30.11.2022 16.55

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

Run Line Listing Report

EU Local
Number

EV
Gateway
Receipt
Date

Report Type

Primary
Source
Qualification

Primary
Source
Country
for
Regulatory
Purposes

Literature
Reference

Patient
Age
Group

Patient
Age Group
(as per
reporter)

Patient
Sex

Parent
Child
Report

Reaction List PT
(Duration — Outcome
- Seriousness
Criteria)

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

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

EU-EC-
10011558069

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Breast pain (0d - Not
Recovered/Not
Resolved - ),

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

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

Not reported

EU-EC-
10011558071

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

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

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

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

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

Not reported

—
(2]
pel

EU-EC-
10011558072

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Rash (11d - Not
Recovered/Not
Resolved - )

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

Not reported

—
(9}
(2]
r

EU-EC-
10011558073

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

No

Chills (n/a -
Recovered/Resolved
=)

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

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

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

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

Injection site
swelling (1d -
Recovering/Resolving

-

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

Oropharyngeal pain
(1d - Not
Recovered/Not
Resolved - ),

Vomiting (0d -
Recovered/Resolved
=)

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

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

Not reported

._.
192}
P

EU-EC-
10011558075

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

Chest pain (1d - Not
Recovered/Not
Resolved - ),

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

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

Pain in extremity (1d
- Not Recovered/Not
Resolved - )

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

Not reported

EU-EC-
10011558076

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Herpes zoster (6d -
Not Recovered/Not
Resolved - ),

Lymphadenopathy
(6d - Not
Recovered/Not
Resolved - )

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

Not reported

EU-EC-
10011558078

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

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

Not
available

12-17
Years

Adolescent

Female

No

Dizziness (0d -
Recovered/Resolved

-

Nausea (0d -
Recovered/Resolved

-

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

Not reported

1/81
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Retching (0d -
Recovered/Resolved

=)

Syncope (0d -
Recovered/Resolved

-)

EU-EC-
10011558079

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Abdominal pain
lower (0d -
Recovering/Resolving

r

Abnormal faeces (0d

Recovering/Resolving

-

Diarrhoea (0d -
Recovering/Resolving

=)

Nausea (0d -
Recovering/Resolving

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

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

Not reported

—
(2]
|0

EU-EC-
10011558080

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

Headache (2d -
Recovered/Resolved

=)

Injection site pain
(2d -
Recovered/Resolved

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

Not reported

—
(2]
ye)

EU-EC-
10011558081

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Chest pain (4d -
Recovering/Resolving

'’

Dyspnoea (4d -
Recovering/Resolving

=)

Fatigue (4d -
Recovering/Resolving

=)

Headache (4d -
Recovering/Resolving

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

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

Not reported

—
(2]
pel

EU-EC-
10011558082

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

Cardiovascular
disorder (0d -
Recovered/Resolved
=)

Fatigue (1d -
Recovered/Resolved
=)

Headache (1d -
Recovered/Resolved

-

Nausea (0d -
Recovered/Resolved
-)

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

Not reported

—
(2]
|0

EU-EC-
10011558084

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Fatigue (10d -
Recovering/Resolving

-

Headache (10d -
Recovering/Resolving

=)

Influenza (10d -
Recovering/Resolving

-

Influenza like illness
(10d -
Recovering/Resolving

=)
Nasopharyngitis (10d

Recovering/Resolving

)

Oropharyngeal pain
(10d -
Recovering/Resolving

=)

Pyrexia (10d -
Recovering/Resolving

-)

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -
[n/a-n/a-
Intravenous (not
otherwise specified)])

Not reported

—
(2]
y)

EU-EC-
10011558085

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

Influenza (n/a -
Unknown - ),

Painful respiration
(n/a - Unknown - )

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

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

Not reported

EU-EC-
10011558086

10/02/2022

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

Non-cardiac chest
pain (0d - Not

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

Not reported

2/81
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Recovered/Not
Resolved - ),

Pain in extremity (0d
- Not Recovered/Not
Resolved - ),

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

EU-EC-
10011558087

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

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

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

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

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

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

Not reported

—
(2]
pel

EU-EC-
10011558088

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Arrhythmia (6d - Not
Recovered/Not
Resolved - ),

Chest pain (6d - Not
Recovered/Not
Resolved - ),

Dyspnoea (6d - Not
Recovered/Not
Resolved - )

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

Not reported

—
(2]
ye)

EU-EC-
10011558091

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Petechiae (n/a -
Unknown - ),

Rash (n/a - Unknown

-)

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

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

Not reported

—
(2]
ye)

EU-EC-
10011558093

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

Influenza (2d -
Recovered/Resolved

=)

Pyrexia (1d -
Recovered/Resolved

-

Respiratory distress
(id -
Recovered/Resolved

-)

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

Not reported

—
(2]
yel

EU-EC-
10011558094

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

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

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

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

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

Not reported

—
(2]
|

EU-EC-
10011558096

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Feeling hot (n/a -
Recovering/Resolving

'’

Hot flush (n/a -
Recovering/Resolving
=)

Syncope (n/a -
Recovering/Resolving

-)

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

Not reported

—
(2]
yel

EU-EC-
10011558097

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

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

Not
available

12-17
Years

Adolescent

Female

No

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

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

Influenza (n/a -
Recovering/Resolving

'’

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

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

Pain in extremity (2d
- Not Recovered/Not
Resolved - ),

Pyrexia (2d - Not

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

Not reported

—
(2]
|

3/81
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Recovered/Not
Resolved - )

EU-EC-
10011558098

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

Arrhythmia (60d -
Not Recovered/Not
Resolved - ),

Dizziness (60d - Not
Recovered/Not
Resolved - )

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

Not reported

EU-EC-
10011558100

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Arrhythmia (7d -
Recovered/Resolved

-

Dizziness (14d -
Recovered/Resolved

=)
Lymphadenopathy
(3d-

Recovered/Resolved

=)

Syncope (14d -
Recovered/Resolved

-

Syncope (7d -
Recovered/Resolved

=)

Tachycardia (7d -
Recovered/Resolved

-)

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

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

Not reported

EU-EC-
10011558101

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

Epistaxis (6d - Not
Recovered/Not
Resolved - ),

Headache (6d - Not
Recovered/Not
Resolved - ),

Heavy menstrual
bleeding (6d - Not
Recovered/Not
Resolved - ),

Influenza (6d - Not
Recovered/Not
Resolved - ),

Pyrexia (6d - Not
Recovered/Not
Resolved - )

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

Not reported

EU-EC-
10011558103

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

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

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

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

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

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

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

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

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

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

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

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

Not reported

EU-EC-
10011558104

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

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

Not
available

12-17
Years

Adolescent

Female

No

Limb discomfort (3d

Recovered/Resolved

)

Swelling face (3d -
Recovered/Resolved

=)
Urticaria (3d -

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

Not reported

4/81
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Recovered/Resolved

EU-EC-
10011558105

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

Rash (1d -
Recovering/Resolving

-

Respiratory distress
(1d -
Recovering/Resolving

)

Urticaria (1d -
Recovering/Resolving

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

Not reported

EU-EC-
10011558106

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

Dizziness (n/a -
Unknown - ),

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

Syncope (n/a -
Unknown - ),

Tachycardia (n/a -
Unknown - )

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

Not reported

—
(@]
(2]
0

EU-EC-
10011558108

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

Injection site
erythema (11d -
Recovering/Resolving

-

Injection site
erythema (17d - Not
Recovered/Not
Resolved - ),

Injection site
swelling (17d - Not
Recovered/Not
Resolved - ),

Rash (11d -
Recovering/Resolving
=)

Vaccination site
reaction (17d - Not
Recovered/Not
Resolved - )

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

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

Not reported

EU-EC-
10011558109

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

Injection site
erythema (n/a -
Recovering/Resolving

=)

Injection site
swelling (n/a -
Recovering/Resolving

-)

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

Not reported

—
(2]
ye)

EU-EC-
10011558111

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Rash (2d -
Recovered/Resolved

=)

Urticaria (2d -
Recovered/Resolved

-)

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

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

Not reported

—
(o}
(2]
pel

EU-EC-
10011558112

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

Chills (3d -
Recovered/Resolved

»

Fatigue (3d -
Recovered/Resolved

=)

Headache (3d -
Recovered/Resolved

=)

Influenza like illness
(3d -
Recovered/Resolved

)

Injection site pain

Recovered/Resolved

-

Malaise (3d -
Recovered/Resolved

=)

Pyrexia (3d -
Recovered/Resolved

-)

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

Not reported

EU-EC-
10011558115

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

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

Not
available

12-17
Years

Adolescent

Male

No

Chest discomfort
(24d - Not
Recovered/Not
Resolved - ),

Decreased appetite
(24d - Not
Recovered/Not
Resolved - ),

Dizziness (24d - Not

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

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

Not reported

5/81
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Recovered/Not
Resolved - ),

Dyspnoea (24d - Not
Recovered/Not
Resolved - ),

Fatigue (24d - Not
Recovered/Not
Resolved - )

EU-EC-
10011558120

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Fatigue (38d - Not
Recovered/Not
Resolved - ),

Headache (38d - Not
Recovered/Not
Resolved - ),

Malaise (38d - Not
Recovered/Not
Resolved - )

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

Not reported

—
(2]
pel

EU-EC-
10011558121

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Influenza (n/a -
Unknown - ),

Limb discomfort (n/a
- Unknown - ),

Pain in extremity
(n/a - Unknown - )

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

Not reported

—
(2]
pel

EU-EC-
10011558122

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

Headache (2d -
Recovering/Resolving
=)

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

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

Not reported

—
(2]
yel

EU-EC-
10011558123

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

Headache (1d -
Recovering/Resolving

-

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

Vaccination site pain
(1d -
Recovering/Resolving

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

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

Not reported

—
(2]
pel

EU-EC-
10011558125

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Angina pectoris (27d

Recovering/Resolving

=)

Arrhythmia (27d -
Recovering/Resolving
=)

Breast pain (27d -
Recovering/Resolving

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

Not reported

—
(2]
ye)

EU-EC-
10011558126

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Headache (4d - Not
Recovered/Not
Resolved - ),

Pain in extremity (4d
- Not Recovered/Not
Resolved - )

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

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

Not reported

—
(2]
pel

EU-EC-
10011558127

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

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

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

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

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

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

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

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

Not reported

._.
%]
Pl

EU-EC-
10011558128

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

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

Not
available

12-17
Years

Adolescent

Female

No

Abdominal
discomfort (1d -
Recovered/Resolved

=)

Chills (1d -
Recovered/Resolved

=)

Headache (4d -
Recovered/Resolved

-

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

Not reported

6/81
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Run Line Listing Report

Limb discomfort (2d

Recovered/Resolved

)

Nausea (1d -
Recovered/Resolved

=)

Pyrexia (2d -
Recovered/Resolved
-)

EU-EC-
10011558129

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

Chest discomfort
(21d - Not
Recovered/Not
Resolved - ),

Dyspnoea (21d - Not
Recovered/Not
Resolved - ),

Throat tightness
(21d - Not
Recovered/Not
Resolved - )

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

Not reported

EU-EC-
10011558130

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

Arrhythmia (10d -
Recovering/Resolving

)

Palpitations (10d -
Recovering/Resolving

-)

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

Not reported

EU-EC-
10011558132

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

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

Not reported

EU-EC-
10011558133

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

Dizziness (14d - Not
Recovered/Not
Resolved - ),

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

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

Not reported

—
(%]
ye)

EU-EC-
10011558134

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Limb discomfort (20d
- Not Recovered/Not
Resolved - )

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

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

Not reported

—
(2]
pel

EU-EC-
10011558135

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Not
Specified

No

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

Limb discomfort (7d
- Not Recovered/Not
Resolved - )

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

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

Not reported

—
(2]
pel

EU-EC-
10011558136

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

Arthralgia (23d - Not
Recovered/Not
Resolved - ),

Limb discomfort (23d
- Not Recovered/Not
Resolved - ),

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

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

Not reported

._.
%]
P

EU-EC-
10011558137

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

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

Not
available

12-17
Years

Adolescent

Female

No

Chills (5d -
Recovered/Resolved
=)

Influenza (5d -
Recovered/Resolved

=)

Influenza like illness
(5d -
Recovered/Resolved
=)

Injection site pain
(5d -
Recovered/Resolved

=)
Nasopharyngitis (5d

Recovered/Resolved

'

Nausea (5d -
Recovered/Resolved

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

Not reported

._.
9]
(%]
Pl

7/81
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Run Line Listing Report

=)

Pyrexia (5d -
Recovered/Resolved

=)

Vaccination site pain

Recovered/Resolved

-)

EU-EC-
10011558138

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

Chest pain (n/a -
Unknown - ),

Dizziness (n/a -
Unknown - ),

Dyspnoea (n/a -
Unknown - ),

Fatigue (n/a -
Unknown - ),

Hypertension (n/a -
Unknown -),

Nausea (n/a -
Unknown - ),

Tachycardia (n/a -
Unknown - )

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

Not reported

EU-EC-
10011558139

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Circulatory collapse

Recovered/Resolved

=)

Dizziness (0d -
Recovered/Resolved
=)

Influenza (0d -
Recovered/Resolved

=)
Limb discomfort (0d

Recovered/Resolved

-

Pyrexia (0d -
Recovered/Resolved

-)

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

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

Not reported

EU-EC-
10011558140

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Chills (4d -
Recovering/Resolving

)

Headache (4d -
Recovering/Resolving

'

Pyrexia (4d -
Recovering/Resolving
-)

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

Not reported

EU-EC-
10011558141

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

Chills (1d -
Recovering/Resolving

=)

Fatigue (n/a -
Unknown - ),

Hot flush (1d -
Recovering/Resolving

A

Influenza like illness
(1d -
Recovering/Resolving

=)

Pyrexia (1d -
Recovering/Resolving

=)

Vomiting (1d -
Recovering/Resolving

-)

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

Not reported

EU-EC-
10011558142

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Myalgia (n/a -
Unknown - ),

Pain in extremity
(n/a - Unknown - )

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

Not reported

EU-EC-
10011558143

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

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

Not
available

12-17
Years

Adolescent

Female

No

Body temperature
increased (n/a -
Recovering/Resolving

=)

Headache (n/a -
Recovering/Resolving

)

Limb discomfort (n/a

Recovering/Resolving

)

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

Not reported

8/81
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Run Line Listing Report

Lymphadenopathy
(n/a -
Recovering/Resolving

=)

Pain in extremity
(n/a -
Recovering/Resolving

EU-EC-
10011558144

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Chest pain (n/a -
Recovering/Resolving

-

Dyspnoea (n/a -
Recovering/Resolving

-)

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

Not reported

EU-EC-
10011558145

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Abdominal pain (n/a
- Unknown -),

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

Diarrhoea (n/a -
Unknown -),

Hot flush (2d - Not
Recovered/Not
Resolved - ),

Influenza like illness
(2d - Not
Recovered/Not
Resolved - ),

Injection site pain
(2d - Not
Recovered/Not
Resolved - ),

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

Paraesthesia (n/a -
Unknown - ),

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

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

Not reported

_.
|n
(%2}
bl

EU-EC-
10011558146

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Asthenia (75d -
Recovering/Resolving

=)

Lymphadenopathy
(75d -
Recovering/Resolving

'

Pyrexia (75d -
Recovering/Resolving
-)

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

Not reported

EU-EC-
10011558148

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

Diarrhoea (1d -
Recovered/Resolved

=)

Limb discomfort (1d

Recovered/Resolved

'

Pyrexia (1d -
Recovered/Resolved
=)

Vomiting (1d -
Recovered/Resolved

-)

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

Not reported

EU-EC-
10011558149

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

Dizziness (2d -
Recovering/Resolving

=)
Lymphadenopathy
Elzecc;vered/ Resolved
=)

Malaise (0d -

Unknown - ),

Menstrual disorder
(0d - Unknown - ),

Myalgia (4d -
Recovering/Resolving

-

Pyrexia (1d -
Recovering/Resolving

-)

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

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

Not reported

EU-EC-
10011558150

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

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

Not
available

12-17
Years

Adolescent

Male

No

Hypoaesthesia (0d -
Recovered/Resolved

=)

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

Not reported

9/81
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Run Line Listing Report

Paraesthesia (0d -
Recovered/Resolved

-)

EU-EC-
10011558151

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Abdominal pain (1d -
Recovered/Resolved
=)

Headache (1d -
Recovered/Resolved

=)

Pyrexia (1d -
Recovered/Resolved
-)

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

Not reported

—
(2]
yel

EU-EC-
10011558152

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Chest pain (1d -
Recovering/Resolving

-

Dyspnoea (1d -
Recovering/Resolving

-)

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

Not reported

—
(2]
0

EU-EC-
10011558153

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Abdominal pain (16d
- Not Recovered/Not
Resolved - ),

Body temperature
decreased (16d - Not
Recovered/Not
Resolved - ),

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

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

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

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

Not reported

—
(2]
pel

EU-EC-
10011558154

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

Chest pain (15d -
Recovering/Resolving

r

Dyspnoea exertional
(15d -
Recovering/Resolving

=)
Myopericarditis (15d

Recovering/Resolving

r

Tachycardia (15d -
Recovering/Resolving

-)

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

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

Not reported

—
(2]
ye)

EU-EC-
10011558157

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Rash (0d -
Recovering/Resolving
=)

Urticaria (0d -
Recovering/Resolving

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

Not reported

—
(2]
yel

EU-EC-
10011558158

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Fatigue (2d -
Recovered/Resolved

-

Headache (2d -
Recovered/Resolved

-

Lymphadenopathy
(2d -
Recovered/Resolved
=)

Pyrexia (2d -
Recovered/Resolved

-)

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

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

Not reported

—
(2]
pel

EU-EC-
10011558159

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Asthenia (59d -
Recovering/Resolving

-

Dyspnoea (59d -
Recovering/Resolving

-

Limb discomfort (n/a
- Unknown - )

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

Not reported

—
(2]
0

EU-EC-
10011558160

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

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

Not
available

12-17
Years

Adolescent

Female

No

Cardiovascular
insufficiency (2d -
Recovering/Resolving

)

Chills (2d -
Recovering/Resolving

=)

Headache (2d -
Recovering/Resolving

=)

Pain in extremity (2d

Recovering/Resolving

r

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

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

Not reported

—
(2]
re

10/81
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Run Line Listing Report

Vomiting (2d -
Recovering/Resolving
-)
EU-EC- 10/02/2022 | Spontaneous | Non European |Not 12-17 |Adolescent |[Female |No Influenza (n/a - Not |COMIRNATY Not reported ICSR
10011558161 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), Immunisation - n/a -
[n/a - n/a - n/a])
Muscle spasms (1d -
Not Recovered/Not
Resolved - ),
Pyrexia (1d - Not
Recovered/Not
Resolved - )
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Menstrual disorder | COMIRNATY Not reported ICSR
10011558163 Healthcare |Economic |available |Years (28d - [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving | Immunisation - n/a -
- [n/a - n/a - nfa])
Pyrexia (28d -
Recovering/Resolving
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 12-17 |Adolescent |Male No Rash (0d - COMIRNATY Not reported ICSR
10011558164 Healthcare |Economic |available |Years Recovering/Resolving | [TOZINAMERAN] (S -
Professional |Area =), Immunisation - n/a -
[n/a - n/a - n/al)
Urticaria (0d -
Recovering/Resolving
-)
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 12-17 |Adolescent |Male No Fatigue (18d - Not | COMIRNATY Not reported ICSR
10011558165 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ) Immunisation - n/a -
[n/a - n/a - n/al)
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Rash (1d - COMIRNATY Not reported ICSR
10011558167 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area -), Immunisation - n/a -
[n/a - n/a - n/a])
Urticaria (1d -
Recovered/Resolved
-)
EU-EC- 10/02/2022 |Spontaneous | Non European |Not 12-17 |Adolescent |Female |No Cardiovascular COMIRNATY Not reported ICSR
10011558168 Healthcare |Economic |available |Years disorder (10d - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |Immunisation - n/a -
=) [n/a - n/a - n/a])
Dizziness (10d -
Recovered/Resolved
=),
Injection site pain
(11d -
Recovered/Resolved
=)
Vaccination site
inflammation (11d -
Recovered/Resolved
-)
EU-EC- 10/02/2022 | Spontaneous |Non European |Not 12-17 |Adolescent |Male No Chills (7d - COMIRNATY Not reported ICSR
10011558170 Healthcare |Economic |available |Years Recovering/Resolving | [TOZINAMERAN] (S -
Professional |Area -), Immunisation - n/a -
[n/a - n/a - n/a])
Fatigue (7d -
Recovering/Resolving
Myalgia (7d -
Recovering/Resolving
=)
Vaccination site
swelling (7d -
Recovering/Resolving
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 12-17 |Adolescent Male No Pyrexia (n/a - Not COMIRNATY Not reported ICSR
10011558171 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ) Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 10/02/2022 | Spontaneous |Non European |Not 12-17 |Adolescent |Male No Cardiovascular COMIRNATY Not reported ICSR
10011558172 Healthcare |Economic |available |Years insufficiency (3d - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |Immunisation - n/a -
- [n/a - n/a - nfa])
Dizziness (3d -
Recovered/Resolved
=)
Headache (3d -
Recovered/Resolved
=)
Injection site
erythema (3d -
Recovered/Resolved
=)
Malaise (3d -
Recovered/Resolved
=)
Vaccination site
swelling (3d -
https://dap.ema.europa.eu/analytics/saw.dll?Go 11/81
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Recovered/Resolved

EU-EC-
10011558173

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Fatigue (31d -
Recovered/Resolved

-

Injection site pain
(3d -
Recovered/Resolved

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

Not reported

EU-EC-
10011558175

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

Breast pain (n/a -
Unknown - ),

Fatigue (1d -
Unknown - ),

Fatigue (n/a -
Unknown - ),

Lymphadenopathy
(n/a -
Recovered/Resolved

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

Not reported

—
(9}
(2]
pel

EU-EC-
10011558176

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

Eye pain (1d -
Recovering/Resolving

-

Fatigue (1d -
Recovering/Resolving

-

Injection site pain
(1d -
Recovering/Resolving

'’

Ocular hyperaemia
(1d -
Recovering/Resolving

=)

Pyrexia (1d -
Recovering/Resolving

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

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

Not reported

EU-EC-
10011558177

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Diarrhoea (2d -
Recovering/Resolving

4

Fatigue (2d -
Recovering/Resolving

=)

Headache (2d -
Recovering/Resolving
=)

Headache (3d -
Recovered/Resolved

-

Injection site pain
(3d -
Recovered/Resolved

=)

Malaise (2d -
Recovering/Resolving

=)

Malaise (3d -
Recovered/Resolved

-

Myalgia (2d -
Recovering/Resolving

)

Nausea (2d -
Recovering/Resolving

=)

Nausea (3d -
Recovered/Resolved

-

Pyrexia (2d -
Recovering/Resolving

-)

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

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

Not reported

EU-EC-
10011558179

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Chills (n/a -
Unknown - ),

Headache (n/a -
Unknown - ),

Myalgia (n/a -
Unknown - ),

Pyrexia (n/a -
Unknown - )

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

Not reported

EU-EC-
10011558180

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Rash (n/a -
Recovering/Resolving

-)

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

Not reported

EU-EC-

10/02/2022

Spontaneous

Non

European

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

Not

12-17

Adolescent

Female

No

Angina pectoris (32d

COMIRNATY

Not reported

ICSR
12/81
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10011558181

Healthcare
Professional

Economic
Area

available

Years

Run Line Listing Report

- Not Recovered/Not
Resolved - ),

Dyspnoea (32d - Not
Recovered/Not
Resolved - ),

Injection site
swelling (4d - Not
Recovered/Not
Resolved - ),

Lymphadenopathy
(4d - Not
Recovered/Not
Resolved - ),

Tachycardia (32d -
Not Recovered/Not
Resolved - )

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

EU-EC-
10011558182

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

Peripheral swelling
(2d -
Recovered/Resolved

)

Rash (2d -
Recovered/Resolved

-)

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

Not reported

EU-EC-
10011558185

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

Chills (1d - Unknown
=)

Dizziness (1d -
Unknown - ),

Hot flush (1d -
Unknown - ),

Injection site pain
(1d - Unknown - ),

Malaise (1d -
Unknown - ),

Nausea (1d -
Unknown - ),

Pyrexia (1d -
Unknown - ),

Vomiting (1d -
Unknown - )

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

Not reported

._.
19}
n
Pl

EU-EC-
10011558186

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

Headache (3d -
Recovered/Resolved

=)

Influenza (3d -
Recovered/Resolved

'

Influenza like illness

Recovered/Resolved
=)

Injection site pain
(2d -
Recovered/Resolved

=)
Oropharyngeal pain
(3d -

Recovered/Resolved

-

Pyrexia (3d -
Recovered/Resolved

=)

Vaccination site pain

Recovered/Resolved

-)

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

Not reported

EU-EC-
10011558187

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

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

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

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

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

Not reported

EU-EC-
10011558188

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

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

Not
available

12-17
Years

Adolescent

Female

No

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

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

Injection site pain

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

Not reported

13/81
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Run Line Listing Report

(3d -
Recovered/Resolved

=)

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

Vomiting (1d -
Recovered/Resolved

-)

EU-EC-
10011558189

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Headache (1d -
Recovered/Resolved
=)

Injection site pain
(id -
Recovered/Resolved

=)

Nausea (1d -
Recovered/Resolved

-

Pyrexia (1d -
Recovered/Resolved

-)

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

Not reported

—
(2]
ye)

EU-EC-
10011558192

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Flushing (n/a -
Recovering/Resolving
=)

Pruritus (n/a -
Recovering/Resolving

=)

Rash (n/a -
Recovering/Resolving
-)

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

Not reported

—
(2]
|

EU-EC-
10011558193

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

Dizziness (70d - Not
Recovered/Not
Resolved - ),

Headache (70d - Not
Recovered/Not
Resolved - )

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

Not reported

—
(2]
0

EU-EC-
10011558194

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Abdominal pain (1d -
Not Recovered/Not
Resolved - ),

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

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

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

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

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

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

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

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

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

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

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

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

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

Not reported

—
(2]
|

EU-EC-
10011558196

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

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

Not
available

12-17
Years

Adolescent

Male

No

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

Facial paresis (n/a -
Recovering/Resolving

=)
Lymphadenopathy

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

Not reported

14/81
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Run Line Listing Report

(n/a -
Recovering/Resolving
=)
Pyrexia (n/a -
Recovering/Resolving
-)
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Limb discomfort (2d |COMIRNATY Not reported ICSR
10011558197 Healthcare |Economic |available |Years - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved | Immunisation - n/a -
=) [n/a - n/a - n/a])
Pain (2d -
Recovered/Resolved
-)
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Influenza (n/a - Not |COMIRNATY Not reported ICSR
10011558198 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ) Immunisation - n/a -
[n/a-n/a-
Intramuscular])
EU-EC- 10/02/2022 | Spontaneous | Non European |Not 12-17 |Adolescent |Male No Ear pain (n/a- Not |COMIRNATY Not reported ICSR
10011558199 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), Immunisation - n/a -
[n/a - n/a - n/a])
Fatigue (n/a - Not
Recovered/Not
Resolved - ),
Influenza (n/a - Not
Recovered/Not
Resolved - ),
Oropharyngeal pain
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 12-17 |Adolescent |[Female |No Headache (0d - COMIRNATY Not reported ICSR
10011558200 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =), Immunisation - n/a -
[n/a - n/a - n/al)
Heavy menstrual
bleeding (1d - Not
Recovered/Not
Resolved - ),
Pyrexia (1d - Not
Recovered/Not
Resolved - )
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 12-17 |Adolescent |[Female |No Amenorrhoea (75d - |COMIRNATY Not reported ICSR
10011558201 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a -
[n/a - n/a - n/al)
Injection site pain
(75d -
Recovered/Resolved
-)
EU-EC- 10/02/2022 | Spontaneous |Non European |Not 12-17 |Adolescent |Male No Circulatory collapse |COMIRNATY Not reported ICSR
10011558202 Healthcare |Economic |available |Years (od - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |Immunisation - n/a -
- [n/a - n/a - n/a])
Pyrexia (0d -
Recovered/Resolved
-)
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 12-17 |Adolescent |Male No Cardiovascular COMIRNATY Not reported ICSR
10011558203 Healthcare |Economic |available |Years disorder (n/a - Not  [[TOZINAMERAN] (S -
Professional |Area Recovered/Not Immunisation - n/a -
Resolved - ), [n/a-n/a-
Intramuscular])
Headache (n/a - Not
Recovered/Not
Resolved - ),
Malaise (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 12-17 |Adolescent |Male No Injection site COMIRNATY Not reported ICSR
10011558204 Healthcare |Economic |available |Years erythema (n/a - Not [[TOZINAMERAN] (S -
Professional |Area Recovered/Not Immunisation - n/a -
Resolved - ), [n/a - n/a-n/a])
Injection site
swelling (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 12-17 |Adolescent |Male No Angina pectoris (2d - | COMIRNATY Not reported ICSR
10011558205 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a -
[n/a - n/a - n/a])
Cough (2d -
Recovered/Resolved
=)
Feeling cold (2d -
Recovered/Resolved
=)
Headache (2d -
Recovered/Resolved
=)
Influenza (2d -
Recovered/Resolved
https://dap.ema.europa.eu/analytics/saw.dlI?Go 15/81
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Run Line Listing Report

=)

Nausea (2d -
Recovered/Resolved

=)

Pain in extremity (2d

Recovered/Resolved

-

Pyrexia (2d -
Recovered/Resolved

-)

EU-EC-
10011558206

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Abdominal pain (3d -
Recovering/Resolving

)

Chills (3d -
Recovering/Resolving

'

Headache (3d -
Recovering/Resolving
=)

Influenza like illness
(3d -
Recovering/Resolving

)
Lymphadenopathy
(3d-

Recovering/Resolving

-

Nausea (3d -
Recovering/Resolving

=)

Pain in extremity (3d

Recovering/Resolving

4

Pyrexia (3d -
Recovering/Resolving
=)

Vaccination site
oedema (3d -
Recovering/Resolving

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

Not reported

EU-EC-
10011558207

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

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

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

Headache (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-
10011558208

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Abdominal pain (1d -
Not Recovered/Not
Resolved - ),

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

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

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

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

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

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

Not reported

EU-EC-
10011558209

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

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

Not
available

12-17
Years

Adolescent

Not
Specified

No

Chest discomfort (5d
- Not Recovered/Not
Resolved - ),

Chills (5d - Not
Recovered/Not
Resolved - ),

Dyspnoea (5d - Not
Recovered/Not
Resolved - ),

Headache (5d - Not

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

Not reported

16/81



30.11.2022 16.55

Run Line Listing Report

Recovered/Not
Resolved - ),

Influenza like illness
(5d - Not
Recovered/Not
Resolved - ),

Limb discomfort (5d
- Not Recovered/Not
Resolved - ),

Nausea (5d - Not
Recovered/Not
Resolved - ),

Pyrexia (5d - Not
Recovered/Not
Resolved - )

EU-EC-
10011558210

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Body temperature
increased (n/a -
Recovered/Resolved

)

Lymphadenopathy
(n/a -
Recovered/Resolved

-)

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

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

Not reported

—
(2]
|

EU-EC-
10011558211

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

Dizziness (38d - Not
Recovered/Not
Resolved - ),

Paraesthesia (38d -
Not Recovered/Not
Resolved - )

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

Not reported

._.
19}
n
P

EU-EC-
10011558212

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Headache (0d -
Recovering/Resolving

'

Pyrexia (0d -
Recovering/Resolving

-)

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

Not reported

—
(2]
pel

EU-EC-
10011558214

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

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

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

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

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

Not reported

—
(2]
yel

EU-EC-
10011558215

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

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

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

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

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

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

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

Not reported

._.
9]
%]
Pl

EU-EC-
10011558216

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

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

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

Vaccination site
reaction (n/a -
Unknown - )

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

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

Not reported

EU-EC-
10011558218

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

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

Not
available

12-17
Years

Adolescent

Female

No

Chest pain (0d -
Recovered/Resolved

-

Chills (0d -
Recovered/Resolved

-

Dyspnoea (0d -
Recovered/Resolved

=)

Fatigue (0d -
Recovered/Resolved

-

Headache (0d -
Recovered/Resolved

-

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

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

Not reported

17/81
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Run Line Listing Report

Malaise (0d -
Recovered/Resolved

=)

Nausea (0d -
Recovered/Resolved

=)

Pyrexia (0d -
Recovered/Resolved

-

Respiratory distress
(od -
Recovered/Resolved

=)

Vomiting (0d -
Recovered/Resolved

-)

EU-EC-
10011558219

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

No

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

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

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

Visual impairment
(0d - Not
Recovered/Not
Resolved - )

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

Not reported

EU-EC-
10011558220

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Administration site
erythema (7d - Not
Recovered/Not
Resolved - ),

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

Injection site
swelling (7d - Not
Recovered/Not
Resolved - ),

Local reaction (7d -
Not Recovered/Not
Resolved - ),

Pain in extremity (7d
- Not Recovered/Not
Resolved - )

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

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

Not reported

EU-EC-
10011558223

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Lymphadenopathy
(0d -
Recovering/Resolving

r

Non-cardiac chest
pain (0d -
Recovering/Resolving

-)

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

Not reported

EU-EC-
10011558224

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Fatigue (1d -
Recovered/Resolved

=)

Headache (1d -
Recovered/Resolved

-

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

Pyrexia (1d -
Recovered/Resolved

-)

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

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

Not reported

._.
19}
(9}
Pl

EU-EC-
10011558226

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

Dizziness (70d - Not
Recovered/Not
Resolved - ),

Dyspnoea (70d - Not
Recovered/Not
Resolved - ),

Malaise (n/a -
Recovering/Resolving

=)

Pyrexia (70d - Not
Recovered/Not
Resolved - )

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

Not reported

EU-EC-
10011558227

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

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

Not
available

12-17
Years

Adolescent

Male

No

Fatigue (1d -
Recovered/Resolved
=)

Headache (3d -
Recovered/Resolved

=)

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

Not reported

18/81
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Run Line Listing Report

Injection site pain
(3d -
Recovered/Resolved

)

Limb discomfort (3d

Recovered/Resolved

-)

EU-EC-
10011558228

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

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

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

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

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

Pain in extremity (3d
- Not Recovered/Not
Resolved - ),

Visual impairment
(3d - Not
Recovered/Not
Resolved - )

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

Not reported

EU-EC-
10011558229

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

Erythema (10d - Not
Recovered/Not
Resolved - ),

Oedema peripheral
(10d - Not
Recovered/Not
Resolved - ),

Pruritus (10d - Not
Recovered/Not
Resolved - ),

Rash (10d - Not
Recovered/Not
Resolved - )

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

Not reported

—
(2]
pel

EU-EC-
10011558230

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

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

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

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

Pyrexia (0d -
Recovered/Resolved

-)

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

Not reported

—
(2]
0

EU-EC-
10011558231

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

Diarrhoea (1d -
Recovering/Resolving

=)

Injection site pain

Recovering/Resolving
=)

Limb discomfort (2d

Recovering/Resolving

»

Nausea (1d -
Recovering/Resolving

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

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

Not reported

._.
19}
(9}
Pl

EU-EC-
10011558232

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

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

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

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

Not reported

—
(2]
pel

EU-EC-
10011558235

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

Petechiae (0d -
Recovered/Resolved

=)

Skin discolouration
(od -
Recovered/Resolved

-)

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

Not reported

._.
19}
n
P

EU-EC-
10011558237

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

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

Not
available

12-17
Years

Adolescent

Female

No

Erythema (6d - Not
Recovered/Not
Resolved - ),

Injection site
erythema (6d - Not

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

Not reported

—
(2]
ye)

19/81
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Run Line Listing Report

Recovered/Not
Resolved - ),
Injection site
swelling (n/a -
Unknown - )
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 12-17 |Adolescent |Male No Chills (1d - COMIRNATY Not reported ICSR
10011558238 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area -), Immunisation - n/a -
[n/a - n/a - n/a])
Fatigue (2d -
Recovered/Resolved
=)
Headache (4d -
Recovering/Resolving
=)
Lymphadenopathy
(3d -
Recovering/Resolving
=)
Pyrexia (2d -
Recovered/Resolved
=)
Tachycardia (4d -
Recovering/Resolving
=)
Vomiting (1d -
Recovered/Resolved
-)
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 12-17 |Adolescent |Male No Fatigue (n/a - COMIRNATY Not reported ICSR
10011558239 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a -
[n/a - n/a - n/al)
Pain in extremity
(n/a -
Recovered/Resolved
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 12-17 |Adolescent |Male No Dizziness (n/a - COMIRNATY Not reported ICSR
10011558240 Healthcare |Economic |available |Years Unknown - ), [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
Headache (n/a - [n/a - n/a - n/a])
Unknown - )
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Injection site pain COMIRNATY Not reported ICSR
10011558241 Healthcare |Economic |available |Years (n/a - [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving | Immunisation - n/a -
=) [n/a - n/a - n/a])
Oral herpes (n/a -
Recovering/Resolving
-)
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 12-17 |Adolescent |Male No Fatigue (n/a - COMIRNATY Not reported ICSR
10011558242 Healthcare |Economic |available |Years Unknown - ), [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
Psychomotor [n/a - n/a - n/a])
retardation (n/a -
Unknown - )
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 12-17 |Adolescent |Male No Fall (11d - Not COMIRNATY Not reported ICSR
10011558243 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), Immunisation - n/a -
[n/a - n/a - n/a])
Muscular weakness
(11d - Not
Recovered/Not
Resolved - ),
Paraesthesia (11d -
Not Recovered/Not
Resolved - )
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Menstrual disorder | COMIRNATY Not reported ICSR
10011558244 Healthcare |Economic |available |Years (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not Immunisation - n/a -
Resolved - ), [n/a - n/a - n/a])
Nausea (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 10/02/2022 | Spontaneous |Non European |Not 12-17 |Adolescent [Female |No Chills (1d - Not COMIRNATY Not reported ICSR
10011558245 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), Immunisation - n/a -
[n/a - n/a - n/a])
Dizziness (1d - Not
Recovered/Not
Resolved - ),
Presyncope (1d - Not
Recovered/Not
Resolved - )
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 12-17 |Adolescent |Male No Rash (1d - COMIRNATY Not reported ICSR
10011558251 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area -) Immunisation - n/a -
[n/a - n/a - n/al)
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 12-17 |Adolescent Male No Fatigue (3d - COMIRNATY Not reported ICSR
10011558257 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area -), Immunisation - n/a -
[n/a - n/a - n/a])
Injection site pain
(3d -
https://dap.ema.europa.eu/analytics/saw.dlI?Go 20/81
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Run Line Listing Report

Recovered/Resolved

EU-EC-
10011558258

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Dizziness (0d -
Recovered/Resolved

-

Fatigue (1d -
Recovered/Resolved

=)

Headache (1d -
Recovered/Resolved

-

Injection site pain
(3d -
Recovered/Resolved

=)

Pyrexia (2d -
Recovered/Resolved

-

Syncope (0d -
Recovered/Resolved
-)

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

Not reported

EU-EC-
10011558259

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

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

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

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

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

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

Not reported

—
(2]
ye)

EU-EC-
10011558261

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Blister (14d - Not
Recovered/Not
Resolved - ),

Fatigue (2d -
Recovering/Resolving
=)

Injection site pain
(3d -
Recovered/Resolved

=)

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

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

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

Not reported

—
(2]
pel

EU-EC-
10011558266

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Asthenia (0d -
Recovered/Resolved

-

Headache (0d -
Recovered/Resolved

=)

Nausea (0d -
Recovered/Resolved

=)

Vomiting (0d -
Recovered/Resolved

-)

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

Not reported

—
(2]
pel

EU-EC-
10011558267

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Chills (2d -
Recovered/Resolved

=)

Fatigue (2d -
Recovered/Resolved

=)

Headache (4d -
Recovering/Resolving

)

Malaise (2d -
Recovered/Resolved

=)

Pyrexia (2d -
Recovered/Resolved

-)

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

Not reported

EU-EC-
10011558268

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

Chills (3d -
Recovered/Resolved

)

Headache (21d - Not
Recovered/Not
Resolved - ),

Pyrexia (3d -
Recovered/Resolved

-)

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

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

Not reported

—
(2]
pel

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

21/81
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EU-EC- 10/02/2022

10011558270

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Run Line Listing Report

Adolescent

Male

No

Pruritus (n/a -
Recovering/Resolving

=)

Rash (n/a -
Recovering/Resolving

=)

Urticaria (n/a -
Recovering/Resolving

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

Not reported

—
(2]
ye)

EU-EC-
10011558280

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

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

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

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

Visual impairment
(n/a - Not
Recovered/Not
Resolved - )

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

Not reported

—
(2]
ye)

EU-EC-
10011558282

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Nausea (0d -
Recovered/Resolved
=)

Vomiting (0d -
Recovered/Resolved

-)

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

Not reported

—
(2]
yel

EU-EC-
10011558284

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

No

Dizziness (10d -
Recovering/Resolving

)

Headache (10d -
Recovering/Resolving

)

Hypoaesthesia (10d -
Recovering/Resolving

=)

Lymphadenitis (10d -
Recovering/Resolving

-

Paraesthesia (10d -
Recovering/Resolving

-)

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

Not reported

—
(2]
pel

EU-EC-
10011558288

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Local reaction (n/a -
Not Recovered/Not
Resolved - ),

Myalgia (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 - n/a])

Not reported

._.
9]
9]
Pl

EU-EC-
10011558289

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Dizziness (0d -
Recovered/Resolved
=)

Injection site pain
Recovered/Resolved

-

Loss of
consciousness (0d -
Recovered/Resolved

=)

Nausea (0d -
Recovered/Resolved

=)

Vision blurred (0d -
Recovered/Resolved

-)

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

Not reported

._.
9]
%]
Pl

EU-EC-
10011558293

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

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

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

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

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

Not reported

EU-EC-
10011558297

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Injection site pain
(2d -
Recovered/Resolved

-)

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

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

Not reported

EU-EC-
10011558299

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

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

Not
available

12-17
Years

Adolescent

Male

No

Lymphadenopathy
(n/a - Not
Recovered/Not

COMIRNATY
[TOZINAMERAN] (S -

Not reported

22/81
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Run Line Listing Report

Resolved - ),

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

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

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

EU-EC-
10011558300

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Fatigue (8d -
Recovering/Resolving

-

Headache (8d -
Recovering/Resolving

»

Visual impairment

Recovering/Resolving

-)

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

Not reported

—
(2]
pel

EU-EC-
10011558303

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No

Axillary pain (2d -
Not Recovered/Not
Resolved - ),

Injection site pain
(2d - Not
Recovered/Not
Resolved - ),

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

Pain in extremity (2d
- Not Recovered/Not
Resolved - )

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

Not reported

—
(2]
pel

EU-EC-
10011558316

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

Amenorrhoea (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

—
(2]
ye)

EU-EC-
10011558322

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

Chills (1d -
Recovering/Resolving

r

Headache (1d -
Recovering/Resolving

-

Nausea (1d -
Recovering/Resolving

-

Pyrexia (1d -
Recovering/Resolving

-

Vomiting (1d -
Recovering/Resolving

-)

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

Not reported

—
(2]
pel

EU-EC-
10011558341

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Influenza (2d -
Recovering/Resolving

-)

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

Not reported

—
(2]
vl

EU-EC-
10011558388

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

Headache (n/a -
Recovered/Resolved

-

Menstruation
irregular (n/a -
Recovered/Resolved

-)

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

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

Not reported

—
(2]
pe

EU-EC-
10011558393

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

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

Not
available

12-17
Years

Adolescent

Female

No

Abdominal distension
(3d - Not
Recovered/Not
Resolved - ),

Cough (4d - Not
Recovered/Not
Resolved - ),

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

Feeling hot (3d - Not
Recovered/Not
Resolved - ),

Headache (12d - Not
Recovered/Not
Resolved - ),

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

Malaise (3d - Not

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

Not reported

—
(2]
|

23/81
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Run Line Listing Report

Recovered/Not
Resolved - ),
Myalgia (3d -
Recovering/Resolving
=)
Peripheral coldness
(3d - Not
Recovered/Not
Resolved - ),
Pyrexia (3d - Not
Recovered/Not
Resolved - )
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 12-17 |Adolescent |Male No Disturbance in COMIRNATY Not reported ICSR
10011558397 Healthcare |Economic |available |Years attention (1d - [TOZINAMERAN] (S -
Professional |Area Unknown - ), Immunisation - n/a -
[n/a - n/a - n/a])
Pyrexia (1d -
Unknown - ),
Restlessness (1d -
Unknown -)
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 12-17 |Adolescent |Male No Injection site pain COMIRNATY Not reported ICSR
10011558398 Healthcare |Economic |available |Years (n/a - [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving | Immunisation - n/a -
- [n/a - n/a - n/a])
Lymphadenopathy
(n/a -
Recovering/Resolving
Peripheral swelling
(n/a-
Recovering/Resolving
=)
Vaccination site pain
(n/a -
Recovering/Resolving
-)
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 12-17 |Adolescent [Female |No Dizziness (n/a - COMIRNATY Not reported ICSR
10011558402 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =), Immunisation - n/a -
[n/a - n/a - n/a])
Peripheral vascular
disorder (n/a -
Recovered/Resolved
-)
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 12-17 |Adolescent |Male No Local reaction (n/a - |COMIRNATY Not reported ICSR
10011558404 Healthcare |Economic |available |Years Unknown - ), [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
Lymphadenopathy [n/a-n/a-
(n/a - Unknown - ) |Intramuscular])
EU-EC- 10/02/2022 | Spontaneous | Non European |Not 12-17 |Not Male No Dizziness (7d - Not |COMIRNATY Not reported ICSR
10011558407 Healthcare |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), Immunisation - n/a -
[n/a - n/a - n/a])
Vision blurred (7d -
Not Recovered/Not
Resolved - )
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 12-17 |Adolescent |[Female |No Asthenia (n/a - COMIRNATY Not reported ICSR
10011558409 Healthcare |Economic |available |Years Unknown - ), [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
Malaise (n/a - [n/a - n/a - n/a])
Unknown -),
Pyrexia (n/a -
Unknown - )
EU-EC- 10/02/2022 | Spontaneous | Non European |Not 12-17 |Adolescent |Male No Angina pectoris (1d - | COMIRNATY Not reported ICSR
10011558413 Healthcare |Economic |available |Years Unknown - ), [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
Breast pain (1d - [n/a - n/a-n/a])
Unknown - )
EU-EC- 10/02/2022 | Spontaneous | Non European |Not 12-17 |Adolescent |[Female |No Rash (0d - COMIRNATY Not reported ICSR
10011558414 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a -
[n/a - n/a - n/a])
Urticaria (0d -
Recovered/Resolved
-)
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 12-17 |Adolescent |Male No Dizziness (19d - COMIRNATY Not reported ICSR
10011558415 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area -), Immunisation - n/a -
[n/a - n/a - n/a])
Fatigue (19d -
Recovered/Resolved
=)
Syncope (19d -
Recovered/Resolved
-)
EU-EC- 10/02/2022 |Spontaneous | Non European |Not 12-17 |Adolescent Male No Chills (10d - Not COMIRNATY Not reported ICSR
10011558416 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), Immunisation - n/a -
[n/a - n/a - n/a])
Diarrhoea (10d - Not
Recovered/Not
Resolved - ),
Malaise (10d - Not
https://dap.ema.europa.eu/analytics/saw.dlI?Go 24/81
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Run Line Listing Report

Recovered/Not
Resolved - ),

Nausea (10d - Not
Recovered/Not
Resolved - )

EU-EC-
10011558418

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Injection site
swelling (3d -
Recovered/Resolved

-)

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

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

Not reported

EU-EC-
10011558419

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

Body temperature
increased (0d -
Recovering/Resolving

-

Fatigue (0d -
Recovering/Resolving

=)

Headache (0d -
Recovering/Resolving

)

Influenza like illness
(0d -
Recovering/Resolving

=)
Pain in extremity (0d

Recovering/Resolving

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

Not reported

EU-EC-
10011558420

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

Headache (1d -
Recovered/Resolved

=)

Injection site pain
(1d -
Recovered/Resolved

=)

Injection site
reaction (1d -
Recovered/Resolved

=)

Nausea (1d -
Recovered/Resolved

-

Pyrexia (1d -
Recovered/Resolved

=)

Vaccination site
oedema (1d -
Recovered/Resolved

-

Vomiting (1d -
Recovered/Resolved
-)

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

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

Not reported

EU-EC-
10011558421

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Fatigue (1d -
Recovering/Resolving

=)

Hypoaesthesia (0d -
Recovered/Resolved

=)

Nausea (0d -
Recovered/Resolved

)

Paraesthesia (0d -
Recovered/Resolved

=)

Visual impairment
(0d -
Recovered/Resolved

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

Not reported

EU-EC-
10011558422

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

Arthralgia (1d -
Unknown - ),

Fatigue (1d -
Unknown - ),

Influenza (1d -
Unknown - ),

Pyrexia (1d -
Unknown - ),

Vaccination site pain
(1d - Unknown - )

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

Not reported

EU-EC-
10011558424

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

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

Not
available

12-17
Years

Adolescent

Female

No

Injection site pain
(3d -
Recovering/Resolving

'’

Oral herpes (3d -
Recovering/Resolving

=)

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

Not reported

25/81
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Vaccination site
induration (3d -
Recovering/Resolving

=)

Vaccination site
reaction (3d -
Recovering/Resolving

-

Vaccination site
swelling (3d -
Recovering/Resolving

-)

EU-EC-
10011558425

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Headache (0d -
Unknown - ),

Myalgia (0d -
Unknown - )

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

Not reported

._.
9]
9]
Pl

EU-EC-
10011558426

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

Diarrhoea (5d -
Recovering/Resolving

)

Hypoaesthesia (5d -
Recovering/Resolving

=)

Vomiting (5d -
Recovering/Resolving

-)

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

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

Not reported

—
(2
|

EU-EC-
10011558427

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

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

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

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

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

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

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

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

Not reported

._.
19}
n
Pl

EU-EC-
10011558428

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

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

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

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

Not reported

—
(2]
ye)

EU-EC-
10011558429

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Fatigue (11d -
Unknown - ),

Hyperhidrosis (17d -
Recovering/Resolving

=)

Palpitations (17d -
Recovering/Resolving

)

Tachycardia (17d -
Recovering/Resolving

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

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

Not reported

—
(2]
pel

EU-EC-
10011558430

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

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

Chills (7d - Not
Recovered/Not
Resolved - )

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

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

Not reported

—
(2]
pel

EU-EC-
10011558431

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

No

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

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

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

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

Not reported

—
(2]
|

EU-EC-
10011558432

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

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

Not
available

12-17
Years

Adolescent

Female

No

Dizziness (2d -
Recovered/Resolved

=)

Headache (4d -
Recovered/Resolved

=)

Malaise (2d -
Recovered/Resolved

=)

Nausea (1d -
Recovered/Resolved

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

Not reported

—
(2]
vl

26/81
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=)

Pyrexia (1d -
Recovered/Resolved

=)

Tachycardia (0d -
Recovered/Resolved

=)

Vomiting (0d -
Recovered/Resolved
-)

EU-EC-
10011558433

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

Abdominal pain
lower (4d - Not
Recovered/Not
Resolved - ),

Headache (4d - Not
Recovered/Not
Resolved - ),

Menstrual discomfort
(4d - Not
Recovered/Not
Resolved - )

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

Not reported

EU-EC-
10011558434

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No

Chills (15d - Not
Recovered/Not
Resolved - ),

Dizziness (15d - Not
Recovered/Not
Resolved - ),

Headache (15d - Not
Recovered/Not
Resolved - ),

Limb discomfort (15d
- Not Recovered/Not
Resolved - ),

Nausea (15d - Not
Recovered/Not
Resolved - ),

Pyrexia (15d - Not
Recovered/Not
Resolved - )

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

Not reported

EU-EC-
10011558435

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

Fatigue (1d -
Recovered/Resolved

=)

Feeling hot (1d -
Recovered/Resolved

=)

Headache (1d -
Recovered/Resolved

-

Tachycardia (1d -
Recovered/Resolved

-)

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

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

Not reported

—
(%]
ye)

EU-EC-
10011558436

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Diarrhoea (0d -
Unknown - ),

Dizziness (n/a -
Recovering/Resolving

4

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

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

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

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

Nausea (0d -
Unknown - )

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

Not reported

EU-EC-
10011558440

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

Chills (1d -
Recovering/Resolving

=)

Nausea (1d -
Recovering/Resolving

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

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

Not reported

._.
19}
(9}
P

EU-EC-
10011558441

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

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

Not
available

12-17
Years

Adolescent

Female

No

Injection site pain
(3d -
Recovering/Resolving

=)

Oral herpes (3d -
Recovering/Resolving

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

Not reported

27/81
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Run Line Listing Report

=)

Vaccination site
induration (3d -
Recovering/Resolving

=)

Vaccination site
reaction (3d -
Recovering/Resolving

=)

Vaccination site
swelling (3d -
Recovering/Resolving

-)

EU-EC-
10011558442

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

Herpes zoster (7d -
Not Recovered/Not
Resolved - ),

Injection site pain
(7d - Not
Recovered/Not
Resolved - )

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

Not reported

._.
19}
n
P

EU-EC-
10011558443

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

Dizziness (n/a -
Unknown - ),

Fatigue (n/a -
Unknown - ),

Headache (n/a -
Unknown - ),

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

Malaise (n/a -
Unknown -)

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

Not reported

—
(2]
ye)

EU-EC-
10011558444

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

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

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

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

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

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

Not reported

—
(2]
0

EU-EC-
10011558445

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No

Diarrhoea (1d -
Recovering/Resolving

»

Malaise (1d -
Recovering/Resolving

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

Not reported

._.
9]
(9]
P

EU-EC-
10011558447

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

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

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

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

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

Vaccination site pain
(1d - Not
Recovered/Not
Resolved - )

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

Not reported

—
(2]
pel

EU-EC-
10011558448

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

Headache (2d -
Recovering/Resolving

)

Injection site
swelling (2d -
Recovering/Resolving

=)

Limb discomfort (2d

Recovering/Resolving

'’

Pyrexia (2d -
Recovering/Resolving

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

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

Not reported

—
(2]
0

EU-EC-
10011558452

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

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

Not
available

12-17
Years

Adolescent

Male

No

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

Hypoaesthesia oral
(n/a - Not
Recovered/Not

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

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

Not reported

—
(2]
pel

28/81
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Resolved - ),

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

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

EU-EC-
10011558453

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

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

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

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

Not reported

—
(2]
pel

EU-EC-
10011558454

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Diarrhoea (n/a -
Recovering/Resolving

=)

Vomiting (n/a -
Recovering/Resolving

-)

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

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

Not reported

—
(2]
0

EU-EC-
10011558456

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

Arrhythmia (n/a -
Unknown - ),

Dyspnoea (16d -
Recovering/Resolving

)

Oxygen saturation
decreased (16d -
Recovering/Resolving

-

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

Respiratory distress
(16d -
Recovering/Resolving

-)

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

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

Not reported

—
(2]
v

EU-EC-
10011558457

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

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

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

Influenza (n/a -
Unknown - ),

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

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

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

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

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

Not reported

—
(2]
pel

EU-EC-
10011558458

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No

Malaise (2d -
Recovered/Resolved

=)

Pyrexia (1d -
Recovered/Resolved

-)

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

Not reported

EU-EC-
10011558459

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

Angina pectoris (11d
- Not Recovered/Not
Resolved - ),

Arrhythmia (11d -
Not Recovered/Not
Resolved - ),

Dizziness (11d - Not
Recovered/Not
Resolved - ),

Dyspnoea (11d - Not
Recovered/Not
Resolved - )

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

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

Not reported

EU-EC-
10011558461

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

Limb discomfort (0d
- Not Recovered/Not
Resolved - ),

Pain in extremity (0d
- Not Recovered/Not
Resolved - )

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

Not reported

EU-EC-
10011558463

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

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

Not
available

12-17
Years

Adolescent

Female

No

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

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

Malaise (1d - Not

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

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

Not reported

29/81
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Recovered/Not
Resolved - )

EU-EC-
10011558464

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

Headache (0d -
Recovered/Resolved

-

Hypoaesthesia (0d -
Recovered/Resolved

=)

Nausea (0d -
Recovered/Resolved

-

Paraesthesia (0d -
Recovered/Resolved

-)

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

Not reported

—
(2]
ye

EU-EC-
10011558467

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

Chills (5d -
Recovering/Resolving

=)

Fatigue (5d -
Recovering/Resolving

-

Headache (5d -
Recovering/Resolving

=)

Nausea (5d -
Recovering/Resolving

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

Not reported

—
(2]
vyl

EU-EC-
10011558476

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

Myalgia (2d -
Recovered/Resolved

-)

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

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

Not reported

—
(2]
pel

EU-EC-
10011558477

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Chills (1d -
Recovered/Resolved

-

Diarrhoea (1d -
Recovered/Resolved

-

Dizziness (2d -
Recovered/Resolved

=)

Nausea (2d -
Recovered/Resolved
=)

Pyrexia (2d -
Recovered/Resolved
=)

Vomiting (1d -
Recovered/Resolved

-)

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

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

Not reported

—
(2]
pel

EU-EC-
10011558478

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

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

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

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

Not reported

EU-EC-
10011558482

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

Headache (n/a -
Recovered/Resolved

=)

Migraine (n/a -
Recovered/Resolved

-)

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

Not reported

EU-EC-
10011558842

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

Diarrhoea (2d -
Recovering/Resolving

=)

Dizziness (2d -
Recovered/Resolved
=)

Headache (2d -
Recovered/Resolved

=)

Injection site pain
(2d -
Recovered/Resolved

=)
Limb discomfort (2d

Recovered/Resolved

»

Nausea (2d -
Recovering/Resolving
=)

Vaccination site pain
(2d -
Recovered/Resolved
-)

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

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

Not reported

—
(o}
[2)
el

https://dap.ema.europa.eu/analytics/saw.dll?Go
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EU-EC- 10/02/2022

10011558847

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Run Line Listing Report

Adolescent

Male

No

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

Feeling hot (1d - Not
Recovered/Not
Resolved - ),

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

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

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

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

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

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

Oropharyngeal pain
(1d - Not
Recovered/Not
Resolved - ),

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

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

Not reported

EU-EC-
10011558856

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Fatigue (0d -
Unknown - ),

Influenza like illness
(0d - Unknown - ),

Limb discomfort (0d
- Unknown - ),

Malaise (0d -
Unknown - ),

Nasopharyngitis (0d
- Unknown - )

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

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

Not reported

EU-EC-
10011558859

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

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

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

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

Not reported

—
(9}
(2]
el

EU-EC-
10011558860

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

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

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

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

Not reported

—
(@]
(2]
yel

EU-EC-
10011558861

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

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

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

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

Not reported

—
(2]
pel

EU-EC-
10011558862

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

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

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

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

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

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

Not reported

—
(2]
yel

EU-EC-
10011558863

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

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

Not
available

12-17
Years

Adolescent

Female

No

Decreased appetite
(46d - Not
Recovered/Not
Resolved - ),

Dizziness (46d - Not
Recovered/Not
Resolved - ),

Fatigue (46d - Not
Recovered/Not
Resolved - ),

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

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

Not reported

31/81
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Headache (46d - Not
Recovered/Not
Resolved - ),

Pyrexia (46d - Not
Recovered/Not
Resolved - )

EU-EC-
10011558864

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

Cardiovascular
insufficiency (34d -
Recovered/Resolved

-

Dyspnoea (7d -
Recovering/Resolving

-

Rash (34d -
Recovered/Resolved

)

Urticaria (34d -
Recovered/Resolved

-)

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

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

Not reported

—
(2]
|0

EU-EC-
10011558865

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

Herpes zoster (n/a -
Unknown - ),

Rash (n/a - Unknown

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

Not reported

—
(2]
v

EU-EC-
10011558866

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Asthenia (15d - Not
Recovered/Not
Resolved - ),

Dizziness (15d - Not
Recovered/Not
Resolved - ),

Influenza (15d - Not
Recovered/Not
Resolved - ),

Oropharyngeal pain
(15d - Not
Recovered/Not
Resolved - )

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

Not reported

—
(2]
yel

EU-EC-
10011558868

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

Dyspnoea (126d -
Not Recovered/Not
Resolved - ),

Fatigue (126d - Not
Recovered/Not
Resolved - ),

Headache (126d -
Not Recovered/Not
Resolved - )

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

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

Not reported

—
(2]
|0

EU-EC-
10011558869

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

Cardiovascular
disorder (2d - Not
Recovered/Not
Resolved - ),

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

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

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

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

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

Not reported

._.
19}
n
Pl

EU-EC-
10011558870

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

Erythema multiforme
(42d -
Recovering/Resolving

=)

Rash (42d -
Recovering/Resolving

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

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

Not reported

—
(2]
pel

EU-EC-
10011558871

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Diarrhoea (2d -
Recovered/Resolved

=)

Nausea (2d -
Recovered/Resolved

-)

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

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

Not reported

._.
9}
P

EU-EC-
10011558872

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

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

Not
available

12-17
Years

Adolescent

Male

No

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

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

Rash (6d -
Recovered/Resolved

=)

Tonsillar
inflammation (n/a -
Not Recovered/Not
Resolved - )

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

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

Not reported

—
(2]
rel
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EU-EC-
10011558873

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

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

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

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

Pyrexia (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 - n/a])

Not reported

EU-EC-
10011558874

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Apathy (23d -
Recovering/Resolving
=)

Fatigue (23d -
Recovering/Resolving

-)

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

Not reported

—
(2]
|

EU-EC-
10011558875

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

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

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

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

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

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

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

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

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

Not reported

_.
|n
(¥2]
bl

EU-EC-
10011558876

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

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

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

Vaccination site pain
(1d - Not
Recovered/Not
Resolved - )

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

Not reported

EU-EC-
10011558877

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Cardiac discomfort

Recovered/Resolved
=)

Chest discomfort (2d

Recovered/Resolved

»

Dyspnoea (2d -
Recovered/Resolved

-)

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

Not reported

H
|n
(¥2]
pl

EU-EC-
10011558878

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Disturbance in
attention (6d -
Recovered/Resolved
=)

Fatigue (6d -
Recovered/Resolved

=)

Injection site pain

Recovered/Resolved

-

Lymphadenopathy
(6d -
Recovered/Resolved

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

Not reported

EU-EC-
10011558881

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

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

Not
available

12-17
Years

Adolescent

Male

No

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

Fatigue (0d - Not

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

Not reported

33/81
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Recovered/Not
Resolved - )

EU-EC-
10011558885

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Back pain (2d -
Recovered/Resolved

-

Chest pain (2d -
Recovered/Resolved

-

Injection site pain
(2d -
Recovered/Resolved

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

Not reported

EU-EC-
10011558887

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Dizziness (0d -
Recovering/Resolving

-

Hypotension (0d -
Recovering/Resolving

=)

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

Syncope (0d -
Recovering/Resolving
-)

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

Not reported

EU-EC-
10011558888

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

No

Tachycardia (104d -
Not Recovered/Not
Resolved - ),

Tremor (104d - Not
Recovered/Not
Resolved - )

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

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

Not reported

—
(2]
0

EU-EC-
10011558891

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adult

Female

No

Lymphadenopathy
(3d -
Recovered/Resolved

-

Menstrual disorder
(3d -
Recovered/Resolved

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

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

Not reported

—
(2]
ye)

EU-EC-
10011558893

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

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

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

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

Not reported

—
(2]
pe

EU-EC-
10011558894

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

Chills (1d -
Recovering/Resolving

-

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

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

Feeling hot (0d -
Recovered/Resolved

=)

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

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

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

Lymphadenopathy
(18d - Not
Recovered/Not
Resolved - ),

Pyrexia (1d -
Recovering/Resolving

=)

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

Vaccination site
reaction (1d - Not
Recovered/Not
Resolved - )

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

Not reported

—
(2]
0

EU-EC-
10011558895

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

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

Not
available

12-17
Years

Adolescent

Female

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

Dizziness (1d - Not

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

Not reported

34/81
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Recovered/Not
Resolved - ),

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

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

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

Limb discomfort (1d
- Not Recovered/Not
Resolved - ),

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

EU-EC-
10011558901

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Arthralgia (87d - Not
Recovered/Not
Resolved - ),

Limb discomfort (87d
- Not Recovered/Not
Resolved - )

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

Not reported

EU-EC-
10011558903

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Dizziness (4d - Not
Recovered/Not
Resolved - ),

Headache (4d - Not
Recovered/Not
Resolved - ),

Hyposmia (4d - Not
Recovered/Not
Resolved - ),

Influenza (4d - Not
Recovered/Not
Resolved - ),

Nausea (4d - Not
Recovered/Not
Resolved - ),

Oropharyngeal pain
(4d - Not
Recovered/Not
Resolved - ),

Taste disorder (4d -
Not Recovered/Not
Resolved - )

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

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

Not reported

EU-EC-
10011558904

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Dizziness (2d -
Recovered/Resolved

-

Dyspnoea (2d -
Recovered/Resolved

=)

Headache (2d -
Recovered/Resolved

=)

Influenza like illness
(2d -
Recovered/Resolved

)

Tachycardia (2d -
Recovered/Resolved

-)

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

Not reported

EU-EC-
10011558907

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

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

Influenza like illness
(0d - Not
Recovered/Not
Resolved - ),

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

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

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

Not reported

._.
19}
(92}
P

EU-EC-
10011558910

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

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

Not
available

12-17
Years

Adolescent

Female

No

Chest discomfort
(20d -
Recovered/Resolved

)

Fatigue (7d -
Recovered/Resolved

=)

Headache (4d -
Recovered/Resolved

=)
Hypertension (20d -

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

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

Not reported

._.
19}
n
P
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Recovered/Resolved

)

Injection site pain
Recovered/Resolved

=)
Limb discomfort (7d

Recovered/Resolved

)

Malaise (7d -
Recovered/Resolved

=)

Myalgia (9d -
Recovered/Resolved

-

Tachycardia (20d -
Recovered/Resolved
-)

EU-EC-
10011558915

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

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

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

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

Not reported

—
(%]
ye)

EU-EC-
10011558918

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Tachycardia (1d -
Recovered/Resolved

-)

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

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

Not reported

—
(2]
pe

EU-EC-
10011558920

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No

Dizziness (5d -
Unknown - ),

Sudden hearing loss
(5d - Unknown - )

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

Not reported

—
(2]
pel

EU-EC-
10011558926

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

Chills (4d -
Recovering/Resolving

'

Feeling cold (4d -
Recovering/Resolving

4

Headache (4d -
Recovering/Resolving

=)

Limb discomfort (4d

Recovering/Resolving

Oropharyngeal pain
(4d -

Recovering/Resolving

-

Pain in extremity (4d

Recovering/Resolving

)

Palpitations (4d -
Recovering/Resolving

4

Tachycardia (4d -
Recovering/Resolving

-)

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

Not reported

—
(2]
Q0

EU-EC-
10011558945

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Asthenia (3d -
Recovered/Resolved

=)

Cough (3d -
Recovered/Resolved

=)

Influenza (3d -
Recovered/Resolved
=)

Pyrexia (3d -
Recovered/Resolved

-)

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

Not reported

EU-EC-
10011558946

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

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

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

Not reported

EU-EC-
10011558950

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Headache (6d -
Recovered/Resolved

-

Vision blurred (6d -
Recovered/Resolved
-)

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

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

Not reported

EU-EC-
10011558957

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

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

Not
available

12-17
Years

Adolescent

Female

No

Asthenia (0d -
Recovered/Resolved

-

COMIRNATY
[TOZINAMERAN] (S -

Not reported

36/81
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Cardiovascular
insufficiency (0d -
Recovered/Resolved

=)

Headache (0d -
Recovered/Resolved

=)

Nausea (0d -
Recovered/Resolved
=)

Paraesthesia (0d -
Recovered/Resolved

-)

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

EU-EC-
10011559002

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Dyspnoea (n/a -
Unknown -),

Fatigue (n/a -
Unknown - ),

Lymphadenopathy
(n/a - Unknown - ),

Nausea (n/a -
Unknown - )

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

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

Not reported

._.
19}
(9}
Pl

EU-EC-
10011559015

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

Lymphadenopathy
(32d - Unknown - ),

Menstrual disorder
(32d - Unknown - )

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

Not reported

._.
19}
n
Pl

EU-EC-
10011559022

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Chills (0d - Unknown

'’

Fatigue (1d -
Recovered/Resolved

=)

Feeling hot (0d -
Recovered/Resolved

=)

Headache (2d -
Recovering/Resolving
=)
Lymphadenopathy
(2d - Not
Recovered/Not
Resolved - )

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

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

Not reported

—
(2]
pel

EU-EC-
10011559024

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No

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

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

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

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

Not reported

—
(2]
yel

EU-EC-
10011559033

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

Chills (1d - Unknown

»

Headache (1d -
Unknown - ),

Hyperhidrosis (1d -
Unknown - ),

Malaise (1d -
Unknown - ),

Menstrual disorder
(1d - Unknown - ),

Vaginal haemorrhage
(1d - Unknown - )

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

Not reported

—
(2]
ye)

EU-EC-
10011559037

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Myalgia (10d -
Unknown - ),

Panic attack (10d -
Unknown - ),

Tachycardia (10d -
Unknown - )

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

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

Not reported

—
(2]
0

EU-EC-
10011559051

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

No

Headache (3d -
Recovering/Resolving

-

Oropharyngeal pain
(3d -
Recovering/Resolving

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

Not reported

—
(2]
y)

EU-EC-
10011559056

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

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

Not
available

12-17
Years

Adolescent

Female

No

Injection site
induration (3d -
Recovered/Resolved

-

Vaccination site
reaction (3d -

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

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

Not reported

—
(2]
|0

37/81
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Recovered/Resolved

EU-EC-
10011559075

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

Abdominal pain (2d -
Not Recovered/Not
Resolved - ),

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

Heavy menstrual
bleeding (2d - Not
Recovered/Not
Resolved - )

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

Not reported

EU-EC-
10011559090

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

Dizziness (4d -
Recovering/Resolving

=)

Fatigue (2d -
Recovered/Resolved

=)

Injection site
swelling (4d -
Recovered/Resolved
=)

Nausea (5d - Not
Recovered/Not
Resolved - ),

Tachycardia (1d -
Recovered/Resolved

=)

Vomiting (1d -
Recovering/Resolving
-)

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

Not reported

EU-EC-
10011559095

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

Fatigue (2d -
Recovered/Resolved

=)

Headache (2d -
Recovered/Resolved

=)

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

Injection site
swelling (2d -
Recovered/Resolved

-)

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

Not reported

EU-EC-
10011559107

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

Facial paralysis (1d -
Recovered/Resolved

=)

Fatigue (71d -
Recovered/Resolved

-

Headache (71d -
Recovered/Resolved

-

Hypoaesthesia (1d -
Recovered/Resolved

-

Paraesthesia (1d -
Recovered/Resolved

-)

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

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

Not reported

EU-EC-
10011559109

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

No

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

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

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

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

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

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

Not reported

EU-EC-
10011559110

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Arthralgia (87d - Not
Recovered/Not
Resolved - ),

Limb discomfort (87d
- Not Recovered/Not
Resolved - )

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

Not reported

EU-EC-
10011559111

10/02/2022

Spontaneous

Non
Healthcare

European
Economic

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

Not
available

12-17
Years

Adolescent

Female

Chills (0d - Not
Recovered/Not

COMIRNATY
[TOZINAMERAN] (S -

Not reported

._.
9]
9]
Pl
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Professional

Area

Run Line Listing Report

Resolved - ),

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

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

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

Limb discomfort (0d
- Not Recovered/Not
Resolved - ),

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

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

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

EU-EC-
10011559112

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

Fatigue (26d - Not
Recovered/Not
Resolved - ),

Nasopharyngitis (26d
- Not Recovered/Not
Resolved - )

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

Not reported

—
(2]
0

EU-EC-
10011559113

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

Limb discomfort (83d
- Not Recovered/Not
Resolved - )

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

Not reported

—
(2]
pel

EU-EC-
10011559114

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Limb discomfort (n/a
- Unknown -),

Pain in extremity
(n/a - Unknown - )

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

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

Not reported

—
(2]
ye)

EU-EC-
10011559115

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

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

Pruritus (2d -
Recovering/Resolving

-

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

Rash (2d -
Recovering/Resolving

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

Not reported

—
(2]
|

EU-EC-
10011559116

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

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

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

Rash (n/a - Unknown

-

Vaccination site
oedema (n/a -
Unknown - )

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

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

Not reported

._.
19}
n
Pe]

EU-EC-
10011559117

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

Chest pain (2d -
Recovered/Resolved

-

Dizziness (7d -
Unknown - ),

Dyspnoea (2d -
Recovered/Resolved
=)

Fatigue (0d -
Recovered/Resolved

-

Headache (0d -
Recovered/Resolved
=)

Limb discomfort (2d

Recovered/Resolved

»

Pyrexia (0d -
Recovered/Resolved

-)

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

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

Not reported

EU-EC-
10011559118

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

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

Not
available

12-17
Years

Adolescent

Male

No

Epstein-Barr virus
infection reactivation
(21d -
Recovered/Resolved

)

Lymphadenopathy

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

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

Not reported

39/81
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Run Line Listing Report

(21d -
Recovered/Resolved

=)

Pyrexia (7d -
Recovered/Resolved

-)

EU-EC-
10011559119

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Headache (3d -
Recovered/Resolved

),
Nasopharyngitis (3d

Recovered/Resolved

-)

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

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

Not reported

—
(2]
pel

EU-EC-
10011559120

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

Back pain (8d - Not
Recovered/Not
Resolved - ),

Influenza (8d - Not
Recovered/Not
Resolved - )

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

Not reported

—
(2]
Q0

EU-EC-
10011559121

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

Chills (1d -
Recovering/Resolving

'

Headache (1d -
Recovering/Resolving

-

Hot flush (1d -
Recovering/Resolving

=)

Injection site pain
(1d -
Recovering/Resolving

'

Pyrexia (1d -
Recovering/Resolving

-)

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

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

Not reported

—
(2]
|0

EU-EC-
10011559122

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Arthralgia (217d -
Recovered/Resolved

=)

Limb discomfort
(217d -
Recovered/Resolved
=)

Pain in extremity
(217d -
Recovered/Resolved
-)

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

Not reported

—
(2]
yel

EU-EC-
10011559123

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

Chest pain (n/a -
Unknown - ),

Chills (n/a -
Unknown - )

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

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

Not reported

—
(2]
yel

EU-EC-
10011559124

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

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

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

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

Not reported

—
(2]
pel

EU-EC-
10011559126

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Cardiovascular
insufficiency (11d -
Recovering/Resolving

)2

Cough (11d -
Recovering/Resolving

=)

Dizziness (11d -
Recovering/Resolving

=)

Headache (11d -
Recovering/Resolving

-

Influenza (11d -
Recovering/Resolving

=)
Nasopharyngitis (11d

Recovering/Resolving

'’

Pyrexia (11d -
Recovering/Resolving
-)

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

Not reported

—
(2]
r

EU-EC-
10011559127

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

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

Not
available

12-17
Years

Adolescent

Female

No

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

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

Dyspnoea (n/a - Not

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

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

Not reported

_.
|n
(¥2]
0

40/81
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Recovered/Not
Resolved - ),

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

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

EU-EC-
10011559128

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

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

Feeling hot (0d -
Recovering/Resolving

)

Feeling of body
temperature change
(0d -
Recovering/Resolving

)i

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

Pyrexia (1d -
Recovering/Resolving

-)

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

Not reported

EU-EC-
10011559132

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

Fatigue (n/a -
Recovering/Resolving

=)

Headache (n/a -
Recovering/Resolving
=)

Injection site pain
(n/a -
Recovering/Resolving

=)

Mobility decreased
(n/a -
Recovering/Resolving

-

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

Pain in extremity
(n/a -
Recovering/Resolving

-

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

Pyrexia (n/a -
Recovering/Resolving

-)

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

Not reported

EU-EC-
10011559133

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

Eye pain (12d -
Recovering/Resolving

=)

Paraesthesia (12d -
Recovering/Resolving
=)

Vaccination site pain
(12d -
Recovering/Resolving

-)

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

Not reported

EU-EC-
10011559134

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

Rash (n/a -
Recovered/Resolved

-)

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

Not reported

EU-EC-
10011559135

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

Chills (2d -
Recovered/Resolved

=)

Headache (2d -
Recovered/Resolved
=)

Limb discomfort (2d

Recovered/Resolved

=)

Myalgia (2d -
Recovered/Resolved

-

Nausea (2d -
Recovered/Resolved

=)

Pyrexia (2d -
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

41/81
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EU-EC-
10011559137

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Run Line Listing Report

Adolescent

Male

No

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

Oropharyngeal pain
(0d - Not
Recovered/Not
Resolved - )

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

Not reported

EU-EC-
10011559140

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

Asthenia (2d -
Recovered/Resolved

-

Headache (2d -
Recovered/Resolved

=)

Myalgia (2d -
Recovered/Resolved

-)

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

Not reported

—
(9}
(2]
pel

EU-EC-
10011559141

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

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

Dizziness (n/a -
Unknown - ),

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

Fatigue (n/a -
Recovering/Resolving

=)

Headache (n/a -
Recovering/Resolving

-

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

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

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

Not reported

EU-EC-
10011559142

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

Chills (3d -
Recovered/Resolved

=)

Dizziness (3d -
Recovered/Resolved

-

Headache (46d -
Recovered/Resolved
With Sequelae - ),

Idiopathic
intracranial
hypertension (46d -
Recovered/Resolved
With Sequelae - ),

Influenza (3d -
Recovered/Resolved
=)

Malaise (3d -
Recovered/Resolved

=)

Pyrexia (3d -
Recovered/Resolved

-)

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

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

Not reported

EU-EC-
10011559143

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

Abdominal pain (2d -
Not Recovered/Not
Resolved - ),

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

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

Influenza like illness
(2d - Not
Recovered/Not
Resolved - ),

Limb discomfort (2d
- Not Recovered/Not
Resolved - ),

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

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

Not reported

EU-EC-
10011559144

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Eyelid oedema (n/a -
Not Recovered/Not
Resolved - ),

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

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

Not reported

EU-EC-
10011559145

10/02/2022

Spontaneous

Non
Healthcare

European
Economic

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

Not
available

12-17
Years

Adolescent

Male

No

Asthenia (1d -
Recovering/Resolving

COMIRNATY
[TOZINAMERAN] (S -

Not reported

._.
19}
0
P
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Run Line Listing Report

Professional |Area =) Immunisation - n/a -
[n/a - n/a - n/a])
Chills (1d -
Recovering/Resolving
=)
Headache (1d -
Recovering/Resolving
Pyrexia (1d -
Recovered/Resolved
-)
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 12-17 |Adolescent |Male No Chest pain (8d - COMIRNATY Not reported ICSR
10011559146 Healthcare |Economic |available |Years Recovering/Resolving | [TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a -
[n/a - n/a - n/a])
Malaise (8d -
Recovering/Resolving
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 12-17 |Adolescent |Male No Pyrexia (0d - COMIRNATY Not reported ICSR
10011559148 Healthcare |Economic |available |Years Recovering/Resolving | [TOZINAMERAN] (S -
Professional |Area - Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Dyspnoea (0d - COMIRNATY Not reported ICSR
10011559149 Healthcare |Economic |available |Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area =), Immunisation - n/a -
[n/a - n/a - n/al)
Fatigue (0d -
Recovering/Resolving
Headache (0d -
Recovering/Resolving
Myalgia (0d -
Recovering/Resolving
=)
Nasopharyngitis (0d
Recovering/Resolving
Oropharyngeal pain
(0d -
Recovering/Resolving
=)
Pain in extremity (0d
Recovering/Resolving
=)
Pyrexia (0d -
Recovering/Resolving
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 12-17 |Adolescent |Male No Asthenia (1d - COMIRNATY Not reported ICSR
10011559150 Healthcare |Economic |available |Years Recovering/Resolving | [TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a -
[n/a - n/a - n/a])
Chills (1d -
Recovering/Resolving
=)
Headache (1d -
Recovering/Resolving
=)
Pyrexia (1d -
Recovered/Resolved
-)
EU-EC- 10/02/2022 | Spontaneous | Non European |Not 12-17 |Adolescent Male No Chills (2d - COMIRNATY Not reported ICSR
10011559151 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a -
[n/a - n/a - n/a])
Headache (2d -
Recovered/Resolved
=)
Pyrexia (2d -
Recovered/Resolved
-)
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Oedema genital (3d - [COMIRNATY Not reported ICSR
10011559152 Healthcare |Economic |available |Years Not Recovered/Not | [TOZINAMERAN] (S -
Professional |Area Resolved - ), Immunisation - n/a -
[n/a - n/a - n/al)
Pyrexia (3d - Not
Recovered/Not
Resolved - )
EU-EC- 10/02/2022 | Spontaneous |Non European |Not 12-17 |Adolescent Male No Headache (1d - COMIRNATY Not reported ICSR
10011559153 Healthcare |Economic |available |Years Unknown - ), [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
Influenza like illness |[n/a - n/a - n/a])
(1d - Unknown - ),
Injection site pain
(1d - Unknown - ),
Pyrexia (1d -
Unknown - )
EU-EC- 10/02/2022 | Spontaneous | Non European |Not 12-17 |Adolescent |Female |No Abdominal pain (2d - |COMIRNATY Not reported ICSR
10011559154 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S -
https://dap.ema.europa.eu/analytics/saw.dlI?Go 43/81
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Professional

Area

Run Line Listing Report

=)

Chills (2d -
Recovered/Resolved

)

Diarrhoea (2d -
Recovered/Resolved

-

Injection site pain
(n/a -
Recovered/Resolved

=)

Malaise (n/a -
Recovered/Resolved

-)

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

EU-EC-
10011559155

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

Decreased appetite
(7d - Not
Recovered/Not
Resolved - ),

Nausea (7d - Not
Recovered/Not
Resolved - )

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

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

Not reported

—
(2]
el

EU-EC-
10011559156

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

Eyelid oedema (7d -
Not Recovered/Not
Resolved - ),

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

Swelling face (7d -
Not Recovered/Not
Resolved - )

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

Not reported

—
(2]
v

EU-EC-
10011559157

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

Dizziness (0d -
Recovered/Resolved

=)

Syncope (0d -
Recovered/Resolved

-)

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

Not reported

—
(2]
vl

EU-EC-
10011559158

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

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

Not
available

12-17
Years

Not
Specified

Female

No

Asthenia (5d -
Recovering/Resolving

-

Chills (1d -
Recovered/Resolved
=)

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

Fatigue (5d -
Recovering/Resolving

r

Feeling hot (1d -
Recovering/Resolving

=)

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

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

Injection site pain
(3d -
Recovering/Resolving

=)

Lymphadenopathy
(3d -
Recovering/Resolving

)

Mobility decreased
(3d -
Recovering/Resolving
=)

Nausea (6d -
Recovered/Resolved

=)

Oropharyngeal pain
(3d - Not
Recovered/Not
Resolved - ),

Paranasal sinus
discomfort (3d - Not
Recovered/Not
Resolved - ),

Pyrexia (2d -
Recovered/Resolved

=)

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

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

Not reported

—
(2]
|

44/81
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Rhinitis (3d - Not
Recovered/Not
Resolved - ),

Vomiting (6d -
Recovered/Resolved

-)

EU-EC-
10011559160

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

Influenza (n/a -
Unknown - ),

Lip swelling (n/a -
Unknown - )

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

Not reported

—
(2]
|0

EU-EC-
10011559161

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

Blindness (0d -
Unknown - ),

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

Vaccination site
reaction (0d -
Unknown - )

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

Not reported

—
(2]
yy)

EU-EC-
10011559162

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Rash (11d - Not
Recovered/Not
Resolved - ),

Rash vesicular (11d -
Not Recovered/Not
Resolved - )

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

Not reported

—
(2]
pel

EU-EC-
10011559163

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

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

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

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

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

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

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

Not reported

—
(2]
|

EU-EC-
10011559164

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

Dizziness (0d -
Recovered/Resolved

-

Syncope (0d -
Recovered/Resolved

-)

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

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

Not reported

EU-EC-
10011559166

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Disturbance in
attention (10d - Not
Recovered/Not
Resolved - ),

Dizziness (10d - Not
Recovered/Not
Resolved - ),

Fatigue (10d - Not
Recovered/Not
Resolved - ),

Headache (10d - Not
Recovered/Not
Resolved - ),

Influenza (10d - Not
Recovered/Not
Resolved - ),

Limb discomfort (10d
- Not Recovered/Not
Resolved - ),

Myalgia (10d - Not
Recovered/Not
Resolved - )

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

Not reported

—
(o}
(2]
|

EU-EC-
10011559167

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

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

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

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

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

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

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

Not reported

EU-EC-
10011559168

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

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

Not
available

12-17
Years

Adolescent

Not
Specified

No

Chest discomfort (5d
- Not Recovered/Not
Resolved - ),

Chills (5d - Not
Recovered/Not

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

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

Not reported

—
(2]
ye)

45/81
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Run Line Listing Report

Resolved - ),

Dyspnoea (5d - Not
Recovered/Not
Resolved - ),

Headache (5d - Not
Recovered/Not
Resolved - ),

Influenza like illness
(5d - Not
Recovered/Not
Resolved - ),

Limb discomfort (5d
- Not Recovered/Not
Resolved - ),

Nausea (5d - Not
Recovered/Not
Resolved - ),

Pyrexia (5d - Not
Recovered/Not
Resolved - )

EU-EC-
10011559169

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Chills (3d -
Recovered/Resolved

=)

Headache (3d -
Recovered/Resolved

-

Pyrexia (3d -
Recovered/Resolved
-)

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

Not reported

—
(2]
|

EU-EC-
10011559170

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

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

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

Headache (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

—
i
0

EU-EC-
10011559172

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

Pain in extremity (0d
- Unknown -)

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

Not reported

._.
19}
n
P

EU-EC-
10011559173

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

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

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

Not reported

—
(2]
pel

EU-EC-
10011559174

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Circulatory collapse
(0d -
Recovered/Resolved

-

Dizziness (0d -
Recovered/Resolved

=)

Influenza (0d -
Recovered/Resolved

-

Limb discomfort (0d

Recovered/Resolved

=)

Pyrexia (0d -
Recovered/Resolved

-)

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

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

Not reported

—
(2]
vyl

EU-EC-
10011559175

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

No

Influenza (5d -
Recovered/Resolved

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

Not reported

EU-EC-
10011559177

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

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

Not
available

12-17
Years

Adolescent

Male

No

Circulatory collapse
(0d -
Recovered/Resolved

-

Dizziness (0d -
Recovered/Resolved

=)

Influenza (0d -
Recovered/Resolved

)

Limb discomfort (0d

Recovered/Resolved
=)

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

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

Not reported

46/81
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Run Line Listing Report

Pyrexia (0d -
Recovered/Resolved

-)

EU-EC-
10011559178

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Injection site pain
(0d -
Recovered/Resolved

=)
Pain in extremity (0d

Recovered/Resolved

-)

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

Not reported

—
(2]
yel

EU-EC-
10011559179

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

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

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

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

Not reported

—
(2]
yy)

EU-EC-
10011559180

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Dizziness (1d -
Unknown - ),

Headache (1d -
Unknown - ),

Injection site
erythema (1d -
Unknown - ),

Lymphadenopathy
(1d - Unknown - ),

Vaccination site
swelling (1d -
Unknown - )

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

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

Not reported

—
(2]
pel

EU-EC-
10011559181

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

Asthenia (8d - Not
Recovered/Not
Resolved - ),

Dizziness (8d - Not
Recovered/Not
Resolved - ),

Headache (8d - Not
Recovered/Not
Resolved - ),

Malaise (8d - Not
Recovered/Not
Resolved - )

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

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

Not reported

—
(2]
pel

EU-EC-
10011559182

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

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

Pyrexia (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

—
(2]
r

EU-EC-
10011559183

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

Peripheral swelling
(2d -
Recovered/Resolved

)

Rash (2d -
Recovered/Resolved

-)

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

Not reported

—
(2]
r

EU-EC-
10011559185

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Nasopharyngitis (7d

Recovering/Resolving

'

Rash (7d -
Recovering/Resolving

'

Rash pruritic (7d -
Recovering/Resolving

-)

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

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

Not reported

—
(2]
pe

EU-EC-
10011559186

10/02/2022

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 (0d -
Recovered/Resolved

-

Fatigue (0d -
Recovered/Resolved

=)

Headache (0d -
Recovered/Resolved
=)

Non-cardiac chest
pain (1d -
Recovering/Resolving

-

Pyrexia (1d -
Recovering/Resolving

-

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

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

Not reported

—
(2]
pel

47/81
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Respiratory distress
(1d -
Recovering/Resolving

-)

EU-EC-
10011559187

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

Dizziness (1d -
Recovering/Resolving

»

Headache (1d -
Recovering/Resolving
=)

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

Syncope (1d -
Recovering/Resolving

-)

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

Not reported

EU-EC-
10011559188

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

Pruritus (7d -
Recovering/Resolving

)

Pyrexia (1d -
Recovered/Resolved

=)

Rash (7d -
Recovering/Resolving

-)

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

Not reported

EU-EC-
10011559190

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

Abdominal pain (3d -
Recovered/Resolved

-

Diarrhoea (3d -
Recovered/Resolved

-

Dizziness (28d - Not
Recovered/Not
Resolved - ),

Fatigue (28d - Not
Recovered/Not
Resolved - ),

Flushing (26d - Not
Recovered/Not
Resolved - ),

Headache (26d - Not
Recovered/Not
Resolved - ),

Injection site pain
Recovered/Resolved

-

Nausea (3d -
Recovered/Resolved

=)

Parosmia (26d - Not
Recovered/Not
Resolved - )

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

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

Not reported

._<
19}
n
Pl

EU-EC-
10011559191

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

Eye haemorrhage

Recovered/Resolved

=)

Fatigue (28d -
Recovered/Resolved
-)

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

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

Not reported

EU-EC-
10011559192

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

Lymphadenopathy
(10d - Not
Recovered/Not
Resolved - ),

Rash (10d - Not
Recovered/Not
Resolved - )

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

Not reported

EU-EC-
10011559193

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Depressed mood
(n/a - Not
Recovered/Not
Resolved - ),

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

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

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

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

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

Not reported

EU-EC-

10/02/2022

Spontaneous

Non

European

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

12-17

Adolescent

Female

No

Dizziness (n/a - Not

COMIRNATY

Not reported

ICSR
48/81
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10011559195

Healthcare
Professional

Economic
Area

available

Years

Run Line Listing Report

Recovered/Not
Resolved - ),

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

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

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

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

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

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

EU-EC-
10011559196

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Chills (5d -
Recovering/Resolving
=)

Chills (6d -
Recovering/Resolving

)2

Dizziness (6d -
Recovering/Resolving

)

Fatigue (6d -
Recovering/Resolving

=)

Feeling hot (2d -
Recovered/Resolved

=)

Headache (5d -
Recovered/Resolved

-

Influenza (2d -
Recovered/Resolved

=)

Injection site pain
(5d -
Recovered/Resolved

-

Pyrexia (5d -
Recovering/Resolving

D

Vomiting (1d -
Recovered/Resolved

-)

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

Not reported

EU-EC-
10011559197

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

Chills (3d -
Recovered/Resolved

=)

Fatigue (3d -
Recovered/Resolved

-

Injection site
swelling (3d -
Recovered/Resolved

=)

Pyrexia (3d -
Recovered/Resolved

-)

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

Not reported

EU-EC-
10011559200

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Malaise (3d -
Recovering/Resolving

-

Palpitations (3d -
Recovering/Resolving
=)

Tachycardia (3d -
Recovering/Resolving

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

Not reported

EU-EC-
10011559201

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

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

Not
available

12-17
Years

Adolescent

Female

No

Dizziness (3d -
Recovering/Resolving

4

Dizziness postural
(3d -
Recovering/Resolving
=)

Fatigue (4d -
Recovered/Resolved

=)

Feeling hot (2d -
Recovered/Resolved

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

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

Not reported

H
|n
(¥2]
bl
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Run Line Listing Report

=)

Headache (2d -
Recovered/Resolved

=)

Hyperaesthesia (6d -
Recovering/Resolving

'

Injection site pain
( -
Recovering/Resolving

=)

Injection site pruritus
(4d -
Recovered/Resolved

=)

Myalgia (6d -
Recovering/Resolving

-

Pain in extremity (6d

Recovering/Resolving

)

Vaccination site
reaction (4d -
Recovered/Resolved

-)

EU-EC-
10011559202

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Chills (0d -
Recovering/Resolving

-

Pyrexia (0d -
Recovering/Resolving

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

Not reported

EU-EC-
10011559203

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

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

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

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

Not reported

—
(9}
(2]
yel

EU-EC-
10011559204

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

Dizziness (1d -
Recovering/Resolving
=)

Headache (2d -
Recovering/Resolving

)

Injection site pain
Recovering/Resolving

-

Injection site
swelling (2d -
Recovering/Resolving

=)

Syncope (1d -
Recovering/Resolving

-)

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

Not reported

EU-EC-
10011559263

10/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Not
Specified

No

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

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

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

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

Not reported

EU-EC-
10011559664

10/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

No

Erythema (0d -
Recovered/Resolved
=)

Face oedema (0d -
Recovered/Resolved

=)

Pruritus (0d -
Recovered/Resolved

-)

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

Not reported

EU-EC-
10011559771

10/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

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

Not
available

12-17
Years

Not
Specified

Male

No

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

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

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

Not reported

50/81
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Run Line Listing Report

Medically Important
Condition),

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

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

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

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

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

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

EU-EC-
10011559800

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No

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

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

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

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

Not reported

—
(2]
pel

EU-EC-
10011559834

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

Joint swelling (45d -
Not Recovered/Not
Resolved - ),

Synovial cyst (45d -
Not Recovered/Not
Resolved - )

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

Not reported

—
(2]
0

EU-EC-
10011559835

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

Fatigue (1d -
Recovered/Resolved

-

Visual impairment
(id -
Recovered/Resolved

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

Not reported

—
(2]
pel

EU-EC-
10011559916

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Arthralgia (5d -
Recovering/Resolving

=)

Chills (5d -
Recovering/Resolving

=)

Joint swelling (5d -
Recovering/Resolving
=)

Pyrexia (5d -
Recovering/Resolving

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

Not reported

—
(2]
yel

EU-EC-
10011559920

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Rash (44d - Not
Recovered/Not
Resolved - ),

Urticaria chronic
(44d - Not
Recovered/Not
Resolved - )

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

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

Not reported

—
(2]
0

EU-EC-
10011559921

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Dizziness (74d -
Recovering/Resolving

)

Performance status
decreased (74d -
Recovering/Resolving

=)

Pyrexia (74d -
Recovering/Resolving
-)

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

Not reported

—
192
0

EU-EC-
10011559923

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

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

Not
available

12-17
Years

Adolescent

Female

No

Asthma (2d -
Recovering/Resolving

)

Dyspnoea (2d -

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

Not reported

—
(2]
y)
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Run Line Listing Report

Recovering/Resolving
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 12-17 |Adolescent |Male No Pruritus (19d - Not | COMIRNATY Not reported ICSR
10011559926 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), Immunisation - n/a -
[n/a - n/a - n/a])
Rash (19d - Not
Recovered/Not
Resolved - ),
Rash maculo-papular
(19d - Not
Recovered/Not
Resolved - )
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 12-17 |Adolescent |Male No Chest discomfort COMIRNATY Not reported ICSR
10011559927 Healthcare |Economic |available |Years (28d - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |Immunisation - n/a -
- [n/a - n/a - nfa])
Dyspnoea (28d -
Recovered/Resolved
-)
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Amenorrhoea (76d - |COMIRNATY Not reported ICSR
10011559928 Healthcare |Economic |available |Years Not Recovered/Not | [TOZINAMERAN] (S -
Professional |Area Resolved - ), Immunisation - n/a -
[n/a - n/a - n/a])
Fatigue (76d - Not
Recovered/Not
Resolved - )
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 12-17 |Adolescent |Male No Headache (30d - COMIRNATY Not reported ICSR
10011559931 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a -
[n/a - n/a - n/a])
Injection site pain
(30d -
Recovered/Resolved
=)
Pyrexia (30d -
Recovered/Resolved
-)
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 12-17 |Adolescent [Female |No Heavy menstrual COMIRNATY Not reported ICSR
10011559932 Healthcare |Economic |available |Years bleeding (71d - [TOZINAMERAN] (S -
Professional |Area Unknown - ), Immunisation - n/a -
[n/a - n/a - n/al)
Local reaction (71d -
Unknown - )
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 12-17 |Adolescent |Male No Body temperature COMIRNATY Not reported ICSR
10011559937 Healthcare |Economic |available |Years increased (0d - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |Immunisation - n/a -
=) [n/a - n/a - n/a])
Headache (0d -
Recovered/Resolved
=)
Injection site pain
(od -
Recovered/Resolved
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 12-17 |Adolescent |Male No Dyspnoea (2d - COMIRNATY Not reported ICSR
10011559939 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a -
[n/a - n/a - n/a])
Headache (2d -
Recovered/Resolved
=)
Lymphadenopathy
(2d - Not
Recovered/Not
Resolved - )
EU-EC- 10/02/2022 | Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Pain in extremity (5d |COMIRNATY Not reported ICSR
10011559941 Healthcare |Economic |available |Years - Not Recovered/Not [[TOZINAMERAN] (S -
Professional |Area Resolved - ), Immunisation - n/a -
[n/a - n/a - n/a])
Paraesthesia (5d -
Not Recovered/Not
Resolved - ),
Sensory disturbance
(5d - Not
Recovered/Not
Resolved - )
EU-EC- 10/02/2022 | Spontaneous | Non European |Not 12-17 |Adolescent Male No Cough (n/a - Not COMIRNATY Not reported ICSR
10011559942 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), Immunisation - n/a -
[n/a - n/a - n/a])
Pneumonia (n/a -
Not Recovered/Not
Resolved - )
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 12-17 |Adolescent |[Female |No Arthralgia (3d - COMIRNATY Not reported ICSR
10011559943 Healthcare |Economic |available |Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a -
[n/a - n/a - n/a])
Asthenia (3d -
Recovering/Resolving
=)
Chills (3d -
Recovering/Resolving
=)
https://dap.ema.europa.eu/analytics/saw.dlI?Go 52/81
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Run Line Listing Report

Headache (3d -
Recovering/Resolving

=)

Influenza (3d -
Recovering/Resolving

=)

Myalgia (3d -
Recovering/Resolving
=)

Pyrexia (3d -
Recovering/Resolving

EU-EC-
10011559944

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Abdominal
discomfort (4d -
Recovering/Resolving

=)

Fatigue (4d -
Recovering/Resolving

)

Headache (4d -
Recovering/Resolving

)

Pyrexia (4d -
Recovering/Resolving

-)

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

Not reported

._.
9]
9]
P

EU-EC-
10011559945

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Rash (10d - Not
Recovered/Not
Resolved - )

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

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

Not reported

—
(2]
pe

EU-EC-
10011559946

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Fatigue (1d -
Recovering/Resolving

'

Headache (1d -
Recovering/Resolving

=)

Limb discomfort (1d

Recovering/Resolving

)

Pyrexia (1d -
Recovering/Resolving

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

Not reported

—
(2]
pel

EU-EC-
10011559947

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Headache (7d -
Recovering/Resolving

-

Sensory level
abnormal (7d -
Recovering/Resolving

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

Not reported

—
(2]
ye)

EU-EC-
10011559948

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

Pyrexia (4d - Not
Recovered/Not
Resolved - ),

Respiratory distress
(4d - Not
Recovered/Not
Resolved - )

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

Not reported

—
(2]
pel

EU-EC-
10011559949

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

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

Not
available

12-17
Years

Adolescent

Female

No

Administration site
erythema (10d - Not
Recovered/Not
Resolved - ),

Chest discomfort
(10d - Not
Recovered/Not
Resolved - ),

Chills (10d - Not
Recovered/Not
Resolved - ),

Dizziness (10d - Not
Recovered/Not
Resolved - ),

Headache (10d - Not
Recovered/Not
Resolved - ),

Insomnia (10d - Not
Recovered/Not
Resolved - ),

Malaise (10d - Not
Recovered/Not
Resolved - ),

Nausea (10d - Not
Recovered/Not
Resolved - ),

Oedema peripheral
(10d - Not
Recovered/Not

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

Not reported

—
(2]
yel

53/81
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Run Line Listing Report

Resolved - ),

Tachycardia (10d -
Not Recovered/Not
Resolved - )

EU-EC-
10011560208

10/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

No

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

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

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

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

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

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

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

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

Not reported

EU-EC-
10011560217

10/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

No

Asthma (n/a -
Unknown - ),

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

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

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

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

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

Sinus tachycardia
(n/a - Unknown - ),

Tachycardia (n/a -
Unknown - )

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

Not reported

EU-EC-
10011560224

10/02/2022

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

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

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

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

Tachycardia (n/a -
Unknown - Other

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

Not reported

._.
|n
(¥2]
b
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Run Line Listing Report

Medically Important
Condition)

EU-EC-
10011560233

10/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No

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

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

Overdose (n/a -
Unknown - )

COMIRNATY
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [1d -
.5mL -
Intramuscular])

Not reported

EU-EC-
10011560238

10/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No

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

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

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

Seizure (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-
10011560260

10/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

No

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

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

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

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

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

Not reported

EU-EC-
10011560301

10/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

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

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

Inappropriate

schedule of product
administration (n/a -
Recovered/Resolved

=)

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

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

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

Not reported

EU-EC-
10011560337

10/02/2022

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

Toxoplasmosis (n/a -
Recovering/Resolving
- Other Medically

Important Condition)

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

Not reported
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applicable - [n/a -
n/a - n/a])

EU-EC-
10011560348

10/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

Blood creatine
phosphokinase
increased (72210min
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Blood triglycerides
decreased (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),

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

Fibrin D dimer
increased (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

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

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

Not reported

EU-EC-
10011560354

10/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

No

Chest pain (13d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

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

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

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

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

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

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

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

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

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

[MONTELUKAST,
MONTELUKAST
SODIUM] (C -
Asthma - n/a - [n/a
-n/a-n/al),

[TOPIRAMATE] (C -
Headache - n/a -
[n/a - n/a - n/al)

EU-EC-
10011560389

10/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

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

Not
available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

Vomiting (n/a -

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

Not reported
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Recovering/Resolving
- Caused/Prolonged
Hospitalisation)

EU-EC-
10011560910

10/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No

COVID-19 (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),

Vaccination failure
(n/a-
Recovering/Resolving
- Other Medically
Important Condition)

TOZINAMERAN
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [1d - n/a
- Intramuscular])

Not reported

EU-EC-
10011560937

10/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No

Palpitations (n/a -
Recovering/Resolving
- Other Medically
Important Condition)

COMIRNATY
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [1d -
.3mL -
Intramuscular])

Not reported

—
(@]
(2]
|

EU-EC-
10011560950

10/02/2022

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

No

Arthralgia (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Disabling, Other
Medically Important
Condition),

Deep vein
thrombosis (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Disabling, Other
Medically Important
Condition),

Foot deformity (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Disabling, Other
Medically Important
Condition),

Gait inability (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Disabling, Other
Medically Important
Condition),

Hand deformity (n/a
- Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Disabling, Other
Medically Important
Condition),

Hypoaesthesia (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Disabling, Other
Medically Important
Condition),

Infection (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Disabling, Other
Medically Important
Condition),

Ingrowing nail (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Disabling, Other
Medically Important
Condition),

Ligament sprain (n/a
- Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Disabling, Other
Medically Important
Condition),

Muscle twitching

(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 -
Caused/Prolonged
Hospitalisation,
Disabling, Other
Medically Important
Condition),

Pain in extremity
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Disabling, Other
Medically Important
Condition),

Paraesthesia (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Disabling, Other
Medically Important
Condition),

Peripheral coldness
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Disabling, Other
Medically Important
Condition),

Peripheral swelling
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Disabling, Other
Medically Important
Condition),

Pruritus (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Disabling, Other
Medically Important
Condition),

Rash (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Disabling, Other
Medically Important
Condition),

Skin discolouration
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Disabling, Other
Medically Important
Condition)

EU-EC- 10/02/2022 |Spontaneous |Non Non Not 12-17 |Not Female |No COVID-19 (n/a - TOZINAMERAN Not reported ICSR
10011560957 Healthcare |European |available |Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Economic - Other Medically COVID-19
Area Important immunisation - Not
Condition), applicable - [n/a -
n/a - n/al)
Vaccination failure
(n/a-
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 10/02/2022 | Spontaneous |Non Non Not 12-17 |Not Male No Asthenia (2d - COMIRNATY Not reported ICSR
10011560998 Healthcare |European |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Economic - Other Medically COVID-19
Area Important immunisation - Not
Condition), applicable - [n/a -
n/a - n/a])
Axillary pain (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Balance disorder (2d
Recovered/Resolved
- Other Medically
Important
Condition),
Chest pain (2d -
https://dap.ema.europa.eu/analytics/saw.dlI?Go 58/81
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Recovered/Resolved
- Other Medically
Important
Condition),

Feeding disorder (2d

Recovered/Resolved
- Other Medically
Important
Condition),

Nausea (3d -
Recovered/Resolved
- Other Medically
Important
Condition),

Pain in extremity (3d
Recovered/Resolved
- Other Medically
Important
Condition),

Pruritus (3d -
Recovered/Resolved
- Other Medically
Important
Condition),

Vaccination site
movement
impairment (n/a -
Unknown - Other
Medically Important
Condition)

EU-EC-
10011561809

10/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No

Chest pain (n/a -
Unknown - Other
Medically Important
Condition),

Dizziness (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

Dyspnoea (n/a -
Unknown - Other
Medically Important
Condition),

Fatigue (n/a -
Unknown - Other
Medically Important
Condition),

Iliness (n/a -
Unknown - Other
Medically Important
Condition),

Migraine (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),

Nausea (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

Palpitations (n/a -
Unknown - Other
Medically Important
Condition),

Pyrexia (n/a -
Unknown - Other
Medically Important
Condition)

COMIRNATY
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [n/a -
n/a - n/a])

Not reported

EU-EC-
10011561854

10/02/2022

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),

Headache (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

Inappropriate
schedule of product
administration (n/a -
Unknown - Other
Medically Important
Condition),

Influenza like illness
(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),

Malaise (n/a -
Recovering/Resolving
- 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)

EU-EC-
10011561858

10/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

No

Ageusia (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

Bell's palsy (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition),

Cough (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

Ear pain (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

Facial paresis (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition),

Feeling hot (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition),

Headache (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

Hyperacusis (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition),

Influenza like illness
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

Pyrexia (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)

COMIRNATY
[TOZINAMERAN] (S -
COvID-19
immunisation - Not
applicable - [1d - n/a
- n/al])

[LEVONORGESTREL]
(C-n/a-n/a-[n/a
- n/a-n/al)

EU-EC-
10011561889

10/02/2022

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

No

Asthenia (n/a -
Unknown - Other
Medically Important
Condition),

Dizziness (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

Feeling abnormal
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

Lethargy (n/a - Not
Recovered/Not
Resolved - Other
Medically Important

COMIRNATY
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [n/a -
n/a - n/a])

[FERROUS
SULFATE] (C - Blood
iron decreased - n/a

- [n/a-n/a-n/al)
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Condition),

Malaise (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

Pyrexia (n/a -
Recovering/Resolving
- Other Medically
Important Condition)

EU-EC-
10011561921

10/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

No

Arthralgia (n/a - Not
Recovered/Not
Resolved - Disabling,
Other Medically
Important
Condition),

Fatigue (n/a - Not
Recovered/Not
Resolved - Disabling,
Other Medically
Important
Condition),

Headache (n/a - Not
Recovered/Not
Resolved - Disabling,
Other Medically
Important
Condition),

Nausea (n/a - Not
Recovered/Not
Resolved - Disabling,
Other Medically
Important Condition)

COMIRNATY
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [n/a -
n/a - n/a])

Not reported

EU-EC-
10011562271

10/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

Cold sweat (10min -
Not Recovered/Not
Resolved - Other
Medically Important
Condition),

Dizziness (n/a -
Unknown - Other
Medically Important
Condition),

Heart rate increased
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

Heavy menstrual
bleeding (1d -
Recovered/Resolved
- Other Medically
Important
Condition),

Muscular weakness
(n/a - Unknown -
Other Medically
Important
Condition),

Syncope (n/a -
Unknown - Other
Medically Important
Condition),

Visual impairment
(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-
10011562326

10/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

Nausea (n/a -
Recovered/Resolved

-

Vomiting (n/a -
Recovered/Resolved
-)

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -
[n/a-.3mL -
Intramuscular])

Not reported

—
(2]
r

EU-EC-
10011562364

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

Injection site pain
(3d -
Recovered/Resolved

-)

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -
[n/a - n/a - n/a])

Not reported

—
(2]
pel

EU-EC-
10011562383

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

Headache (6d -
Recovered/Resolved

-)

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -

[n/a - n/a - n/a])

Not reported

._.
19}
(9}
P

EU-EC-
10011562400

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

https://dap.ema.europa.eu/analytics/saw.dll?Go

Not
available

12-17
Years

Adolescent

Female

No

Dizziness (2d -
Recovering/Resolving
=)

Dyspnoea (2d -
Recovering/Resolving

=)

Fatigue (1d -
Recovering/Resolving

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -

[n/a - n/a-n/al)

Not reported

—
(2]
pel
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=)
Headache (2d -
Recovering/Resolving
=)
Injection site pain
Recovered/Resolved
=)
Myalgia (2d -
Recovering/Resolving
=)
Nausea (2d -
Recovering/Resolving
=)
Pyrexia (2d -
Recovering/Resolving
Tachycardia (1d -
Recovering/Resolving
-)
EU-EC- 10/02/2022 |Spontaneous |Non Non Not 12-17 |Not Male No Back pain (n/a - COMIRNATY Not reported ICSR
10011562656 Healthcare |European |available |Years |Specified Recovering/Resolving | [TOZINAMERAN] (S -
Professional |Economic - Other Medically COVID-19
Area Important immunisation - Not
Condition), applicable - [1d - n/a
- n/a])
Headache (1d -
Recovered/Resolved
- Other Medically
Important
Condition),
Inappropriate
schedule of product
administration (n/a -
Unknown - ),
Myalgia (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Nausea (n/a -
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 12-17 |Not Female |No Amenorrhoea (n/a - |COMIRNATY Not reported ICSR
10011562726 Healthcare |Economic |available |Years |Specified Not Recovered/Not |[TOZINAMERAN] (S -
Professional |Area Resolved - ) COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/al)
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 12-17 |Not Female |No Heavy menstrual COMIRNATY Not reported ICSR
10011562736 Healthcare |Economic |available |Years |Specified bleeding (n/a - Not |[TOZINAMERAN] (S -
Professional |Area Recovered/Not COVID-19
Resolved - ), immunisation - Not
applicable - [n/a -
Malaise (93d - 1{DF} - n/a])
Recovered/Resolved
=)
Polymenorrhoea (n/a
- Not Recovered/Not
Resolved - )
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 12-17 |Not Female |No Alopecia (n/a - Not |COMIRNATY Not reported ICSR
10011563453 Healthcare |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - Disabling) |n/a - n/a - [n/a - n/a
- n/a])
EU-EC- 10/02/2022 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011564120 Professional |Economic |available |Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a-n/a-[n/a-n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 10/02/2022 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011564647 Professional |Economic |available |Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a-n/a-[n/a-n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 12-17 |Adolescent |Male No Troponin I increased |COMIRNATY Not reported ICSR
10011564764 Healthcare |Economic |available |Years (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not Immunisation - n/a -
Resolved - Life [n/a - 2{DF} - n/a])
Threatening,
Caused/Prolonged
Hospitalisation)
EU-EC- 10/02/2022 | Spontaneous |Non European |Not 12-17 |Not Female |No Heavy menstrual COMIRNATY [FLUTICASONE ICSR
10011565180 Healthcare |Economic |available |Years |Specified bleeding (n/a - Not |[TOZINAMERAN] (S - |PROPIONATE,
Professional |Area Recovered/Not COVID-19 FORMOTEROL
Resolved - ) immunisation - Not ~ |FUMARATE
https://dap.ema.europa.eu/analytics/saw.dll?Go 62/81
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applicable - [n/a - DIHYDRATE] (C -
1{DF} - n/a]) n/a-n/a-[n/a-
n/a - n/a])
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 12-17 |Not Female |No Body temperature COMIRNATY Not reported ICSR
10011565332 Healthcare |Economic |available |Years |Specified increased (n/a - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |COVID-19
=) prophylaxis - n/a -
[n/a-n/a-
Vaccination site pain |Intramuscular])
(nfa -
Recovered/Resolved
-)
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 12-17 |Adolescent |Male No Lymphadenopathy | COMIRNATY Not reported ICSR
10011565517 Healthcare |Economic |available |Years (n/a - Unknown - ), |[TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
Rash (1d - [n/a - n/a - n/a])
Recovered/Resolved
-)
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 12-17 |Not Male No Body temperature COMIRNATY Not reported ICSR
10011565743 Healthcare |Economic |available |Years |Specified (n/a- CONCENTRATE FOR
Professional |Area Recovered/Resolved |DISPERSION FOR
=) INJECTION COVID-
19 MRNA VACCINE
Fatigue (n/a - (NUCLEOSIDE
Recovered/Resolved |MODIFIED)
=) [TOZINAMERAN] (S -
COVID-19
Malaise (n/a - immunisation - n/a -
Recovered/Resolved |[n/a - n/a-
=) Intramuscular])
Myalgia (n/a -
Recovered/Resolved
-)
EU-EC- 10/02/2022 |Spontaneous |Healthcare |European |Not 12-17 |Not Male No Lymphadenopathy | COMIRNATY Not reported ICSR
10011565813 Professional |Economic |available |Years |Specified (n/a - Unknown - ), |[TOZINAMERAN] (S -
Area n/a-n/a-[n/a-n/a
Pain in extremity - Intramuscular])
(n/a - Unknown - ),
Pyrexia (n/a -
Unknown - ),
Vaccination site
erythema (n/a -
Unknown - ),
Vaccination site
oedema (n/a -
Unknown -)
EU-EC- 10/02/2022 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Altered state of COMIRNATY Not reported ICSR
10011565993 Professional |European |available |Years |Specified consciousness (n/a - |[TOZINAMERAN] (S -
Economic Not Recovered/Not  |COVID-19
Area Resolved - Life immunisation - Not
Threatening), applicable - [1d - n/a
- Subcutaneous])
Encephalitis (n/a -
Not Recovered/Not
Resolved - Life
Threatening),
Encephalomyelitis
(n/a - Not
Recovered/Not
Resolved - Life
Threatening),
Headache (n/a - Not
Recovered/Not
Resolved - Life
Threatening),
Incorrect route of
product
administration (n/a -
Not Recovered/Not
Resolved - Life
Threatening),
Pyrexia (n/a - Not
Recovered/Not
Resolved - Life
Threatening),
Seizure (n/a - Not
Recovered/Not
Resolved - Life
Threatening),
Syncope (n/a - Not
Recovered/Not
Resolved - Life
Threatening),
Vomiting (n/a - Not
Recovered/Not
Resolved - Life
Threatening)
EU-EC- 10/02/2022 |Spontaneous | Healthcare |Non Not 12-17 |Not Female |No Abdominal pain (n/a |COMIRNATY Not reported ICSR
10011566026 Professional |European |available |Years |Specified - Unknown - [TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d - n/a
Abdominal pain - Intramuscular])
https://dap.ema.europa.eu/analytics/saw.dlI?Go 63/81
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upper (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Angina pectoris (n/a
- Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Blood pressure
increased (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),

Chest discomfort
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Inappropriate
schedule of product
administration (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),

Tricuspid valve
incompetence (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),

Vomiting (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)

EU-EC-
10011566037

10/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No

Thrombosis (n/a -
Unknown - Other
Medically Important
Condition)

COMIRNATY
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [n/a -
n/a - n/al)

Not reported

._<
9}
n
P

EU-EC-
10011566287

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

Asthenia (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

Chills (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

Dyspnoea (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

Headache (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

Oral herpes (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition),

Pyrexia (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)

COMIRNATY
[TOZINAMERAN] (S -
COvVID-19
immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])

Not reported

EU-EC-
10011566313

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

Injection site pain
(4d -
Recovered/Resolved
-)

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -
[n/a - n/a - n/a])

Not reported

—
(2]
ye)

EU-EC-
10011566446

10/02/2022

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 - 2{DF} - n/a])

Not reported

—
(2}
pel

EU-EC-
10011566447

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Myocarditis (14d -
Recovered/Resolved
- Other Medically
Important Condition)

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -

[n/a - 2{DF} - n/a])

Not reported

—
(2]
pel

EU-EC-
10011566487

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

https://dap.ema.europa.eu/analytics/saw.dll?Go

Not
available

12-17
Years

Adolescent

Male

No

Myopericarditis (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Pericardial effusion
(3d -
Recovered/Resolved

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -
[n/a - 2{DF} - n/a])

Not reported

—
(2]
pel

64/81



30.11.2022 16.55

Run Line Listing Report

- Caused/Prolonged
Hospitalisation)

EU-EC-
10011566524

10/02/2022 | Spontaneous |Non
Healthcare

Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Myocarditis (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -
[n/a - 2{DF} - n/a])

Not reported

—
(2]
Q0

EU-EC-
10011566544

10/02/2022 |Spontaneous |Non
Healthcare

Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Chills (1d -
Recovered/Resolved

)

Headache (1d -
Recovered/Resolved

-

Nausea (1d -
Recovered/Resolved

-

Pyrexia (1d -
Recovered/Resolved

-)

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -

[n/a - n/a - n/a])

Not reported

._.
19}
(92}
Pl

EU-EC-
10011566576

10/02/2022 |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 - 2{DF} - n/a])

Not reported

—
(2]
pel

EU-EC-
10011566598

10/02/2022 |Spontaneous |Non
Healthcare

Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Chills (n/a - Not
Recovered/Not
Resolved - ),

Fatigue (n/a - Not
Recovered/Not
Resolved - ),

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
- Unknown - ),

Malaise (n/a -
Unknown - ),

Nausea (n/a - Not
Recovered/Not
Resolved - ),

Pyrexia (n/a - Not
Recovered/Not
Resolved - )

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -

[n/a - n/a - n/a])

Not reported

—
(2]
r

EU-EC-
10011566924

10/02/2022 |Spontaneous |Non
Healthcare

Professional

European
Economic
Area

https://dap.ema.europa.eu/analytics/saw.dll?Go

Not
available

12-17
Years

Not
Specified

Female

No

Angina pectoris (n/a
- Unknown - Other
Medically Important
Condition),

Axillary pain (n/a -
Unknown - ),

Contusion (20min -
Recovered/Resolved

=)

Dysphagia (20min -
Recovered/Resolved
=)

Fatigue (n/a -
Unknown - ),

Malaise (1d -
Recovered/Resolved

=)

Nausea (1d -
Recovered/Resolved

-

Neuralgia (n/a -
Unknown - ),

Petechiae (n/a -
Unknown - ),

Pruritus (n/a -
Recovering/Resolving

-

Rash (n/a - Unknown
=)

Vaccination site
bruising (20min -
Recovered/Resolved

=)

COMIRNATY
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [n/a -
n/a - n/al)

Not reported

65/81
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Vasculitis (n/a -
Unknown -
Caused/Prolonged
Hospitalisation)

EU-EC-
10011566931

10/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

No

Blood pressure
abnormal (n/a -
Unknown - Other
Medically Important
Condition),

Dyskinesia (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),

Epilepsy (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),

Heart rate abnormal
(n/a - Unknown -
Other Medically
Important
Condition),

Muscle spasms (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),

Nausea (n/a -
Unknown - Other
Medically Important
Condition),

Pyrexia (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),

Seizure (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),

Tension (n/a -
Unknown - Other
Medically Important
Condition),

Tremor (n/a -
Recovered/Resolved
- Other Medically
Important Condition)

COMIRNATY
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [n/a -
n/a - n/al)

Not reported

EU-EC-
10011566936

10/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No

Blood ketone body
increased (n/a -
Unknown - Other
Medically Important
Condition),

Body temperature
increased (1d -
Recovered/Resolved
- Other Medically
Important
Condition),

Iliness (1d -
Recovered/Resolved
- Other Medically
Important
Condition),

Myalgia (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)

COMIRNATY
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [1d - n/a
- n/al)

Not reported

EU-EC-
10011566953

10/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No

Fatigue (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

Inappropriate
schedule of product
administration (n/a -
Unknown - )

COMIRNATY
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [n/a -
n/a - n/a])

Not reported

EU-EC-
10011566966

10/02/2022

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

No

Headache (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),

Lymphadenopathy
(n/a - Not
Recovered/Not
Resolved - Other

COMIRNATY
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [n/a -
n/a - n/a])

Not reported

66/81
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Medically Important
Condition),
Neck pain (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Pyrexia (n/a -
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 12-17 |Adult Female |No Heavy menstrual COMIRNATY SPIRAAL ICSR
10011567114 Healthcare |Economic |available |Years bleeding (n/a - Not |[TOZINAMERAN] (S - |(SPIRAALTIE,
Professional |Area Recovered/Not COVID-19 INTRAUTERINE
Resolved - ), immunisation - Not  |DEVICE, IUD,
applicable - [n/a - INTRAUTERINE
Intermenstrual 1{DF} - n/a]) CONTRACEPTIVE
bleeding (n/a - Not DEVICE) [NOT
Recovered/Not AVAILABLE] (C - n/a
Resolved - ), -n/a-[n/a-n/a-
n/aj)
Polymenorrhoea (n/a
- Not Recovered/Not
Resolved - )
EU-EC- 10/02/2022 | Spontaneous | Non European |Not 12-17 |Not Female |No Axillary pain (2d - COMIRNATY Not reported ICSR
10011567125 Healthcare |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area -) COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 12-17 |Child Male No Arthritis reactive (n/a | COMIRNATY Not reported ICSR
10011567536 Healthcare |Economic |available |Years - Not Recovered/Not [[TOZINAMERAN] (S -
Professional |Area Resolved - Other COVID-19
Medically Important |immunisation - Not
Condition), applicable - [n/a -
1{DF} -
Joint swelling (n/a - |Intramuscular])
Not Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 12-17 |Adolescent |[Female |No Chills (n/a - Not COMIRNATY Not reported ICSR
10011567546 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), Immunisation - n/a -
[n/a - n/a - n/a])
Vomiting (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 10/02/2022 | Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Rash (8d - COMIRNATY Not reported ICSR
10011567550 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area -) Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 10/02/2022 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011567830 Professional |Economic |available |Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 10/02/2022 | Spontaneous | Non European |Not 12-17 |Not Female |No Asthenia (n/a - COMIRNATY Not reported ICSR
10011567981 Healthcare |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area -), COVID-19
immunisation - Not
Body temperature applicable - [n/a -
increased (0d - n/a - Intramuscular])
Recovered/Resolved
=)
Fatigue (0d -
Recovered/Resolved
=)
Malaise (n/a -
Recovered/Resolved
=)
Paraesthesia (n/a -
Recovered/Resolved
-)
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 12-17 |Not Female |No Pain in extremity COMIRNATY Not reported ICSR
10011567998 Healthcare |Economic |available |Years |Specified (n/a - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |COVID-19
=) immunisation - Not
applicable - [1d - n/a
Pyrexia (2d - - Intramuscular])
Recovered/Resolved
-)
EU-EC- 10/02/2022 |Spontaneous |Healthcare |European |Not 12-17 |Child Male No Thyroid disorder (n/a |COMIRNATY Not reported ICSR
10011568156 Professional |Economic |available |Years - Unknown - Other  [[TOZINAMERAN] (S -
Area Medically Important |COVID-19
Condition) immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 12-17 |Not Female |No Asthenia (n/a - COMIRNATY Not reported ICSR
10011568188 Healthcare |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) COVID-19
immunisation - Not
Contusion (n/a - Not
https://dap.ema.europa.eu/analytics/saw.dlI?Go 67/81
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Recovered/Not applicable - [1d - n/a
Resolved - ), - Intramuscular])
Dyspnoea (n/a - Not
Recovered/Not
Resolved - ),
Dyspnoea (n/a -
Recovered/Resolved
=)
Headache (n/a -
Recovered/Resolved
=)
Menstrual disorder
(n/a -
Recovered/Resolved
=)
Vaccination site
erythema (13d -
Recovered/Resolved
=)
Vaccination site rash
(13d -
Recovered/Resolved
-)
EU-EC- 10/02/2022 |Spontaneous |Healthcare |European |Not 12-17 |Not Female |No Throat tightness COMIRNATY [SALBUTAMOL, ICSR
10011568241 Professional |Economic |available |Years |Specified (10min - [TOZINAMERAN] (S - |SALBUTAMOL
Area Recovered/Resolved |COVID-19 SULFATE] (C -
- Other Medically immunisation - Not  |Asthma - n/a - [n/a
Important Condition) |applicable - [n/a - - n/a-n/al)
.3mL - n/a])
EU-EC- 10/02/2022 |Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Coronavirus infection [COMIRNATY Not reported ICSR
10011568287 Professional |European |available |Years |Specified (n/a- [TOZINAMERAN] (S -
Economic Recovered/Resolved |COVID-19
Area - immunisation - Not
applicable - [1d - n/a
- Intramuscular])
EU-EC- 10/02/2022 |Spontaneous |Non Non Not 12-17 |Not Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011568307 Healthcare |European |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Economic - Other Medically COvID-19
Area Important immunisation - Not
Condition), applicable - [n/a -
n/a - Intramuscular])
Vaccination failure
(n/a -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 10/02/2022 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Male No Thrombotic COMIRNATY Not reported ICSR
10011568340 Professional |Economic |available |Years microangiopathy (n/a |[TOZINAMERAN] (S -
Area - COVID-19
Recovered/Resolved |immunisation - Not
- Life Threatening)  |applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 10/02/2022 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Male Yes  |Generalised tonic- ~ |COMIRNATY Not reported ICSR
10011568380 Professional |Economic |available |Years clonic seizure (n/a - |[TOZINAMERAN] (S -
Area Recovered/Resolved |COVID-19
- Other Medically immunisation - Not
Important Condition) |applicable - [n/a -
30ug -
Intramuscular])
EU-EC- 10/02/2022 | Spontaneous | Healthcare |European |Not 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011568453 Professional |Economic |available |Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 10/02/2022 | Spontaneous | Non Non Not 12-17 |Not Female |No COVID-19 (7d - TOZINAMERAN Not reported ICSR
10011568473 Healthcare |European |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Economic - Other Medically COVID-19
Area Important immunisation - Not
Condition), applicable - [1d - n/a
- Intramuscular])
Fatigue (n/a -
Recovering/Resolving
=)
Nasal congestion
(nfa-
Recovering/Resolving
Pyrexia (n/a -
Recovered/Resolved
=)
Vaccination failure
(7d -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 10/02/2022 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011568500 Professional |Economic |available |Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a - n/a-[n/a-n/a
Condition), - Intramuscular])
https://dap.ema.europa.eu/analytics/saw.dlI?Go 68/81
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Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 10/02/2022 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011568530 Professional |Economic |available |Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 12-17 |Adolescent |Male No Eczema (n/a - Not  |COMIRNATY Not reported ICSR
10011568739 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), Immunisation - n/a -
[n/a - n/a - n/a])
Erythema (n/a - Not
Recovered/Not
Resolved - ),
Rash (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 10/02/2022 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Menstrual disorder | COMIRNATY Not reported ICSR
10011568794 Professional |Economic |available |Years (n/a - [TOZINAMERAN] (S -
Area Recovered/Resolved |COVID-19
- immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 12-17 |Adolescent |Male No Lymphadenopathy COMIRNATY Not reported ICSR
10011568938 Healthcare |Economic |available |Years (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not COVID-19
Resolved - ) immunisation - Not
applicable - [1d -
3mL -
Intramuscular])
EU-EC- 10/02/2022 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Male No Abdominal pain (n/a |COMIRNATY Not reported ICSR
10011569029 Professional |Economic |available |Years - [TOZINAMERAN] (S -
Area Recovering/Resolving |COVID-19
=) immunisation - Drug
withdrawn - [1d -
Diarrhoea (n/a - 1{DF} -
Recovering/Resolving | Intramuscular])
=)
Vomiting (n/a -
Recovering/Resolving
-)
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 12-17 |Adolescent |Male No Chest discomfort COMIRNATY Not reported ICSR
10011569095 Healthcare |Economic |available |Years (n/a - [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving |COVID-19
- immunisation - Not
applicable - [1d -
Dyspnoea (n/a - 1{DF} -
Recovering/Resolving | Intramuscular])
-)
EU-EC- 10/02/2022 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Male No Herpes zoster (n/a - |COMIRNATY Not reported ICSR
10011569141 Professional |Economic |available |Years Not Recovered/Not | [TOZINAMERAN] (S -
Area Resolved - ) COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Intermenstrual COMIRNATY COMIRNATY ICSR
10011569182 Healthcare |Economic |available |Years bleeding (10d - [TOZINAMERAN] (S - |[TOZINAMERAN] (C
Professional |Area Recovered/Resolved |COVID-19 - COVID-19
-) immunisation - Not  |immunisation - Not
applicable - [n/a - applicable - [n/a -
1{DF} - 1{DF} -
Intramuscular]) Intramuscular]),
[ALUMINIUM
HYDROXIDE GEL,
DRIED, MAGNESIUM
CARBONATE,
SODIUM
CARBONATE,
ALGINIC ACID,
ALUMINIUM
HYDROXIDE,
SODIUM
CARBONATE,
CALCIUM
CARBONATE,
SODIUM ALGINATE,
ALUMINIUM
HYDROXIDE,
SODIUM
HYDROGEN
CARBONATE,
ALGINIC ACID,
ALUMINIUM
HYDROXIDE,
SODIUM
HYDROGEN
CARBONATE,
ALGINIC ACID,
ALUMINIUM
HYDROXIDE GEL,
DRIED USP,
SODIUM
HYDROGEN
https://dap.ema.europa.eu/analytics/saw.dlI?Go 69/81



30.11.2022 16.55

Run Line Listing Report

CARBONATE,
ALGINIC ACID,
SODIUM ALGINATE,
ALUMINIUM
HYDROXIDE,
SODIUM
HYDROGEN
CARBONATE,
ALUMINIUM
HYDROXIDE GEL,
CALCIUM
CARBONATE,
SODIUM ALGINATE,
SODIUM
HYDROGEN
CARBONATE,
CALCIUM
CARBONATE,
SODIUM ALGINATE,
SODIUM
HYDROGEN
CARBONATE,
CALCIUM
CARBONATE,
SODIUM ALGINATE,
ALUMINIUM
HYDROXIDE,
SODIUM
HYDROGEN
CARBONATE,
SODIUM ALGINATE]
(C-n/a-n/a-[n/a
- n/a - n/al)
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 12-17 |Adolescent Male No Chest pain (n/a - COMIRNATY Not reported ICSR
10011569191 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) COVID-19
immunisation - n/a -
Hypersomnia (n/a- |[n/a-n/a-
Not Recovered/Not | Intramuscular])
Resolved - ),
Influenza like illness
(n/a -
Recovered/Resolved
-)
EU-EC- 10/02/2022 |Spontaneous |Non Non Not 12-17 |Not Female |No Anosmia (n/a - COMIRNATY Not reported ICSR
10011569476 Healthcare |European |available |Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Economic - Other Medically COVID-19
Area Important immunisation - Not
Condition), applicable - [n/a -
n/a - n/a])
Fatigue (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Feeling cold (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Feeling hot (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Headache (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Myalgia (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Peripheral coldness
(n/a-
Recovering/Resolving
- Other Medically
Important
Condition),
Tearfulness (n/a -
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 10/02/2022 |Spontaneous |Healthcare |European |Not 12-17 |Not Female |No Crying (n/a - Not COMIRNATY Not reported ICSR
10011569755 Professional |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN] (S -
Area Resolved - COVID-19
Caused/Prolonged immunisation - Not
Hospitalisation), applicable - [n/a -
n/a - n/a])
Depression (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Diplopia (n/a - Not
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Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Eye swelling (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Other Medically

Important
Condition),
Fatigue (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged

Hospitalisation),

Feeding disorder
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Hallucination (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Headache (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Iliness (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Impaired quality of
life (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Lethargy (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Localised infection
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Loss of personal
independence in
daily activities (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Malaise (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Mass (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Nasal polyps (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Pain threshold
decreased (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
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Hospitalisation),

Screaming (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Sinusitis (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Sleep talking (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Somnolence (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Subperiosteal
abscess (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Swelling face (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Venous thrombosis
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Visual impairment
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)

EU-EC-
10011569984

10/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No

Cough (n/a - Not
Recovered/Not
Resolved - Disabling,
Other Medically
Important
Condition),

Fatigue (n/a - Not
Recovered/Not
Resolved - Disabling,
Other Medically
Important
Condition),

Nasopharyngitis (n/a
- Not Recovered/Not
Resolved - Disabling,
Other Medically
Important
Condition),

Pyrexia (n/a - Not
Recovered/Not
Resolved - Disabling,
Other Medically
Important Condition)

COMIRNATY
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [n/a -
n/a - n/al)

Not reported

EU-EC-
10011570004

10/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

No

COVID-19 (n/a -
Unknown - Other
Medically Important
Condition),

Drug ineffective (n/a
- Unknown - Other
Medically Important
Condition),

Product administered
to patient of
inappropriate age
(n/a - Unknown - )

COMIRNATY
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [n/a -
n/a - n/al)

Not reported

EU-EC-
10011570142

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

https://dap.ema.europa.eu/analytics/saw.dll?Go

Not
available

12-17
Years

Not
Specified

Female

Heavy menstrual
bleeding (n/a - Not
Recovered/Not
Resolved - ),

COMIRNATY
[TOZINAMERAN] (S -
COVID-19
immunisation - Not

Not reported
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applicable - [n/a -
Menstruation 1{DF} - n/a])
irregular (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 12-17 |Not Female |No Body temperature COMIRNATY Not reported ICSR
10011570334 Healthcare |Economic |available |Years |Specified increased (1d - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |COVID-19
-), immunisation - Not
applicable - [n/a -
Chest pain (3d - 1{DF} - n/al)
Recovered/Resolved
=)
Dyspnoea (3d -
Recovered/Resolved
=)
Fatigue (2d -
Recovered/Resolved
=),
Headache (1d -
Recovered/Resolved
=)
Injection site pain
(3d -
Recovered/Resolved
=)
Malaise (4d -
Recovered/Resolved
-)
EU-EC- 10/02/2022 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011570461 Professional |Economic |available |Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a-n/a-[n/a-n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 10/02/2022 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011570469 Professional |Economic |available |Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a - n/a-[n/a-n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 10/02/2022 |Spontaneous |Non Non Not 12-17 |Not Female |No Dysstasia (n/a - TOZINAMERAN Not reported ICSR
10011570840 Healthcare |European |available |Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Economic - Caused/Prolonged |COVID-19
Area Hospitalisation, immunisation - Not
Disabling), applicable - [1d - n/a
- n/a])
Fine motor skill
dysfunction (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation,
Disabling),
Gait inability (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation,
Disabling),
Haematocrit
increased (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Hypoaesthesia (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 12-17 |Not Female |No Amenorrhoea (n/a - |COMIRNATY Not reported ICSR
10011571093 Healthcare |Economic |available |Years |Specified Not Recovered/Not | [TOZINAMERAN] (S -
Professional |Area Resolved - ) COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/al)
EU-EC- 10/02/2022 |Spontaneous |Healthcare |[Non Not 12-17 |Not Female |No Abdominal pain COMIRNATY Not reported ICSR
10011571135 Professional |European |available |Years |Specified upper (n/a - Not [TOZINAMERAN] (S -
Economic Recovered/Not Product used for
Area Resolved - unknown indication -
Caused/Prolonged Unknown - [n/a - n/a
Hospitalisation), - Unknown]),
Communication [LISDEXAMFETAMINE
disorder (n/a - Not |DIMESYLATE] (S -
Recovered/Not Attention deficit
Resolved - hyperactivity disorder
Caused/Prolonged - Drug withdrawn -
Hospitalisation), [n/a - 40mg -
Unknown])
Feeling cold (n/a -
Recovering/Resolving
- Caused/Prolonged
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Hospitalisation),

Headache (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Heart rate increased
(n/a - Unknown -
Caused/Prolonged
Hospitalisation),

Nausea (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Pain (n/a - Unknown
- Caused/Prolonged
Hospitalisation),

Syncope (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Tremor (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),

Visual impairment
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)

EU-EC-
10011571389

10/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Lymphadenopathy
(n/a - Unknown - ),

Myalgia (n/a -
Unknown - ),

Pyrexia (n/a -
Unknown - )

COMIRNATY
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [1d -
3mL -
Intramuscular])

Not reported

EU-EC-
10011571435

10/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

No

Headache (n/a -
Recovering/Resolving
=)

Malaise (n/a -
Recovered/Resolved

-)

COMIRNATY
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [0d - n/a
- n/al)

Not reported

—
(9}
(2]
ye)

EU-EC-
10011571513

10/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No

Carditis (n/a -
Unknown - Other
Medically Important
Condition),

Fatigue (n/a -
Unknown - Other
Medically Important
Condition),

Heart rate irregular
(n/a - Unknown -
Other Medically
Important
Condition),

Lymph node pain
(n/a - Unknown -
Other Medically
Important
Condition),

Lymphadenopathy
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

Palpitations (2d -
Recovered/Resolved
- Other Medically
Important
Condition),

Swelling (n/a -
Unknown - Other
Medically Important
Condition),

Tachycardia (n/a -
Unknown - Other
Medically Important
Condition)

COMIRNATY
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [1d - n/a
- n/a])

Not reported

._.
19}
(92}
Pl

EU-EC-
10011572008

10/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

https://dap.ema.europa.eu/analytics/saw.dll?Go

Not
available

12-17
Years

Adolescent

Female

COVID-19 (n/a -
Unknown - Other
Medically Important
Condition),

Vaccination failure
(n/a - Unknown -

COMIRNATY
[TOZINAMERAN] (S -
n/a-n/a-[n/a-n/a
- Intramuscular])

Not reported
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Other Medically
Important Condition)
EU-EC- 10/02/2022 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011572128 Professional |Economic |available |Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a-n/a-[n/a-n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 09/02/2022 | Spontaneous |Non European |Not 12-17 |Not Female |No Alopecia (n/a - Not |COMIRNATY XELJANZ ICSR
10011543648 Healthcare |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN] (S - |[TOFACITINIB,
Professional |Area Resolved - ) COVID-19 TOFACITINIB
immunisation - nfa - |CITRATE] (C -
[n/a-.3mL - Alopecia areata -
Intramuscular]) n/a-[nfa-n/a-
n/a])
EU-EC- 09/02/2022 |Spontaneous | Healthcare |European |Not 12-17 |Not Female |No Erythema (n/a - COMIRNATY Not reported ICSR
10011543770 Professional |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Area - COVID-19
immunisation - Not
Face oedema (n/a - |applicable - [n/a -
Recovered/Resolved | 1{DF} -
-), Intramuscular])
Pruritus (n/a -
Recovered/Resolved
-)
EU-EC- 09/02/2022 | Spontaneous |Non European |Not 12-17 |Not Male No Chest pain (n/a - Not [COMIRNATY Not reported ICSR
10011544010 Healthcare |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - COVID-19
Caused/Prolonged immunisation - n/a -
Hospitalisation), [n/a-n/a-
Intramuscular])
Troponin I increased
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 09/02/2022 | Spontaneous |Non European |Not 12-17 |Not Female |No Anaemia (n/a - Not |COMIRNATY AVAMYS ICSR
10011544068 Healthcare |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN] (S - |[FLUTICASONE
Professional |Area Resolved - ), COVID-19 FUROATE] (C - n/a -
immunisation - Not |n/a-[n/a-n/a-
Loss of applicable - [n/a - n/al),
consciousness (n/a - |30ug -
Not Recovered/Not | Intramuscular]) [BUDESONIDE,
Resolved - ), FORMOTEROL
FUMARATE
Menstruation DIHYDRATE,
irregular (n/a - Not FORMOTEROL
Recovered/Not FUMARATE,
Resolved - ), BUDESONIDE] (C -
n/a-n/a-[n/a-
Vertigo (n/a - Not n/a - n/al),
Recovered/Not
Resolved - ) [CHLORPHENAMINE
MALEATE] (C - n/a -
n/a-[n/a-n/a-
n/aj)
EU-EC- 09/02/2022 |Spontaneous | Healthcare |European |Not 12-17 |Not Male No Asthenia (n/a - Not |COMIRNATY Not reported ICSR
10011544099 Professional |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN] (S -
Area Resolved - Other COVID-19
Medically Important |immunisation - n/a -
Condition), [n/a-n/a-
Intramuscular])
Chromaturia (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition),
Face oedema (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition),
Oedema peripheral
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Palatal oedema (n/a
- Not Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 09/02/2022 | Spontaneous |Non European |Not 12-17 |Not Female |No Abdominal pain (n/a |COMIRNATY Not reported ICSR
10011544166 Healthcare |Economic |available |Years |Specified - [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving |COVID-19
- Other Medically immunisation - Not
Important applicable - [n/a -
Condition), 1{DF} -
Intramuscular])
Asthenia (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
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Chest pain (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),

Diarrhoea (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),

Nausea (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),

Pyrexia (n/a -
Recovering/Resolving
- Other Medically
Important Condition)

EU-EC-
10011544194

09/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

Cardiac arrest (0d -
Fatal - Results in
Death),

Respiratory failure
(0d - Fatal - Results
in Death)

COMIRNATY
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])

CLOPIDOGREL
[CLOPIDOGREL,
CLOPIDOGREL
BESILATE] (C - n/a -
n/a-[n/a-n/a-
n/al),

[ACETYLSALICYLIC
ACID] (C-n/a-n/a
- [n/a-n/a-n/a]),

[FERROUS (II)
GLYCINE SULFATE
COMPLEX] (C - n/a -
n/a-[n/a-n/a-
n/al),

[FLUTICASONE
PROPIONATE,
SALMETEROL] (C -
n/a-n/a-[n/a-

n/a - n/a]),

[LANSOPRAZOLE] (C
-nfa-nfa-[n/a-
n/a - n/a])

EU-EC-
10011544213

09/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No

Fall (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),

Fatigue (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),

Head injury (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),

Headache (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),

Syncope (n/a -
Recovering/Resolving
- Other Medically
Important Condition)

COMIRNATY
[TOZINAMERAN] (S -
COVID-19
immunisation -
Unknown - [n/a -
1{DF} -
Intramuscular])

Not reported

EU-EC-
10011544258

09/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

Chest pain (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

Fatigue (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

Pericarditis (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition),

Vertigo (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)

COMIRNATY
[TOZINAMERAN] (S -
COVID-19
immunisation - n/a -
[n/a - 1{DF} -
Intramuscular])

Not reported

EU-EC-
10011544283

09/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

https://dap.ema.europa.eu/analytics/saw.dll?Go

Not
available

12-17
Years

Not
Specified

Female

Chest pain (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Tachycardia (n/a -

COMIRNATY
[TOZINAMERAN] (S -
COVID-19
immunisation - n/a -
[n/a-n/a-
Intramuscular])

Not reported
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Recovered/Resolved
- Caused/Prolonged
Hospitalisation)
EU-EC- 09/02/2022 | Spontaneous | Healthcare |European |Not 12-17 |Not Female |No Herpes zoster (n/a - |COMIRNATY Not reported ICSR
10011544325 Professional |Economic |available |Years |Specified Not Recovered/Not | [TOZINAMERAN] (S -
Area Resolved - Other COVID-19
Medically Important |immunisation - Not
Condition) applicable - [n/a -
n/a - Intramuscular])
EU-EC- 09/02/2022 | Spontaneous | Healthcare |European |Not 12-17 |Not Female |No Lymphadenopathy | COMIRNATY Not reported ICSR
10011544326 Professional |Economic |available |Years |Specified (n/a - [TOZINAMERAN] (S -
Area Recovering/Resolving |COVID-19
- immunisation - Not
applicable - [n/a -
n/a - Intramuscular])
EU-EC- 09/02/2022 |Spontaneous |Non European |Not 12-17 |Not Female |No Dizziness (n/a - Not |COMIRNATY Not reported ICSR
10011544413 Healthcare |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19
prophylaxis -
Headache (n/a - Not |Unknown - [n/a -
Recovered/Not 1{DF} -
Resolved - ) Intramuscular])
EU-EC- 09/02/2022 | Spontaneous | Healthcare |Non Not 12-17 |Not Female |No Asthenia (n/a - COMIRNATY Not reported ICSR
10011544611 Professional |European |available |Years |Specified Recovering/Resolving | [TOZINAMERAN] (S -
Economic - Caused/Prolonged |COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d - n/a
Chest pain (n/a - - Unknown])
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Dizziness (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Headache (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Respiration abnormal
(n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 09/02/2022 | Spontaneous | Healthcare |Non Not 12-17 |Not Male No Asthenia (n/a - COMIRNATY Not reported ICSR
10011544622 Professional |European |available |Years |Specified Recovering/Resolving | [TOZINAMERAN] (S -
Economic - Other Medically COVID-19
Area Important immunisation - Not
Condition), applicable - [1d -
3mL -
Pyrexia (n/a - Intramuscular])
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 09/02/2022 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Chest pain (n/a - COMIRNATY Not reported ICSR
10011544623 Professional |European |available |Years |Specified Recovering/Resolving | [TOZINAMERAN] (S -
Economic - Caused/Prolonged |COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d - n/a
Palpitations (n/a - - Unknown])
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 09/02/2022 |Spontaneous | Healthcare |Non Not 12-17 |Not Male No Chest pain (n/a - COMIRNATY Not reported ICSR
10011544624 Professional |European |available |Years |Specified Unknown - [TOZINAMERAN] (S -
Economic Caused/Prolonged  |COVID-19
Area Hospitalisation), immunisation - Not
applicable - [n/a -
Fatigue (n/a - n/a - Unknown])
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Inappropriate
schedule of product
administration (n/a -
Unknown -),
Muscular weakness
(n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 09/02/2022 |Spontaneous | Non Non Not 12-17 |Not Female |No Drug ineffective (10d | COMIRNATY Not reported ICSR
10011544627 Healthcare |European |available |Years |Specified - [TOZINAMERAN] (S -
Professional |Economic Recovered/Resolved |COVID-19
Area - Other Medically immunisation - Not
Important applicable - [1d - n/a
Condition), - n/al)
Suspected COVID-19
(10d -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 09/02/2022 | Spontaneous | Healthcare |Non Not 12-17 |Not Male No Chest pain (n/a - COMIRNATY Not reported ICSR
10011544630 Professional |European |available |Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Economic - Caused/Prolonged |COVID-19
Area Hospitalisation), immunisation - Not
https://dap.ema.europa.eu/analytics/saw.dll?Go 77181
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Decreased activity
(n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Decreased appetite
(n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Dehydration (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),

Mucosal dryness (n/a
- Unknown -
Caused/Prolonged
Hospitalisation),

Myocarditis (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Sleep disorder (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),

Urine output
decreased (n/a -
Unknown -
Caused/Prolonged
Hospitalisation)

applicable - [1d - n/a
- Intramuscular])

EU-EC-
10011544634

09/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

Dyspnoea (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),

Myocarditis (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),

Pyrexia (n/a -
Unknown -
Caused/Prolonged
Hospitalisation)

COMIRNATY
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [1d - n/a
- Unknown])

Not reported

EU-EC-
10011544637

09/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

Decreased appetite
(n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Dizziness (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Gastroenteritis (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Haematuria (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Mouth ulceration
(n/a -
Recovering/Resolving

i

Pyrexia (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Rash (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Urinary tract
infection (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Vomiting (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)

COMIRNATY
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [1d - n/a
- Unknown])

Not reported

EU-EC-
10011544641

09/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

https://dap.ema.europa.eu/analytics/saw.dll?Go

Not
available

12-17
Years

Not
Specified

Male

No

Dizziness (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Headache (n/a -
Recovering/Resolving
- Caused/Prolonged

COMIRNATY
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [1d - n/a
- Unknown])

Not reported
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Hospitalisation),

Palpitations (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)

EU-EC-
10011544643

09/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

No

Blood pressure
increased (n/a -
Recovered/Resolved

=)

Chest discomfort
(n/a-
Recovered/Resolved
- Other Medically
Important
Condition),

Chest pain (n/a -
Recovered/Resolved
- Other Medically
Important Condition)

COMIRNATY
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [1d - n/a
- Unknown])

Not reported

EU-EC-
10011544648

09/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

No

Abdominal pain
upper (0d -
Recovered/Resolved
- Other Medically
Important
Condition),

Arthralgia (1d -
Recovered/Resolved
- Other Medically
Important
Condition),

Chest discomfort
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

Chest pain (1d -
Recovered/Resolved
- Other Medically
Important
Condition),

Dyspnoea (1d -
Recovered/Resolved
- Other Medically
Important
Condition),

Fatigue (n/a -
Unknown - Other
Medically Important
Condition),

Musculoskeletal pain
(n/a - Unknown -
Other Medically
Important
Condition),

Palpitations (n/a -
Unknown - Other
Medically Important
Condition)

COMIRNATY
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [1d - n/a
- n/al)

Not reported

EU-EC-
10011544649

09/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No

Chest discomfort
(n/a-
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Chest pain (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Headache (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Heart rate increased
(n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Oxygen saturation
decreased (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Pyrexia (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)

COMIRNATY
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [1d - n/a
- Unknown])

Not reported

EU-EC-
10011544663

09/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

https://dap.ema.europa.eu/analytics/saw.dll?Go

Not
available

12-17
Years

Not
Specified

Male

No

Back pain (n/a -
Recovered/Resolved

=)

COMIRNATY
[TOZINAMERAN] (S -
COVID-19
immunisation - Not

Not reported
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Malaise (n/a -
Recovered/Resolved

=)

Pain in extremity
(n/a -
Recovered/Resolved

applicable - [1d - n/a
- n/a])

EU-EC-
10011544664

09/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No

Chest discomfort
(n/a -
Recovering/Resolving
- Other Medically
Important
Condition),

Chest pain (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),

Dyspnoea (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),

Heart rate increased
(n/a -
Recovering/Resolving
- Other Medically
Important
Condition),

Inflammatory marker
increased (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),

Musculoskeletal
stiffness (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),

Myocarditis (n/a -
Recovering/Resolving
- Other Medically
Important Condition)

COMIRNATY
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [1d - n/a
- Intramuscular])

Not reported

EU-EC-
10011544668

09/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No

Chest discomfort
(n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Chest pain (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Inappropriate
schedule of product
administration (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)

COMIRNATY
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [1d - n/a
- Unknown])

Not reported

EU-EC-
10011544674

09/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No

Chest discomfort
(n/a -
Recovered/Resolved
- Other Medically
Important
Condition),

Dyspnoea (n/a -
Recovered/Resolved
- Other Medically
Important Condition)

COMIRNATY
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [1d - n/a
- Unknown])

Not reported

EU-EC-
10011544675

09/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No

Facial paralysis (n/a -
Recovering/Resolving
- Other Medically

Important Condition)

COMIRNATY
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [1d - n/a
- Unknown])

Not reported

EU-EC-
10011544682

09/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

https://dap.ema.europa.eu/analytics/saw.dll?Go

Not
available

12-17
Years

Not
Specified

Male

No

Allergy to vaccine
(n/a - Unknown -
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Bradycardia (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Heart rate irregular

COMIRNATY
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [1d - n/a
- Intramuscular])

Not reported
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(n/a - Unknown -
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Hypothyroidism (n/a
- Unknown -
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Listless (n/a -
Unknown -
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Peripheral swelling
(n/a - Unknown -
Caused/Prolonged
Hospitalisation,
Other Medically
Important Condition)
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