 immunisation -
Economic Recovered/Resolved |Not applicable - [1d - n/a -
Area - Other Medically Intramuscular])
Important Condition)
EU-EC- 12/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Coeliac disease (7d - |COMIRNATY [TOZINAMERAN] |Not reported
10011236487 Healthcare |Economic Years Recovered/Resolved |(S - Immunisation - n/a - [n/a
Professional |Area =), - n/a-n/a])
Pyrexia (7d -
Recovered/Resolved
EU-EC- 12/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Gait disturbance (n/a |COMIRNATY [TOZINAMERAN] |Not reported
10011236655 Professional |Economic Years - (S - COVID-19 immunisation -
Area Recovering/Resolving |Not applicable - [1d - 1{DF} -
- Caused/Prolonged  |Intramuscular])
Hospitalisation),
Immunisation
reaction (n/a -
Recovered/Resolved
EU-EC- 12/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Myocarditis (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011236707 Professional |Economic Years Not Recovered/Not | (S - Immunisation - n/a - [n/a
Area Resolved - - 2{DF} - n/a])
Caused/Prolonged
Hospitalisation),
Troponin increased
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 12/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Injection site pain COMIRNATY [TOZINAMERAN] |Not reported
10011236727 Healthcare |Economic Years - (S - Immunisation - n/a - [n/a
Professional |Area Recovered/Resolved |- n/a - n/a])
Limb discomfort (2d
Recovered/Resolved
EU-EC- 12/01/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Myocarditis (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011236878 Professional |European Years |Specified Unknown - (S - COVID-19 immunisation -
Economic Caused/Prolonged Not applicable - [n/a - n/a -
Area Hospitalisation, Intramuscular])
Other Medically
Important Condition)
EU-EC- 12/01/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest discomfort COMIRNATY [TOZINAMERAN] |Not reported
10011236879 Professional |European Years |Specified (n/a - Unknown - (S - COVID-19 immunisation -
Economic Caused/Prolonged Not applicable - [1d - n/a -
Area Hospitalisation), Unknown])
Chest pain (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),
Pain (n/a - Unknown
Pain in extremity
(n/a - Unknown - )
EU-EC- 12/01/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest discomfort COMIRNATY [TOZINAMERAN] |Not reported
10011236922 Professional |European Years |Specified (n/a- (S - COVID-19 immunisation -
Economic Recovering/Resolving |Not applicable - [n/a - n/a -
Area - Caused/Prolonged  |Intramuscular])
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(n/a - Unknown -
Caused/Prolonged
Hospitalisation),
Sinus rhythm (n/a -
Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 12/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Erythema (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011237139 Professional |Economic Years |Specified Recovered/Resolved |(S - COVID-19 immunisation -
Area =), Not applicable - [n/a - 1{DF}
- Intramuscular])
Rash (n/a -
Recovered/Resolved
EU-EC- 12/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Dyspnoea (n/a - Not |COMIRNATY [TOZINAMERAN] |Not reported
10011237230 Healthcare |Economic Years Recovered/Not (S - COVID-19 immunisation -
Professional |Area Resolved - ), Not applicable - [1d - 1{DF} -
Intramuscular])
Immunisation
reaction (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 12/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Chest discomfort COMIRNATY [TOZINAMERAN] |Not reported
10011237240 Professional | Economic Years (45min - (S - COVID-19 immunisation -
Area Recovered/Resolved |Not applicable - [1d - 1{DF} -
=), Intramuscular])
Dyspnoea (45min -
Recovered/Resolved
=)
Pruritus (45min -
Recovered/Resolved
=)
Somnolence (1d -
Recovered/Resolved
=)
Vomiting (45min -
Recovered/Resolved
-)
EU-EC- 12/01/2022 |Spontaneous |[Non European |Not available 12-17 |Not Female |No Amnesia (n/a - Not  |COMIRNATY [TOZINAMERAN] |Not reported
10011237259 Healthcare |Economic Years |Specified Recovered/Not (S - COVID-19 immunisation -
Professional |Area Resolved - ), Drug withdrawn - [1d - 1{DF}
- Intramuscular])
Menstrual disorder
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 12/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Polymenorrhoea (n/a |COMIRNATY [TOZINAMERAN] |Not reported
10011237322 Healthcare |Economic Years - Not Recovered/Not |(S - COVID-19 immunisation -
Professional |Area Resolved - ) n/a-[1d - 1{DF} -
Intramuscular])
EU-EC- 12/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Palpitations (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011237337 Healthcare |Economic Years Not Recovered/Not | (S - COVID-19 immunisation -
Professional |Area Resolved - ), Not applicable - [1d - 1{DF} -
Intramuscular])
Supraventricular
extrasystoles (n/a -
Not Recovered/Not
Resolved - )
EU-EC- 12/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Pityriasis rosea (n/a - |COMIRNATY [TOZINAMERAN] |Not reported
10011237369 Professional | Economic Years Not Recovered/Not (S - COVID-19 immunisation -
Area Resolved - ) n/a-[n/a - 1{DF} -
Intramuscular])
EU-EC- 12/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Amenorrhoea (n/a - |COMIRNATY [TOZINAMERAN] |[SALBUTAMOL SULF
10011237412 Healthcare |Economic Years Not Recovered/Not | (S - COVID-19 immunisation - |(C - n/a - n/a - [n/a
Professional |Area Resolved - ) n/a-[1id-.3mL- n/al)
Intramuscular])
EU-EC- 12/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Chills (n/a - Not COMIRNATY [TOZINAMERAN] |Not reported
10011237478 Healthcare |Economic Years Recovered/Not (S - COVID-19 immunisation -
Professional |Area Resolved - ), Not applicable - [1d - 1{DF} -
Intramuscular])
Dizziness (n/a - Not
Recovered/Not
Resolved - ),
Hot flush (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 12/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Cough (n/a - Not COMIRNATY [TOZINAMERAN] |Not reported
10011237490 Professional | Economic Years Recovered/Not (S - COVID-19 immunisation -
Area Resolved - ), Not applicable - [1d - 1{DF} -
Intramuscular])
Dyspnoea (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 12/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Rash (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011237491 Professional | Economic Years Recovered/Resolved |(S - COVID-19 immunisation -
Area - Not applicable - [1d - 1{DF} -
Intramuscular])
EU-EC- 12/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Headache (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011237498 Healthcare |Economic Years Recovering/Resolving |(S - COVID-19 immunisation -
Professional |Area =) Not applicable - [1d - 1{DF} -
Intramuscular])
Malaise (n/a -
Recovering/Resolving
-)
EU-EC- 12/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Urticaria (n/a - Not |COMIRNATY [TOZINAMERAN] |Not reported
10011237512 Professional | Economic Years Recovered/Not (S - COVID-19 immunisation -
Area Resolved - ) Not applicable - [1d - 1{DF} -
Intramuscular])
EU-EC- 12/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Dizziness (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011237561 Healthcare |Economic Years Unknown - ), (S - Immunisation - n/a - [n/a
Professional |Area - n/a - n/a])
Fatigue (n/a -
Unknown - ),
Headache (n/a -
Unknown - ),
Limb discomfort (n/a
- Not Recovered/Not
Resolved - ),
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Malaise (n/a -
Unknown - ),
Myalgia (n/a -
Unknown - ),
Nausea (n/a -
Unknown - )
EU-EC- 12/01/2022 |Spontaneous | Healthcare |European |Not available 12-17 |Not Female |No Dry skin (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011237595 Professional |Economic Years |Specified Recovering/Resolving | (S - COVID-19 immunisation -
Area =), Not applicable - [n/a - 1{DF}
- Intramuscular])
Erythema (n/a -
Recovering/Resolving
Rash (n/a -
Recovering/Resolving
EU-EC- 12/01/2022 |Spontaneous |Non Non Not available 12-17 |Not Female |No Contusion (n/a - TOZINAMERAN Not reported
10011237733 Healthcare |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S - COVID-
Professional |Economic - Other Medically 19 immunisation - Not
Area Important applicable - [1d - n/a - n/a])
Condition),
Diarrhoea (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),
Musculoskeletal
chest pain (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),
Vomiting (n/a -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 12/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Perioral dermatitis COMIRNATY [TOZINAMERAN] |Not reported
10011237956 Healthcare |Economic Years (7d - (S - Immunisation - n/a - [n/a
Professional |Area Recovered/Resolved |- 1{DF} - n/a]),
COMIRNATY [TOZINAMERAN]
(S - Immunisation - n/a - [n/a
- 2{DF} - n/a])
EU-EC- 12/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY [TOZINAMERAN] |COMIRNATY
10011238049 Healthcare |Economic Years Recovering/Resolving | (S - Immunisation - n/a - [n/a |[TOZINAMERAN] (C
Professional |Area - Other Medically - 2{DF} - n/a]) Immunisation - n/a
Important 1{DF} - n/a])
Condition),
Vaccination failure
(n/a-
Recovering/Resolving
EU-EC- 12/01/2022 |Spontaneous |Non European |Not available 12-17 |Adult Male No COVID-19 (n/a - COMIRNATY [TOZINAMERAN] |COMIRNATY
10011238164 Healthcare |Economic Years Recovered/Resolved (S - Immunisation - n/a - [n/a |[TOZINAMERAN] (C
Professional |Area =) - 2{DF} - n/a]) Immunisation - n/a
1{DF} - n/a])
Vaccination failure
(n/a-
Recovered/Resolved
EU-EC- 12/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Swelling of eyelid COMIRNATY [TOZINAMERAN] |Not reported
10011238203 Healthcare |Economic Years (n/a- (S - Immunisation - n/a - [n/a
Professional |Area Recovered/Resolved |- 1{DF} - n/al),
COMIRNATY [TOZINAMERAN]
(S - Immunisation - n/a - [n/a
- 2{DF} - n/a])
EU-EC- 12/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Peripheral vascular |COMIRNATY [TOZINAMERAN] |Not reported
10011238219 Healthcare |Economic Years disorder (0d - (S - Immunisation - n/a - [n/a
Professional |Area Recovered/Resolved |- 1{DF} - n/a])
EU-EC- 12/01/2022 |Spontaneous |Non European | Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY [TOZINAMERAN] |COMIRNATY
10011238328 Healthcare |Economic Years Recovering/Resolving | (S - Immunisation - n/a - [n/a |[TOZINAMERAN] (C
Professional |Area - Other Medically - 2{DF} - n/a]) Immunisation - n/a
Important 1{DF} - n/a])
Condition),
Vaccination failure
(n/a-
Recovering/Resolving
EU-EC- 12/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Tubulointerstitial COMIRNATY [TOZINAMERAN] |Not reported
10011238352 Healthcare |Economic Years nephritis (n/a - (S - Immunisation - n/a - [n/a
Professional |Area Unknown - Life - 1{DF} - n/a])
Threatening,
Caused/Prolonged
Hospitalisation)
EU-EC- 12/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Dizziness (n/a - Not |COMIRNATY [TOZINAMERAN] |Not reported
10011238366 Healthcare |Economic Years Recovered/Not (S - Immunisation - n/a - [n/a
Professional |Area Resolved - ), - 1{DF} - n/a])
Extrasystoles (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Hyperhidrosis (n/a -
Not Recovered/Not
Resolved - )
EU-EC- 12/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Arrhythmia (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011238516 Healthcare |Economic Years Not Recovered/Not | (S - Immunisation - n/a - [n/a
Professional |Area Resolved - - n/a-n/a))
Caused/Prolonged
Hospitalisation),
Tachycardia (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
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EU-EC- 12/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Seizure (0d - Not COMIRNATY [TOZINAMERAN] |Not reported
10011238517 Healthcare |Economic Years Recovered/Not (S - Immunisation - n/a - [n/a
Professional |Area Resolved - - n/a - n/a])
Caused/Prolonged
Hospitalisation)
EU-EC- 12/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Abdominal pain (n/a |COMIRNATY [TOZINAMERAN] |Not reported
10011238518 Healthcare |Economic Years - (S - Immunisation - n/a - [n/a
Professional |Area Recovering/Resolving |- n/a - n/a])
- Caused/Prolonged
Hospitalisation)
EU-EC- 12/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Muscle twitching COMIRNATY [TOZINAMERAN] |Not reported
10011238519 Healthcare |Economic Years (165d - (S - Immunisation - n/a - [n/a
Professional |Area Recovering/Resolving |- n/a - n/a])
- Caused/Prolonged
Hospitalisation)
EU-EC- 12/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Balance disorder (9d |COMIRNATY [TOZINAMERAN] |Not reported
10011238520 Healthcare |Economic Years - (S - Immunisation - n/a - [n/a
Professional |Area Recovered/Resolved |- n/a - n/al)
- Caused/Prolonged
Hospitalisation),
Dizziness (9d - Not
Recovered/Not
Resolved - ),
Headache (9d - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Language disorder
(3d-
Recovering/Resolving
- Other Medically
Important
Condition),
Tremor (9d - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 12/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Tubulointerstitial COMIRNATY [TOZINAMERAN] |Not reported
10011238521 Healthcare |Economic Years nephritis (21d - (S - Immunisation - n/a - [n/a
Professional |Area Recovering/Resolving |- n/a - n/al)
- Caused/Prolonged
Hospitalisation)
EU-EC- 12/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Syncope (7d - COMIRNATY [TOZINAMERAN] |Not reported
10011238524 Healthcare |Economic Years Recovered/Resolved |(S - Immunisation - n/a - [n/a
Professional |Area - Caused/Prolonged |- n/a - n/a])
Hospitalisation)
EU-EC- 12/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Memory impairment |COMIRNATY [TOZINAMERAN] |Not reported
10011238526 Healthcare |Economic Years (n/a- (S - Immunisation - n/a - [n/a
Professional |Area Recovering/Resolving |- n/a - n/a])
- Caused/Prolonged
Hospitalisation)
EU-EC- 12/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Melaena (5d - COMIRNATY [TOZINAMERAN] |Not reported
10011238527 Healthcare |Economic Years Recovered/Resolved |(S - Immunisation - n/a - [n/a
Professional |Area - Other Medically - n/a-n/a])
Important Condition)
EU-EC- 12/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Skin discolouration ~ |COMIRNATY [TOZINAMERAN] |Not reported
10011238529 Healthcare |Economic Years (4d - Not (S - Immunisation - n/a - [n/a
Professional |Area Recovered/Not - n/a-n/a))
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 12/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Autoimmune COMIRNATY [TOZINAMERAN] |Not reported
10011238530 Healthcare |Economic Years neuropathy (n/a - (S - Immunisation - n/a - [n/a
Professional |Area Not Recovered/Not |- n/a - n/al)
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 12/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Testicular torsion COMIRNATY [TOZINAMERAN] |Not reported
10011238531 Healthcare |Economic Years (n/a- (S - Immunisation - n/a - [n/a
Professional |Area Recovered/Resolved |- n/a - n/a])
With Sequelae -
Caused/Prolonged
Hospitalisation)
EU-EC- 12/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Oesophageal COMIRNATY [TOZINAMERAN] |Not reported
10011238535 Healthcare |Economic Years achalasia (115d - (S - Immunisation - n/a - [n/a
Professional |Area Recovered/Resolved |- n/a - n/a])
With Sequelae -
Caused/Prolonged
Hospitalisation)
EU-EC- 12/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Facial paralysis (n/a - | COMIRNATY [TOZINAMERAN] |Not reported
10011238536 Healthcare |Economic Years Recovering/Resolving | (S - Immunisation - n/a - [n/a
Professional |Area - Caused/Prolonged |- n/a - n/a])
Hospitalisation),
Fatigue (0d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Headache (0d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)
EU-EC- 12/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Deep vein COMIRNATY [TOZINAMERAN] |Not reported
10011238537 Healthcare |Economic Years thrombosis (n/a - (S - Immunisation - n/a - [n/a
Professional |Area Recovering/Resolving |- n/a - n/a])
- Caused/Prolonged
Hospitalisation)
EU-EC- 12/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Haematuria (57d - | COMIRNATY [TOZINAMERAN] |Not reported
10011238538 Healthcare |Economic Years Recovering/Resolving |(S - Immunisation - n/a - [n/a
Professional |Area - Caused/Prolonged |- n/a - n/a])
Hospitalisation)
EU-EC- 12/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Cough (18d - COMIRNATY [TOZINAMERAN] |Not reported
10011238548 Healthcare |Economic Years Recovering/Resolving | (S - Immunisation - n/a - [n/a
Professional |Area =) - n/a-n/a])
Pyrexia (18d -
Recovering/Resolving
EU-EC- 12/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Breast pain (2d - COMIRNATY [TOZINAMERAN] |Not reported

43/50



30.11.2022 17.33

Run Line Listing Report

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

10011238645 Healthcare |Economic Years Recovering/Resolving | (S - Immunisation - n/a - [n/a
Professional |Area =) - n/a - n/a])
Painful respiration
(2d-
Recovering/Resolving
=l
Tachycardia (2d -
Recovering/Resolving
EU-EC- 12/01/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Lymphadenopathy | COMIRNATY [TOZINAMERAN] |Not reported
10011238698 Healthcare |Economic Years |Specified (n/a - Not (S - Immunisation - n/a - [n/a
Professional |Area Recovered/Not - n/a-n/a])
Resolved - )
EU-EC- 12/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Myopericarditis (5d - |COMIRNATY [TOZINAMERAN] |Not reported
10011238784 Professional |Economic Years Recovered/Resolved |(S - COVID-19 immunisation -
Area - Caused/Prolonged |Not applicable - [n/a - 1{DF}
Hospitalisation) - n/a])
EU-EC- 12/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Heavy menstrual COMIRNATY [TOZINAMERAN] |Not reported
10011238980 Professional |Economic Years |Specified bleeding (16d - (S - Immunisation - n/a - [n/a
Area Recovered/Resolved |- n/a - Intramuscular])
- Life Threatening)
EU-EC- 12/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Injection site pain COMIRNATY [TOZINAMERAN] |Not reported
10011239104 Healthcare |Economic Years - (S - Immunisation - n/a - [n/a
Professional |Area Recovering/Resolving |- n/a - n/a])
EU-EC- 12/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Lymphadenopathy ~ |COMIRNATY [TOZINAMERAN] |Not reported
10011239142 Healthcare |Economic Years (n/a- (S - Immunisation - n/a - [n/a
Professional |Area Recovering/Resolving |- n/a - n/al)
EU-EC- 12/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Circulatory collapse |COMIRNATY [TOZINAMERAN] |Not reported
10011239149 Healthcare |Economic Years (n/a- (S - Immunisation - n/a - [n/a
Professional |Area Recovered/Resolved |- n/a - n/a])
=)
Dizziness (n/a -
Recovered/Resolved
=)
Injection site pain
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 12/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Lymphadenopathy COMIRNATY [TOZINAMERAN] |Not reported
10011239184 Healthcare |Economic Years (n/a - Unknown - )  [(S - Immunisation - n/a - [n/a
Professional |Area - n/a - n/a])
EU-EC- 12/01/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Lymphadenopathy ~ |COMIRNATY [TOZINAMERAN] |Not reported
10011239193 Healthcare |Economic Years |Specified (n/a - Not (S - Immunisation - n/a - [n/a
Professional |Area Recovered/Not -n/a-n/al)
Resolved - )
EU-EC- 12/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Chills (2d - COMIRNATY [TOZINAMERAN] |Not reported
10011239206 Healthcare |Economic Years Recovering/Resolving | (S - Immunisation - n/a - [n/a
Professional |Area =), - n/a-n/a])
Cough (4d - Not
Recovered/Not
Resolved - ),
Dizziness (2d -
Recovered/Resolved
=)
Fatigue (4d - Not
Recovered/Not
Resolved - ),
Influenza (3d - Not
Recovered/Not
Resolved - ),
Injection site pain
Recovered/Resolved
Lymphadenopathy
(3d - Not
Recovered/Not
Resolved - ),
Myalgia (3d -
Recovering/Resolving
Nausea (4d -
Recovering/Resolving
=)
Pyrexia (4d -
Recovering/Resolving
EU-EC- 12/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Lymphadenopathy | COMIRNATY [TOZINAMERAN] |Not reported
10011239235 Healthcare |Economic Years 2d - (S - Immunisation - n/a - [n/a
Professional |Area Recovered/Resolved |- n/a - n/al)
EU-EC- 12/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Lymphadenopathy | COMIRNATY [TOZINAMERAN] |Not reported
10011239330 Healthcare |Economic Years (13d - (S - Immunisation - n/a - [n/a
Professional |Area Recovered/Resolved |- n/a - n/a])
-)
EU-EC- 12/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Fatigue (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011239464 Healthcare |Economic Years Recovering/Resolving | (S - Immunisation - n/a - [n/a
Professional |Area =) - n/a - n/a])
Headache (n/a -
Recovering/Resolving
=)
Influenza like illness
(n/a -
Recovering/Resolving
Nausea (n/a -
Recovering/Resolving
EU-EC- 12/01/2022 |Spontaneous |Non Non Not available 12-17 |Not Male No Lymph node pain COMIRNATY [TOZINAMERAN] |Not reported
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10011239512

Healthcare
Professional

European
Economic
Area

Run Line Listing Report

Years

Specified

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

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

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

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

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

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

EU-EC-
10011239545

12/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

Not reported

EU-EC-
10011239549

12/01/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

Heart rate increased
(n/a - Unknown - ),

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

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

Not reported

EU-EC-
10011239573

12/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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

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

- n/a - n/a])

Not reported

EU-EC-
10011239577

12/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Injection site
swelling (n/a -
Recovered/Resolved
=)
Lymphadenopathy
(n/a -
Recovered/Resolved
=)

Myalgia (n/a -
Recovered/Resolved

-)

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

Not reported

EU-EC-
10011239591

12/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Dizziness (7d - Not
Recovered/Not
Resolved - ),

Headache (3d - Not
Recovered/Not
Resolved - ),

Lymphadenopathy
(14d - Not
Recovered/Not
Resolved - )

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

COMIRNATY
[TOZINAMERAN] (C
Immunisation - n/a

n/a - n/al)

EU-EC-
10011240056

12/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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

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

Not reported

EU-EC-
10011240217

12/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Lymphadenopathy
(n/a-
Recovering/Resolving

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

Not reported

EU-EC-
10011240234

12/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

Not reported

EU-EC-
10011240280

12/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

- n/a-n/a])

Not reported

EU-EC-
10011240317

12/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Lymphadenopathy
(n/a - Unknown - )

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

Not reported

EU-EC-
10011240640

12/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Lymphadenopathy
d-

Recovering/Resolving

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

Not reported

https://dap.ema.europa.eu/analytics/saw.dll?Go
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EU-EC- 12/01/2022

10011240718

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

Run Line Listing Report

12-17
Years

Adolescent

Female

No

Headache (1d -
Recovered/Resolved

»

Influenza (2d -
Recovered/Resolved

»

Injection site pain

Recovering/Resolving

Lymphadenopathy
(2d -

Recovered/Resolved

=)

Vomiting (0d -
Recovered/Resolved

-)

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

Not reported

EU-EC-
10011240756

12/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Limb discomfort (n/a
- Unknown - )

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

Not reported

EU-EC-
10011240880

12/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

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

Lymphadenopathy
(n/a - Unknown - )

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

- n/a-n/a])

Not reported

EU-EC-
10011240924

12/01/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

Chest pain (n/a -
Recovering/Resolving

=)

Dyspnoea (n/a -
Unknown - ),

Malaise (n/a -
Unknown - ),

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

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

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

Not reported

EU-EC-
10011240955

12/01/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Blood pressure
increased (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-
10011241059

12/01/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

Confusional state (3d

Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

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

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

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

Rash (12d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10011241369

12/01/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

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

Not reported

EU-EC-
10011241401

12/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Lymphadenopathy
(

Recovered/Resolved
With Sequelae - )

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

Not reported

EU-EC-
10011241481

12/01/2022

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

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Lymphadenopathy
4d -

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

- n/a-n/a])

Not reported
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Recovering/Resolving
EU-EC- 12/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Lymphadenopathy COMIRNATY [TOZINAMERAN] |Not reported
10011241548 Healthcare |Economic Years - (S - Immunisation - n/a - [n/a
Professional |Area Recovered/Resolved |- n/a - n/a])
EU-EC- 12/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Lymphadenopathy COMIRNATY [TOZINAMERAN] |Not reported
10011241606 Healthcare |Economic Years (n/a - Not (S - Immunisation - n/a - [n/a
Professional |Area Recovered/Not - n/a - n/a])
Resolved - )
EU-EC- 12/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Lymphadenopathy COMIRNATY [TOZINAMERAN] |Not reported
10011241684 Healthcare |Economic Years (7d - (S - Immunisation - n/a - [n/a
Professional |Area Recovered/Resolved |- n/a - n/a])
EU-EC- 12/01/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Headache (0d - COMIRNATY [TOZINAMERAN] |Not reported
10011241716 Healthcare |Economic Years |Specified Recovered/Resolved |(S - Immunisation - n/a - [n/a
Professional |Area =) - n/a - n/a])
Lymphadenopathy
3d-
Recovered/Resolved
EU-EC- 12/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Dizziness (n/a - Not |COMIRNATY [TOZINAMERAN] |Not reported
10011241728 Healthcare |Economic Years Recovered/Not (S - Immunisation - n/a - [n/a
Professional |Area Resolved - - n/a - n/a])
Caused/Prolonged
Hospitalisation),
Fatigue (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Headache (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Hypoacusis (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Pyrexia (2d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Tinnitus (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 12/01/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Lymphadenopathy COMIRNATY [TOZINAMERAN] |Not reported
10011241807 Healthcare |Economic Years |Specified (7d - (S - Immunisation - n/a - [n/a
Professional |Area Recovered/Resolved |- n/a - n/a])
EU-EC- 12/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Lymphadenopathy | COMIRNATY [TOZINAMERAN] |Not reported
10011241922 Healthcare |Economic Years (n/a - Unknown -) |(S - Immunisation - n/a - [n/a
Professional |Area - n/a - n/a])
EU-EC- 12/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Chills (1d - COMIRNATY [TOZINAMERAN] |Not reported
10011241936 Healthcare |Economic Years Recovered/Resolved |(S - Immunisation - n/a - [n/a
Professional |Area =), - n/a-n/a))
Lymphadenopathy
(2d - Not
Recovered/Not
Resolved - )
EU-EC- 12/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Testicular torsion (0d | COMIRNATY [TOZINAMERAN] |Not reported
10011241979 Healthcare |Economic Years - (S - Immunisation - n/a - [n/a
Professional |Area Recovered/Resolved |- n/a - n/a])
With Sequelae -
Caused/Prolonged
Hospitalisation)
EU-EC- 12/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Lymphadenopathy COMIRNATY [TOZINAMERAN] |Not reported
10011242001 Healthcare |Economic Years (n/a - Not (S - Immunisation - n/a - [n/a
Professional |Area Recovered/Not - n/a - n/a])
Resolved - )
EU-EC- 12/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Lymphadenopathy COMIRNATY [TOZINAMERAN] |Not reported
10011242030 Healthcare |Economic Years (6d - (S - Immunisation - n/a - [n/a
Professional |Area Recovering/Resolving |- n/a - n/a])
EU-EC- 12/01/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Lymphadenopathy | COMIRNATY [TOZINAMERAN] |Not reported
10011242061 Professional |Economic Years (n/a- (S - COVID-19 immunisation -
Area Recovering/Resolving |Not applicable - [1d - n/a -
- n/a])
EU-EC- 12/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Lymphadenopathy COMIRNATY [TOZINAMERAN] |Not reported
10011242144 Healthcare |Economic Years (0d - Unknown -) (S - Immunisation - n/a - [n/a
Professional |Area - n/a - n/a])
EU-EC- 12/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Axillary pain (n/a- |COMIRNATY [TOZINAMERAN] |Not reported
10011242150 Professional |Economic Years Unknown - ), (S - COVID-19 immunisation -
Area Not applicable - [n/a - 1{DF}
Vaccination site pain |- Unknown])
(n/a - Unknown - )
EU-EC- 12/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Amenorrhoea (66d - |COMIRNATY [TOZINAMERAN] |Not reported
10011242188 Professional |Economic Years Recovered/Resolved |(S - n/a - Dose not changed -
Area - [73d - n/a - Intramuscular])
EU-EC- 12/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Headache (0d - COMIRNATY [TOZINAMERAN] |Not reported
10011242314 Healthcare |Economic Years Recovered/Resolved |(S - Immunisation - n/a - [n/a
Professional |Area =) - n/a - n/a])
Lymphadenopathy
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 12/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Encephalopathy (5d - | COMIRNATY [TOZINAMERAN] |[ALUMINIUM PHOSF
10011242512 Professional |Economic Years Recovered/Resolved |(S - COVID-19 immunisation - | DIPHTHERIA TOXOI
Area - Caused/Prolonged |Not applicable - [1d - 1{DF} - |ADSORBED ON
Hospitalisation, n/a]) ALUMINIUM HYDRO
Other Medically HYDRATED AND
Important Condition) ALUMINIUM PHOSPI
TETANUS TOXOID
ADSORBED ON
ALUMINIUM HYDRO
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HYDRATED AND
ALUMINIUM PHOSPI
PERTUSSIS TOXOID
ADSORBED ON
ALUMINIUM HYDRO
HYDRATED AND
ALUMINIUM PHOSP!
PERTUSSIS PERTAC
ADSORBED ON
ALUMINIUM HYDRO
HYDRATED AND
ALUMINIUM PHOSPI
PERTUSSIS FILAME!
HAEMAGGLUTININ ¢
ALUMINIUM HYDRO
HYDRATED AND
ALUMINIUM PHOSPI
ALGELDRATE, ALUM
PHOSPHATE, DIPHT
TOXOID, TETANUS
TOXOID, ALUMINIU
PERTUSSIS TOXOID
PERTUSSIS FILAME!
HAEMAGGLUTININ,
PERTUSSIS PERTAC
ALUMINIUM PHOSPI
DIPHTHERIA TOXO1
TETANUS TOXOID,
PERTUSSIS TOXOID
PERTUSSIS FILAME!
HAEMAGGLUTININ,
PERTUSSIS PERTAC
ALGELDRATE, ALUM
PHOSPHATE, DIPHT
TOXOID, TETANUS
TOXOID, PERTUSSI¢
TOXOID, PERTUSSI¢
PERTACTIN, ALGELL
FILAMENTOUS
HAEMAGGLUTININ,
DIPHTHERIA TOXO1
ADSORBED ON
ALUMINIUM HYDRO
HYDRATED AND
ALUMINIUM PHOSPI
TETANUS TOXOID
ADSORBED ON
ALUMINIUM HYDRO
HYDRATED AND
ALUMINIUM PHOSP!
PERTUSSIS TOXOID
ADSORBED ON
ALUMINIUM HYDRO
HYDRATED AND
ALUMINIUM PHOSPI
PERTUSSIS PERTAC
ADSORBED ON
ALUMINIUM HYDRO
HYDRATED AND
ALUMINIUM PHOSPI
PERTUSSIS FILAME!
HAEMAGGLUTININ (
ALUMINIUM HYDRO
HYDRATED AND
ALUMINIUM PHOSP!
DIPHTHERIA TOXOI
TETANUS TOXOID,
PERTUSSIS TOXOID
PERTUSSIS FILAME!
HAEMAGGLUTININ,
PERTUSSIS PERTAC
DIPHTHERIA TOXOI
TETANUS TOXOID,
PERTUSSIS TOXOID
PERTUSSIS PERTAC
BORDETELLA PERTL
(INACTIVATED)
ADSORBED] (C -
Immunisation - Not
applicable - [1d - 1{
n/al),

[VARICELLA VIRUS
OKA/MERCK STRAIM
ATTENUATED), VAR!
VIRUS OKA/MERCK
STRAIN, (LIVE,
ATTENUATED) PROL
IN HUMAN DIPLOID
5) CELLS] (C -
Immunisation - Not
applicable - [1d - 1{
n/aj)

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

Hospitalisation),

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

Intramuscular])

EU-EC- 12/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Lymphadenopathy COMIRNATY [TOZINAMERAN] |Not reported
10011242518 Healthcare |Economic Years (1d- (S - Immunisation - n/a - [n/a
Professional |Area Recovering/Resolving |- n/a - n/al)
EU-EC- 12/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Lymphadenopathy COMIRNATY [TOZINAMERAN] |Not reported
10011242584 Healthcare |Economic Years (5d - (S - Immunisation - n/a - [n/a
Professional |Area Recovered/Resolved |- n/a - n/a])
EU-EC- 12/01/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Pericarditis (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011242815 Professional |European Years |Specified Recovering/Resolving | (S - COVID-19 immunisation -
Economic - Other Medically Not applicable - [1d - n/a -
Area Important Condition) |n/a])
EU-EC- 12/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Lymphadenopathy COMIRNATY [TOZINAMERAN] |Not reported
10011243079 Healthcare |Economic Years (n/a - Unknown -) |(S - Immunisation - n/a - [n/a
Professional |Area - n/a - n/a))
EU-EC- 12/01/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Dizziness (n/a - Not | TOZINAMERAN Not reported
10011243153 Professional |European Years |Specified Recovered/Not [TOZINAMERAN] (S - COVID-
Economic Resolved - 19 immunisation - Not
Area Caused/Prolonged applicable - [1d - n/a -
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Headache (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

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

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

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

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

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

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

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

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

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

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

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

Condition),

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

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

Swollen tongue (n/a
- Not Recovered/Not

EU-EC- 12/01/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Dizziness (n/a - TOZINAMERAN Not reported
10011243586 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S - COVID-
Economic - Caused/Prolonged |19 immunisation - Not
Area Hospitalisation), applicable - [1d - n/a -
Intramuscular]),
Off label use (n/a -
Unknown - [A/HONG KONG/4801/2014
Caused/Prolonged (H3N2)-LIKE STRAIN
Hospitalisation, (A/HONG KONG/4801/2014,
Other Medically X-263B),
Important B/BRISBANE/60/2008-LIKE
Condition), STRAIN
(B/BRISBANE/60/2008, WILD
Product use issue TYPE), A/CALIFORNIA/7/2009
(n/a - Unknown - (H1N1)PDM09-DERIVED
Caused/Prolonged STRAIN USED (NYMC X-181),
Hospitalisation, A/HONG KONG/4801/2014
Other Medically (H3N2)-LIKE STRAIN
Important (A/HONG KONG/4801/2014,
Condition), X-263B),
B/BRISBANE/60/2008-LIKE
Seizure (n/a - STRAIN
Recovered/Resolved | (B/BRISBANE/60/2008, WILD
- Caused/Prolonged |TYPE), A/MICHIGAN/45/2015
Hospitalisation, (HIN1)PDMO09-LIKE STRAIN
Other Medically (A/SINGAPORE/GP1908/2015,
Important Condition) |IVR-180), INFLUENZA
VACCINE] (S - Immunisation -
Not applicable - [1d - n/a -
Intramuscular])
EU-EC- 12/01/2022 | Spontaneous |Non Non Not available 12-17 |Not Male No Genital rash (n/fa-  |COMIRNATY [TOZINAMERAN] |Not reported
10011244240 Healthcare |European Years |Specified Not Recovered/Not (S - COVID-19 immunisation -
Professional |Economic Resolved - Other Not applicable - [1d - n/a -
Area Medically Important |n/a])
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Resolved - Other
Medically Important

Condition)
EU-EC- 12/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Fatigue (1d - COMIRNATY [TOZINAMERAN] |Not reported
10011244958 Healthcare |Economic Years Recovered/Resolved |(S - Immunisation - n/a - [n/a
Professional |Area =), - n/a-n/a])
Pyrexia (0d -
Recovered/Resolved

Return - Refresh - Print - Export
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