30.11.2022 16.44

Line Listing Report

Time run: 30/11/2022 15:16:33

Run Line Listing Report

Primary Suspect/interacting |Concomitant/Not
EV Primary Source Patient Patient Parent Reaction List PT Drug List (Drug Char [Administered Drug
EU Local Gateway Re Country |Literature Age Group |Patient - (Duration — Outcome |- Indication PT - List (Drug Char - ICSR
- port Type |Source Age Child 3 . - -
Number Receipt Qualification for Reference Group (as per Sex Report | Seriousness Action taken - Indication PT - Action |Form
Date Regulatory reporter) Criteria) [Duration - Dose -  |taken - [Duration -
Purposes Route]) Dose - Route])
EU-EC- 02/03/2022 | Spontaneous |Healthcare |European |Not 12-17 |Not Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011767025 Professional |Economic |available |Years |Specified Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- COVID-19
Condition), immunisation - Not
applicable - [n/a -
Drug ineffective (n/a |n/a - n/a])
- Unknown - Other
Medically Important
Condition)
EU-EC- 02/03/2022 | Spontaneous |Healthcare |European |Not 12-17 |Not Male No Myocarditis (n/a - COMIRNATY [DOXYCYCLINE, ICSR
10011767174 Professional |Economic |available |Years |Specified Recovering/Resolving |[TOZINAMERAN] (S |DOXYCYCLINE
Area - Life Threatening, |- COVID-19 MONOHYDRATE] (C -
Caused/Prolonged immunisation - n/a - |Acne - n/a - [4d - n/a
Hospitalisation) [n/a - 1{DF} - - n/al)
Intramuscular])
EU-EC- 02/03/2022 | Spontaneous |Healthcare |European |Not 12-17 |Not Male No Herpes zoster (n/a - |COMIRNATY Not reported ICSR
10011767176 Professional |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Area - Other Medically - COVID-19
Important Condition) |immunisation - n/a -
[n/a - 1{DF} -
Intramuscular])
EU-EC- 02/03/2022 | Spontaneous |Healthcare |European |Not 12-17 |Not Female |No Eczema (5d - COMIRNATY ENTYVIO 300 MG ICSR
10011767189 Professional |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S [POWDER FOR
Area - Other Medically - COVID-19 CONCENTRATE FOR
Important Condition) |immunisation - Not |SOLUTION FOR
applicable - [1d - INFUSION
1{DF} - [VEDOLIZUMAB] (C -
Intramuscular]) n/a - Dose not
changed - [n/a -
200mg - Intravenous
(not otherwise
specified)]),
[AZATHIOPRINE] (C -
n/a - Dose not
changed - [n/a -
200mg - Oral])
EU-EC- 02/03/2022 | Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Presyncope (1d - COMIRNATY Not reported ICSR
10011767265 Professional |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Area - Caused/Prolonged |- COVID-19
Hospitalisation) immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 02/03/2022 | Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Male No Urticaria (n/a - COMIRNATY Not reported ICSR
10011767439 Professional |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Area -) - COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 02/03/2022 | Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Male No Purpura non- COMIRNATY Not reported ICSR
10011767476 Professional |Economic |available |Years thrombocytopenic [TOZINAMERAN] (S
Area (n/a - - COVID-19
Recovering/Resolving |immunisation - Not
- applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 02/03/2022 | Spontaneous | Healthcare |European |Not 12-17 |Adolescent Male No Condition aggravated | COMIRNATY Not reported ICSR
10011767540 Professional |Economic |available |Years (4wk - [TOZINAMERAN] (S
Area Recovering/Resolving |- COVID-19
=) immunisation - Not
applicable - [n/a -
Juvenile idiopathic 1{DF} -
arthritis (4wk - Intramuscular])
Recovering/Resolving
-)
EU-EC- 02/03/2022 | Spontaneous |Healthcare |European |Not 12-17 |Adolescent Male No Asthma (n/a - COMIRNATY Not reported ICSR
10011767541 Professional |Economic |available |Years Unknown - ) [TOZINAMERAN] (S
Area - COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 02/03/2022 | Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Nausea (2d - COMIRNATY Not reported ICSR
10011767553 Professional |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Area =) - COvVID-19
immunisation - n/a -
Oedema peripheral  |[1d - .3mL -
(14d - Intramuscular])
Recovered/Resolved
=)
Pain in extremity (7d
Recovered/Resolved
=)
Vaccination site pain
(n/a -
Recovered/Resolved
-)
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EU-EC- 02/03/2022 | Spontaneous [Non European |Not 12-17 |Adolescent |Female |No Influenza like illness |COMIRNATY Not reported ICSR
10011767669 Healthcare |Economic |available |Years (n/a - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- COVID-19
=) immunisation - n/a -
[1d - 1{DF} -
Menstrual disorder | Intramuscular])
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 02/03/2022 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Ecchymosis (n/a - COMIRNATY Not reported ICSR
10011767686 Professional |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Area -) - COVID-19
immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 02/03/2022 | Spontaneous | Healthcare |European |Not 12-17 |Adolescent |Female |No Pain in extremity COMIRNATY Not reported ICSR
10011767693 Professional |Economic |available |Years (n/a - [TOZINAMERAN] (S
Area Recovered/Resolved |- COVID-19
- immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 02/03/2022 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Arthralgia (15d - COMIRNATY Not reported ICSR
10011767697 Professional |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Area - - COVID-19
immunisation - Drug
Urticaria (6d - withdrawn - [1d -
Recovered/Resolved |1{DF} -
-) Intramuscular])
EU-EC- 02/03/2022 | Spontaneous | Healthcare |Non Not 12-17 |Not Female |No Anaphylactic shock  |COMIRNATY Not reported ICSR
10011768889 Professional |European |available |Years |Specified (n/a - [TOZINAMERAN] (S
Economic Recovered/Resolved |- COVID-19
Area - Caused/Prolonged |immunisation - Not
Hospitalisation, applicable - [1d -
Other Medically n/a-
Important Intramuscular])
Condition),
Hypotension (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)
EU-EC- 02/03/2022 | Spontaneous |Non Non Not 12-17 |Not Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011769959 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/al)
Drug ineffective (n/a
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 02/03/2022 | Spontaneous |Non European |Not 12-17 |Not Female |No Pain (n/a - COMIRNATY Not reported ICSR
10011770459 Healthcare |Economic |available |Years |Specified Recovering/Resolving |[TOZINAMERAN] (S
Professional |Area =) - COVID-19
immunisation - n/a -
Rash (n/a - [n/a - n/a - n/a])
Recovering/Resolving
=)
Swelling (n/a -
Recovering/Resolving
-)
EU-EC- 02/03/2022 | Spontaneous |Non Non Not 12-17 |Not Male No Drug ineffective (n/fa |COMIRNATY Not reported ICSR
10011770867 Healthcare |European |available |Years |Specified - Unknown - Other  |[TOZINAMERAN] (S
Professional |Economic Medically Important |- COVID-19
Area Condition), immunisation - Not
applicable - [1d -
Pain in extremity (2d |n/a - n/a])
Recovered/Resolved
=),
Suspected COVID-19
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 02/03/2022 | Spontaneous | Healthcare |Non Not 12-17 |Not Male No Renal impairment COMIRNATY Not reported ICSR
10011770913 Professional |European |available |Years |Specified (n/a - Unknown - [TOZINAMERAN] (S
Economic Other Medically - COvVID-19
Area Important Condition) |immunisation - Not
applicable - [n/a -
n/a - n/a])
EU-EC- 02/03/2022 |Spontaneous |Non European |Not 12-17 |Adolescent |Male No Myocarditis (n/a - COMIRNATY Not reported ICSR
10011771628 Healthcare |Economic |available |Years Not Recovered/Not | [TOZINAMERAN] (S
Professional |Area Resolved - Other - Immunisation - n/a
Medically Important |- [n/a - n/a - n/a])
Condition)
EU-EC- 02/03/2022 | Spontaneous |Non European |Not 12-17 |Adolescent |Male No Pyrexia (1d - COMIRNATY Not reported ICSR
10011771891 Healthcare |Economic |available |Years Recovering/Resolving | [TOZINAMERAN] (S
Professional |Area -) - Immunisation - n/a
- [n/a - n/a - n/a])
EU-EC- 02/03/2022 |Spontaneous |Non European |Not 12-17 |Adolescent |Male No Myocarditis (n/a - COMIRNATY Not reported ICSR
10011772159 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area - Life Threatening, |- Immunisation - n/a
Caused/Prolonged - [n/a - 3{DF} -
Hospitalisation) n/al),
INFLIXIMAB
[INFLIXIMAB] (S -
Colitis ulcerative -
https://dap.ema.europa.eu/analytics/saw.dlI?Go 2/74
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n/a-[nfa-nfa-
n/al)
EU-EC- 02/03/2022 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Immune COMIRNATY Not reported ICSR
10011772173 Professional |Economic |available |Years thrombocytopenia [TOZINAMERAN] (S
Area (n/a - Not - Immunisation - n/a
Recovered/Not - [n/a-n/a-n/al)
Resolved - Life
Threatening, Other
Medically Important
Condition)
EU-EC- 02/03/2022 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Headache (5d - Not |COMIRNATY Not reported ICSR
10011772238 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), - Immunisation - n/a
- [n/a-n/a-n/al)
Vomiting (1d - Not
Recovered/Not
Resolved - )
EU-EC- 02/03/2022 | Spontaneous |Healthcare |European |Not 12-17 |Not Male No Myopericarditis (n/a - | COMIRNATY Not reported ICSR
10011772443 Professional |Economic |available |Years |Specified Recovering/Resolving |[TOZINAMERAN] (S
Area - Caused/Prolonged |- Immunisation - n/a
Hospitalisation), - [n/a-n/a-n/al)
Pyrexia (n/a -
Unknown - ),
Syncope (n/a -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 02/03/2022 | Spontaneous |Healthcare |European |Not 12-17 |Adult Male No Myopericarditis (n/a - | COMIRNATY Not reported ICSR
10011772523 Professional |Economic |available |Years Not Recovered/Not |[TOZINAMERAN] (S
Area Resolved - Life - Immunisation - n/a
Threatening, - [n/a - n/a - n/a])
Caused/Prolonged
Hospitalisation)
EU-EC- 02/03/2022 | Spontaneous [Non European |Not 12-17 |Adolescent Male No Myocarditis (n/a - COMIRNATY Not reported ICSR
10011772978 Healthcare |Economic |available |Years Unknown - [TOZINAMERAN] (S
Professional |Area Caused/Prolonged - Immunisation - n/a
Hospitalisation) - [n/a - 2{DF} -
n/a])
EU-EC- 02/03/2022 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Syncope (n/a - COMIRNATY Not reported ICSR
10011773368 Professional |Economic |available |Years Unknown -) [TOZINAMERAN] (S
Area - COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - Unknown])
EU-EC- 02/03/2022 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Male No Malaise (n/a - COMIRNATY Not reported ICSR
10011773394 Professional |Economic |available |Years Unknown - ), [TOZINAMERAN] (S
Area - COVID-19
Odynophagia (n/a - |immunisation - Not
Unknown - ), applicable - [1d -
1{DF} - Unknown])
Pyrexia (n/a -
Unknown - )
EU-EC- 02/03/2022 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Application site pain  |COMIRNATY Not reported ICSR
10011773973 Healthcare |Economic |available |Years (n/a - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- n/a-n/a-[n/a-
=) n/a - n/a])
Headache (n/a -
Recovered/Resolved
=),
Pyrexia (n/a -
Recovered/Resolved
-)
EU-EC- 02/03/2022 | Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Fatigue (n/a - COMIRNATY Not reported ICSR
10011774003 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -), -n/a-nfa-[nfa-
n/a - n/al)
Headache (n/a -
Recovered/Resolved
=)
Nausea (n/a -
Recovered/Resolved
=)
Vomiting (n/a -
Recovered/Resolved
-)
EU-EC- 02/03/2022 |Spontaneous |Non European |Not 12-17 |Adolescent |Male No Henoch-Schonlein COMIRNATY Not reported ICSR
10011774042 Healthcare |Economic |available |Years purpura nephritis [TOZINAMERAN] (S
Professional |Area (n/a - Unknown - - Immunisation - n/a
Other Medically - [n/a - 3{DF} -
Important Condition) |n/al)
EU-EC- 02/03/2022 |Spontaneous |Non European |Not 12-17 |Adolescent |[Female |No Pruritus (7d - COMIRNATY Not reported ICSR
10011774074 Healthcare |Economic |available |Years Recovering/Resolving |[TOZINAMERAN] (S
Professional |Area =) - Immunisation - n/a
-[n/a-n/a-
Skin papilloma (7d - |Intramuscular])
Recovering/Resolving
-)
EU-EC- 02/03/2022 | Spontaneous [Non European |Not 12-17 |Adolescent |Female |No Abdominal pain (0d - | COMIRNATY Not reported ICSR
10011774080 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area With Sequelae - ), - Immunisation - n/a
- [n/a-n/a-n/al)
Headache (0d -
Recovered/Resolved
With Sequelae - )
EU-EC- 02/03/2022 |Spontaneous |Non European |Not 12-17 |Adolescent |[Female |No Diarrhoea (n/a - COMIRNATY Not reported ICSR
10011774083 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area With Sequelae - ),
https://dap.ema.europa.eu/analytics/saw.dll?Go 3/74
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Malaise (n/a - Not
Recovered/Not
Resolved - ),

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

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

EU-EC-
10011774088

02/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

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

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

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

Not reported

EU-EC-
10011774091

02/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

Lymphadenopathy
(1d - Unknown - )

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

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

Not reported

EU-EC-
10011774094

02/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

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

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

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

Feeling hot (1d -
Recovering/Resolving
=)

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

Influenza (1d -
Recovering/Resolving

=)

Injection site pain
(1d -
Recovering/Resolving

Limb discomfort (1d

Recovering/Resolving
=)

Myalgia (0d -
Recovered/Resolved

=)

Paraesthesia (1d -
Recovering/Resolving
-)

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

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

Not reported

EU-EC-
10011774095

02/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

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

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

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

Loss of
consciousness (0d -
Recovered/Resolved

-

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

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

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

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

Not reported

EU-EC-
10011774096

02/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Herpes zoster (78d -
Recovered/Resolved
With Sequelae - ),

Injection site
swelling (78d -
Recovered/Resolved
With Sequelae - )

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

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

Not reported

—
(2]
pel

EU-EC-
10011774097

02/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Dyspnoea (1d -
Recovering/Resolving

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

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

Not reported

,_.
19}
(9%}
P

EU-EC-
10011774098

02/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

Pyrexia (95d -
Recovered/Resolved
=)

Stomatitis (95d -
Recovered/Resolved

-)

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

Not reported

—
(2]
ye)

EU-EC-
10011774099

02/03/2022

Spontaneous

Non
Healthcare

European
Economic

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

Not
available

12-17
Years

Adolescent

Male

No

Neurodermatitis
(208d - Not

COMIRNATY
[TOZINAMERAN] (S

Not reported

—
(2]
0
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Recovered/Not
Resolved - ),

Rash (208d - Not
Recovered/Not
Resolved - )

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

EU-EC-
10011774100

02/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

Influenza (3d -
Recovered/Resolved
=)

Swelling face (3d -
Recovered/Resolved

-)

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

Not reported

EU-EC-
10011774101

02/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Fatigue (3d -
Recovered/Resolved

-

Headache (3d -
Recovered/Resolved

=)
Pain in extremity (3d

Recovered/Resolved

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

Not reported

EU-EC-
10011774103

02/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Injection site
erythema (5d -
Recovered/Resolved

-

Rash (34d -
Recovering/Resolving

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

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

Not reported

—
(o}
(2]
0

EU-EC-
10011774104

02/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Injection site
erythema (5d -
Recovered/Resolved
=)

Rash (34d -
Recovering/Resolving

-)

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

Not reported

=
(2]
pel

EU-EC-
10011774106

02/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

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

Syncope (n/a -
Recovering/Resolving

-)

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

Not reported

ICSR

EU-EC-
10011774107

02/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

Chills (5d -
Recovered/Resolved

)

Fatigue (7d -
Recovered/Resolved

=)

Feeling hot (5d -
Recovered/Resolved
=)

Injection site pain
(9d -
Recovered/Resolved

=)

Limb discomfort (14d

Recovered/Resolved

=)
Lymphadenopathy
(42d -
Recovered/Resolved
With Sequelae - )

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

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

Not reported

—
(2]
el

EU-EC-
10011774108

02/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

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

Not
available

12-17
Years

Adolescent

Male

No

Chills (2d -
Recovered/Resolved

=)

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

Dizziness (3d -
Recovered/Resolved
=)

Fatigue (4d -
Recovered/Resolved

=)

Headache (3d -
Recovered/Resolved

=)

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

Nausea (3d -
Recovered/Resolved

=)

Pyrexia (2d -

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

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

Not reported
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Recovered/Resolved

)

Vomiting (1d -
Recovered/Resolved

-)

EU-EC-
10011774109

02/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

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

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

Not reported

EU-EC-
10011774111

02/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Influenza like illness
(3d -
Recovering/Resolving

'’

Malaise (3d -
Recovering/Resolving

=)

Visual acuity reduced
(3d -
Recovering/Resolving
-)

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

Not reported

EU-EC-
10011774112

02/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

Chills (6d -
Recovered/Resolved

=)
Dysgeusia (1d -
Recovered/Resolved

-

Fatigue (9d -
Recovered/Resolved

-

Headache (6d -
Recovered/Resolved

=)

Injection site
erythema (2d -
Recovered/Resolved

=)

Injection site pain
(2d -
Recovered/Resolved

=)

Injection site
swelling (3d -
Recovered/Resolved

=)

Lymphadenopathy
(23d -
Recovered/Resolved

»

Nausea (1d -
Recovered/Resolved
=)

Pyrexia (6d -
Recovered/Resolved

=)

Rash (58d - Not
Recovered/Not
Resolved - ),

Urticaria (58d - Not
Recovered/Not
Resolved - )

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

Not reported

EU-EC-
10011774113

02/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

Back pain (130d -
Not Recovered/Not
Resolved - ),

Headache (130d -
Not Recovered/Not
Resolved - ),

Influenza like illness
(130d - Not
Recovered/Not
Resolved - ),

Myalgia (130d - Not
Recovered/Not
Resolved - )

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

Not reported

—
i
0

EU-EC-
10011774115

02/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

Chest pain (4d -
Recovered/Resolved
With Sequelae - ),

Dyspnoea (4d -
Recovered/Resolved
With Sequelae - ),

Pain (4d -
Recovered/Resolved
With Sequelae - )

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

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

Not reported

,_.
19}
(9%}
P

EU-EC-
10011774118

02/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

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

Not
available

12-17
Years

Adolescent

Female

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

COMIRNATY
[TOZINAMERAN] (S

Not reported

6/74
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Rash (7d - Not
Recovered/Not
Resolved - )

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

EU-EC-
10011774119

02/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Headache (8d -
Unknown -)

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

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

Not reported

EU-EC-
10011774125

02/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

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

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

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

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

Not reported

EU-EC-
10011774128

02/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Seizure (48d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)

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

Not reported

=
(92
pel

EU-EC-
10011774129

02/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

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

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

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

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

Not reported

—
(2}
0

EU-EC-
10011774132

02/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

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

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

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

Fatigue (4d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

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

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

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

Injection site pain
(3d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Lymphadenopathy
(3d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

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

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

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

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

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

Not reported

—
(2]
|

EU-EC-
10011774133

02/03/2022

Spontaneous

Non
Healthcare

European
Economic

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

Not
available

12-17
Years

Adolescent

Female

Arthralgia (11d -
Recovering/Resolving

COMIRNATY
[TOZINAMERAN] (S

Not reported

774
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Professional

Area

Run Line Listing Report

- Caused/Prolonged
Hospitalisation),

Influenza like illness
(11d -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Pyrexia (11d -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)

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

EU-EC-
10011774134

02/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

Dizziness (1d -
Recovering/Resolving
- Other Medically
Important
Condition),

Nausea (1d -
Recovering/Resolving
- Other Medically
Important
Condition),

Syncope (1d -
Recovering/Resolving
- Other Medically
Important Condition)

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

Not reported

EU-EC-
10011774135

02/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Blood pressure
decreased (1d -
Recovered/Resolved
- Other Medically
Important
Condition),

Circulatory collapse
Recovered/Resolved
- Other Medically
Important
Condition),

Injection site
erythema (1d -
Recovered/Resolved
- Other Medically
Important
Condition),

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

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

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

Not reported

,_.
|n
(2]
bl

EU-EC-
10011774137

02/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

Pain in extremity
(22d - Not
Recovered/Not
Resolved - )

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

Not reported

EU-EC-
10011774138

02/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

Dysmenorrhoea (2d -
Recovered/Resolved

-

Malaise (2d -
Recovered/Resolved

=)

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

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

Not reported

EU-EC-
10011774139

02/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

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

Not
available

12-17
Years

Adolescent

Female

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

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

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

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

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

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

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

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

Not reported

8/74
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Caused/Prolonged
Hospitalisation)
EU-EC- 02/03/2022 |Spontaneous |Non European |Not 12-17 |Adolescent |Male No Fatigue (55d - Not COMIRNATY Not reported ICSR
10011774140 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - - Immunisation - n/a
Caused/Prolonged - [n/a-n/a-n/a])
Hospitalisation),
Tachycardia (55d -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 02/03/2022 | Spontaneous [Non European |Not 12-17 |Adolescent |Female |No Body temperature COMIRNATY Not reported ICSR
10011774145 Healthcare |Economic |available |Years decreased (0d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
-) - [n/a - n/a - n/a])
EU-EC- 02/03/2022 | Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Fatigue (9d - COMIRNATY Not reported ICSR
10011774149 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area =), - Immunisation - n/a
- [n/a-n/a-n/al)
Lymphadenopathy
(6d -
Recovered/Resolved
-)
EU-EC- 02/03/2022 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Arrhythmia (12d - COMIRNATY Not reported ICSR
10011774151 Healthcare |Economic |available |Years Not Recovered/Not |[TOZINAMERAN] (S
Professional |Area Resolved - Other - Immunisation - n/a
Medically Important |- [n/a - n/a - n/a])
Condition),
Dyspnoea (12d - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Exercise tolerance
decreased (12d - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 02/03/2022 |Spontaneous |Non European |Not 12-17 |Adolescent |[Female |No Headache (4d - COMIRNATY Not reported ICSR
10011774154 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area =) - Immunisation - n/a
- [n/a-n/a-n/al)
Pyrexia (4d -
Recovered/Resolved
-)
EU-EC- 01/03/2022 | Spontaneous |Non European |Not 12-17 |Not Male No Herpes zoster (n/a - |COMIRNATY Not reported ICSR
10011743229 Healthcare |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -) - COVID-19
immunisation - Not
applicable - [n/a -
n/a-
Intramuscular])
EU-EC- 01/03/2022 | Spontaneous |Healthcare |European |Not 12-17 |Not Male No Chest pain (n/a - Not | COMIRNATY Not reported ICSR
10011743748 Professional |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN] (S
Area Resolved - ), - COVID-19
immunisation - Not
Dyspnoea exertional |applicable - [n/a -
(n/a - Not n/a-
Recovered/Not Intramuscular])
Resolved - ),
Troponin increased
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 01/03/2022 | Spontaneous |Healthcare |European |Not 12-17 |Not Male No Chest pain (n/a - Not | COMIRNATY Not reported ICSR
10011743831 Professional |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN] (S
Area Resolved - Other - COVID-19
Medically Important |immunisation - n/a -
Condition), [n/a - 1{DF} -
Intramuscular])
Pericarditis (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition),
Pyrexia (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 01/03/2022 | Spontaneous |Non Non Not 12-17 |Not Male No Facial paralysis (n/a - |COMIRNATY Not reported ICSR
10011744074 Healthcare |European |available |Years |Specified Recovering/Resolving | [TOZINAMERAN] (S
Professional |Economic - Other Medically - COVID-19
Area Important Condition) |immunisation - Not
applicable - [1d -
n/a -
Intramuscular])
EU-EC- 01/03/2022 |Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Arthralgia (n/a - Not |COMIRNATY Not reported ICSR
10011744077 Professional |European |available |Years |Specified Recovered/Not [TOZINAMERAN] (S
Economic Resolved - ), - COVID-19
Area immunisation - Not
Chills (n/a - Not applicable - [1d -
Recovered/Not n/a - n/a])
Resolved - ),
Headache (n/a - Not
https://dap.ema.europa.eu/analytics/saw.dlI?Go 9/74
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Recovered/Not
Resolved - ),
Myalgia (n/a - Not
Recovered/Not
Resolved - ),
Nausea (n/a - Not
Recovered/Not
Resolved - ),
Syncope (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Vaccination site
reaction (n/a - Not
Recovered/Not
Resolved - ),
Vision blurred (n/a -
Not Recovered/Not
Resolved - )
EU-EC- 01/03/2022 | Spontaneous | Healthcare |Non Not 12-17 |Not Female |No Cough (n/a - COMIRNATY Not reported ICSR
10011744106 Professional |European |available |Years |Specified Unknown - [TOZINAMERAN] (S
Economic Caused/Prolonged - COVID-19
Area Hospitalisation) immunisation - Not
applicable - [1d -
n/a-
Intramuscular])
EU-EC- 01/03/2022 | Spontaneous | Healthcare |Non Not 12-17 |Not Male No Facial paralysis (n/a - |COMIRNATY Not reported ICSR
10011744129 Professional |European |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Economic - Other Medically - COvVID-19
Area Important Condition) |immunisation - Not
applicable - [1d -
n/a - Unknown])
EU-EC- 01/03/2022 | Spontaneous | Healthcare |Non Not 12-17 |Not Male No Myocarditis (n/a - COMIRNATY Not reported ICSR
10011744131 Professional |European |available |Years |Specified Recovering/Resolving |[TOZINAMERAN] (S
Economic - Caused/Prolonged |- COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d -
Pericarditis (n/a - n/a - Unknown])
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 01/03/2022 | Spontaneous | Healthcare |Non Not 12-17 |Not Female |No Angina pectoris (n/a |COMIRNATY Not reported ICSR
10011744147 Professional |European |available |Years |Specified - [TOZINAMERAN] (S
Economic Recovering/Resolving |- COVID-19
Area - Other Medically immunisation - Not
Important applicable - [1d -
Condition), n/a-
Intramuscular])
Chest pain (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Dyspnoea (n/a -
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 01/03/2022 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Abdominal pain (n/a |COMIRNATY Not reported ICSR
10011744152 Professional |European |available |Years |Specified - [TOZINAMERAN] (S
Economic Recovered/Resolved |- COVID-19
Area - Caused/Prolonged |immunisation - Not
Hospitalisation), applicable - [1d -
n/a-
Abdominal pain Intramuscular])
upper (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Chest discomfort
(n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Chest pain (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Iliness (n/a -
Recovered/Resolved
=)
Myocardial necrosis
marker increased
(n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)
EU-EC- 01/03/2022 |Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Chills (n/a - COMIRNATY Not reported ICSR
10011744890 Professional |European |available |Years |Specified Recovering/Resolving |[TOZINAMERAN] (S
Economic - Other Medically - COvVID-19
Area Important immunisation - Not
Condition), applicable - [1d -
n/a-
Headache (n/a - Intramuscular])
https://dap.ema.europa.eu/analytics/saw.dlI?Go 10/74
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Recovering/Resolving
- Other Medically
Important
Condition),

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

EU-EC-
10011744895

01/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

No

Drug ineffective (7d -
Recovered/Resolved
- Other Medically
Important
Condition),

Suspected COVID-19
(7d -
Recovered/Resolved
- Other Medically
Important Condition)

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

Not reported

—
(2]
pel

EU-EC-
10011744901

01/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No

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

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

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

Not reported

=
(2]
ye)

EU-EC-
10011744902

01/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No

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

Iliness (n/a -
Unknown - )

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

Not reported

—
(2]
0

EU-EC-
10011744908

01/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No

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

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

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

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

Not reported

—
(2]
pel

EU-EC-
10011744926

01/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

No

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

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

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

Inappropriate
schedule of product
administration (n/a -
Not Recovered/Not
Resolved - ),

Infective pericardial
effusion (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),

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

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

Not reported

._.
19}
(9}
P

EU-EC-
10011744932

01/03/2022

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

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

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

Lung infiltration (n/a
- Unknown - Other
Medically Important

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

Not reported

11/74
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Condition),

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

EU-EC-
10011744934

01/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

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

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

Not reported

=
(o}
(2]
pel

EU-EC-
10011744935

01/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

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

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

Not reported

EU-EC-
10011744938

01/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No

Blood pressure
diastolic decreased
(n/a - Unknown - ),

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

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

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

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

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

Not reported

=
(o}
(92
pe

EU-EC-
10011744954

01/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

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

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

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

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

Not reported

EU-EC-
10011744962

01/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

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

Not reported

EU-EC-
10011744972

01/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

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

Not
available

12-17
Years

Adolescent

Female

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

Depressed mood
(n/a - Not

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

Not reported

12/74
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Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

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

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

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

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

EU-EC-
10011745851

01/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

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

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

Not reported

,_.
9]
9]
Pl

EU-EC-
10011745878

01/03/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No

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

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

Heart rate increased
(5d -
Recovered/Resolved
- Other Medically
Important
Condition),

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

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

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

[BECLOMETASONE
DIPROPIONATE] (C -
Asthma - n/a - [n/a -
n/a - n/al),

[INFLUENZA VIRUS]
(C-n/fa-n/a-[n/a-
n/a - n/aj),

[PARACETAMOL,
PARACETAMOL PH.
EUR.] (C - Headache -
n/a-[n/a-n/a-
n/a])

EU-EC-
10011745894

01/03/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

Bell's palsy (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

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

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

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

Not reported

EU-EC-
10011745895

01/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No

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

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

Injection site
swelling (n/a -
Recovering/Resolving
- Other Medically
Important Condition)

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

Not reported

EU-EC-
10011745897

01/03/2022

Spontaneous

Healthcare
Professional

Non
European

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

Not
available

12-17
Years

Not
Specified

Male

No

Chest pain (n/a -
Recovering/Resolving

COMIRNATY
[TOZINAMERAN] (S

Not reported

13/74
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- Caused/Prolonged
Hospitalisation),

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

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

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

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

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

Polyneuropathy (n/a

Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

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

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

- COvVID-19
immunisation - Not
applicable - [1d -
n/a - Unknown])

EU-EC-
10011745924

01/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

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

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

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

Not reported

EU-EC-
10011745925

01/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

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

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

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

Not reported

EU-EC-
10011746002

01/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

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

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

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

Not reported

EU-EC-
10011747433

01/03/2022

Spontaneous

Healthcare
Professional

European
Economic

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

Not
available

12-17
Years

Not
Specified

Male

No

Hepatic enzyme
increased (30d -

COMIRNATY
[TOZINAMERAN] (S

Not reported

,_.
19}
(9}
P
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Area Unknown - Other -n/fa-nfa-[n/a-
Medically Important |n/a - n/al])
Condition)
EU-EC- 01/03/2022 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Headache (n/a - Not |COMIRNATY Not reported ICSR
10011747991 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - - Immunisation - n/a
Caused/Prolonged - [n/a-n/a-n/a)])
Hospitalisation)
EU-EC- 01/03/2022 | Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Dysmenorrhoea (n/a |COMIRNATY Not reported ICSR
10011748205 Professional |Economic |available |Years - Not Recovered/Not |[TOZINAMERAN] (S
Area Resolved - -nfa-nfa-[n/a-
Disabling), n/a-
Intramuscular])
Hypomenorrhoea
(n/a - Not
Recovered/Not
Resolved -
Disabling),
Oligomenorrhoea
(n/a - Not
Recovered/Not
Resolved - Disabling)
EU-EC- 01/03/2022 |Spontaneous |Non European |Not 12-17 |Not Female |No Heavy menstrual COMIRNATY Not reported ICSR
10011748311 Healthcare |Economic |available |Years |Specified bleeding (n/a - Not |[TOZINAMERAN] (S
Professional |Area Recovered/Not - COVID-19
Resolved - ) immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 01/03/2022 | Spontaneous [Non European |Not 12-17 |Adolescent |Female |No Application site pain |COMIRNATY Not reported ICSR
10011748831 Healthcare |Economic |available |Years (n/a - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- n/a - n/a-[n/a-
=) n/a - n/al)
Fatigue (n/a -
Recovered/Resolved
=)
Headache (n/a -
Recovered/Resolved
-)
EU-EC- 01/03/2022 | Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Dizziness (n/a - COMIRNATY Not reported ICSR
10011748834 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -) -nfa-nfa-[n/a-
n/a - n/a])
EU-EC- 01/03/2022 |Spontaneous |Non European |Not 12-17 |Not Male No Arthralgia (n/a - Not |COMIRNATY Not reported ICSR
10011748948 Healthcare |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - - COVID-19
Disabling), immunisation - Not
applicable - [n/a -
Chills (n/a - Not n/a - n/a])
Recovered/Not
Resolved -
Disabling),
Dyspnoea (n/a - Not
Recovered/Not
Resolved -
Disabling),
Fatigue (n/a - Not
Recovered/Not
Resolved -
Disabling),
Feeling cold (n/a -
Not Recovered/Not
Resolved -
Disabling),
Headache (n/a - Not
Recovered/Not
Resolved -
Disabling),
Injection site
reaction (n/a - Not
Recovered/Not
Resolved -
Disabling),
Malaise (n/a - Not
Recovered/Not
Resolved -
Disabling),
Myalgia (n/a - Not
Recovered/Not
Resolved - Disabling)
EU-EC- 01/03/2022 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Chest pain (n/a - COMIRNATY Not reported ICSR
10011748969 Professional |European |available |Years |Specified Recovering/Resolving |[TOZINAMERAN] (S
Economic - Other Medically - COVID-19
Area Important immunisation - Not
Condition), applicable - [1d -
n/a-
Cough (n/a - Intramuscular])
Recovering/Resolving
- Other Medically
Important
Condition),
Nasal congestion
(n/a-
Recovering/Resolving
https://dap.ema.europa.eu/analytics/saw.dll?Go 15/74
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- Other Medically
Important
Condition),

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

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

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

EU-EC-
10011748970

01/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

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

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

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

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

Not reported

EU-EC-
10011748971

01/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

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

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

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

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

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

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

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

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

Not reported

ICSR

EU-EC-
10011748988

01/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

Not reported

EU-EC-
10011748992

01/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

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

Not
available

12-17
Years

Not
Specified

Female

Chest discomfort
(nfa -
Recovering/Resolving

=)

Heart rate increased
(n/a -

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

Not reported
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Recovering/Resolving
Pyrexia (n/a -
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 01/03/2022 | Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Chest pain (n/a - COMIRNATY Not reported ICSR
10011749006 Professional |European |available |Years |Specified Recovering/Resolving |[TOZINAMERAN] (S
Economic - Other Medically - COVID-19
Area Important Condition) |immunisation - Not
applicable - [1d -
n/a - Unknown])
EU-EC- 01/03/2022 | Spontaneous | Healthcare |Non Not 12-17 |Not Male No Myocarditis (n/a - COMIRNATY Not reported ICSR
10011749015 Professional |European |available |Years |Specified Recovering/Resolving | [TOZINAMERAN] (S
Economic - Caused/Prolonged |- COVID-19
Area Hospitalisation) immunisation - Not
applicable - [1d -
n/a-
Intramuscular])
EU-EC- 01/03/2022 | Spontaneous | Healthcare |Non Not 12-17 |Not Male No Asthma (n/a - Not COMIRNATY Not reported ICSR
10011749021 Professional |European |available |Years |Specified Recovered/Not [TOZINAMERAN] (S
Economic Resolved - - COVID-19
Area Caused/Prolonged immunisation - Not
Hospitalisation), applicable - [1d -
n/a - Unknown])
Heart rate increased
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Palpitations (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Respiration abnormal
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Tonsillar disorder
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 01/03/2022 |Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Chest pain (n/a - Not | COMIRNATY Not reported ICSR
10011749022 Professional |European |available |Years |Specified Recovered/Not [TOZINAMERAN] (S
Economic Resolved - ), - COVID-19
Area immunisation - Not
Dizziness (n/a - Not |applicable - [n/a -
Recovered/Not n/a - n/a])
Resolved - ),
Musculoskeletal
chest pain (n/a - Not
Recovered/Not
Resolved - ),
Pericarditis (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 01/03/2022 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Arthralgia (n/a - COMIRNATY Not reported ICSR
10011749079 Professional |European |available |Years |Specified Recovering/Resolving |[TOZINAMERAN] (S
Economic - Caused/Prolonged |- COVID-19
Area Hospitalisation) immunisation - Not
applicable - [1d -
n/a - Unknown])
EU-EC- 01/03/2022 | Spontaneous | Healthcare |Non Not 12-17 |Not Female |No Chest pain (n/a - COMIRNATY Not reported ICSR
10011749084 Professional |European |available |Years |Specified Recovering/Resolving |[TOZINAMERAN] (S
Economic - Other Medically - COVID-19
Area Important immunisation - Not
Condition), applicable - [1d -
n/a-
Chills (n/a - Intramuscular])
Recovering/Resolving
- Other Medically
Important
Condition),
Erythema (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Myalgia (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Nausea (n/a -
Recovering/Resolving
- Other Medically
Important
https://dap.ema.europa.eu/analytics/saw.dlI?Go 17/74
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Condition),
Pyrexia (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Tenderness (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Vomiting (n/a -
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 01/03/2022 |Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Bell's palsy (n/a - COMIRNATY Not reported ICSR
10011749097 Professional |European |available |Years |Specified Recovering/Resolving |[TOZINAMERAN] (S
Economic - Other Medically - COvID-19
Area Important immunisation - Not
Condition), applicable - [1d -
n/a-
Inappropriate Intramuscular])
schedule of product
administration (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 01/03/2022 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Chest discomfort COMIRNATY Not reported ICSR
10011749098 Professional |European |available |Years |Specified (n/a - Unknown - [TOZINAMERAN] (S
Economic Other Medically - COVID-19
Area Important immunisation - Not
Condition), applicable - [1d -
n/a-
Chest pain (n/a - Intramuscular])
Recovering/Resolving
- Other Medically
Important
Condition),
Dyspnoea (n/a -
Unknown - Other
Medically Important
Condition),
Palpitations (n/a -
Unknown - Other
Medically Important
Condition),
Pyrexia (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 01/03/2022 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Dizziness (n/a - COMIRNATY Not reported ICSR
10011749111 Professional |European |available |Years |Specified Unknown - Other [TOZINAMERAN] (S
Economic Medically Important |- COVID-19
Area Condition) immunisation - Not
applicable - [1d -
n/a-
Intramuscular])
EU-EC- 01/03/2022 | Spontaneous | Healthcare |Non Not 12-17 |Not Male No Hypoaesthesia (n/a - | COMIRNATY Not reported ICSR
10011749112 Professional |European |available |Years |Specified Recovering/Resolving |[TOZINAMERAN] (S
Economic - Caused/Prolonged |- COVID-19
Area Hospitalisation) immunisation - Not
applicable - [1d -
n/a - Unknown])
EU-EC- 01/03/2022 |Spontaneous |Non European |Not 12-17 |Not Female |No Dysmenorrhoea (n/a |COMIRNATY Not reported ICSR
10011749135 Healthcare |Economic |available |Years |Specified - Not Recovered/Not |[TOZINAMERAN] (S
Professional |Area Resolved - ), - COVID-19
immunisation - Not
Fatigue (9d - applicable - [n/a -
Recovered/Resolved |1{DF} - n/a])
=)
Menstrual disorder
(n/a - Not
Recovered/Not
Resolved - ),
Myalgia (2d -
Recovered/Resolved
=)
Syncope (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 01/03/2022 | Spontaneous |Non European |Not 12-17 |Adolescent |[Female |No Amenorrhoea (n/a - |COMIRNATY Not reported ICSR
10011749151 Healthcare |Economic |available |Years Not Recovered/Not | [TOZINAMERAN] (S
Professional |Area Resolved - ) - COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 01/03/2022 | Spontaneous |Non European |Not 12-17 |Adult Female |No Bell's palsy (4wk - |COMIRNATY Not reported ICSR
10011749190 Healthcare |Economic |available |Years Recovering/Resolving | [TOZINAMERAN] (S
Professional |Area =) - COVID-19
immunisation - Not
Herpes zoster (n/a - |applicable - [n/a -
Not Recovered/Not  |1{DF} - n/a])
Resolved - )
EU-EC- 01/03/2022 | Spontaneous |Non European |Not 12-17 |Not Female |No Menstruation COMIRNATY Not reported ICSR
10011750118 Healthcare |Economic |available |Years |Specified irregular (n/a - Not | [TOZINAMERAN] (S
https://dap.ema.europa.eu/analytics/saw.dlI?Go 18/74
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Professional |Area Recovered/Not - COVID-19
Resolved - ) immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 01/03/2022 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Chest discomfort COMIRNATY Not reported ICSR
10011750216 Professional |European |available |Years |Specified (n/a - [TOZINAMERAN] (S
Economic Recovering/Resolving |- COVID-19
Area - Other Medically immunisation - Not
Important applicable - [1d -
Condition), .3mL -
Intramuscular])
Chest pain (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Dizziness (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Headache (n/a -
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 01/03/2022 | Spontaneous | Healthcare |Non Not 12-17 |Not Male No Dyspnoea (1d - COMIRNATY Not reported ICSR
10011750222 Professional |European |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Economic - Caused/Prolonged |- COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d -
Hyperventilation (n/a |n/a -
- Intramuscular])
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Vaccination site pain
(n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)
EU-EC- 01/03/2022 |Spontaneous |Healthcare |European |Not 12-17 |Not Male No Vaccination failure COMIRNATY Not reported ICSR
10011750224 Professional |Economic |available |Years |Specified (n/a - Unknown - [TOZINAMERAN] (S
Area Other Medically - COVID-19
Important immunisation - Not
Condition), applicable - [1d -
n/a - n/a])
Vaccine
breakthrough
infection (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 01/03/2022 | Spontaneous | Healthcare |Non Not 12-17 |Not Male No Chest discomfort COMIRNATY Not reported ICSR
10011750248 Professional |European |available |Years |Specified (n/a - [TOZINAMERAN] (S
Economic Recovering/Resolving |- COVID-19
Area - Other Medically immunisation - Not
Important applicable - [1d -
Condition), n/a-
Intramuscular])
Dyspnoea (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Palpitations (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Pericardial effusion
(n/a -
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 01/03/2022 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Application site pain |COMIRNATY Not reported ICSR
10011750462 Healthcare |Economic |available |Years (n/a - Not [TOZINAMERAN] (S
Professional |Area Recovered/Not -n/a-n/a-[nfa-
Resolved - ), n/a - n/a])
Chills (n/a - Not
Recovered/Not
Resolved - ),
Diarrhoea (n/a - Not
Recovered/Not
Resolved - ),
Nausea (n/a - Not
Recovered/Not
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 01/03/2022 |Spontaneous |Non European |Not 12-17 |Adolescent |Male No Arrhythmia (52d - |COMIRNATY Not reported ICSR
10011750621 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area With Sequelae - - Immunisation - n/a
Caused/Prolonged - [n/a-n/a-n/a])
Hospitalisation),
https://dap.ema.europa.eu/analytics/saw.dlI?Go 19/74
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Dizziness (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Fatigue (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Headache (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Pyrexia (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 01/03/2022 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Chest discomfort COMIRNATY Not reported ICSR
10011750690 Professional |European |available |Years |Specified (n/a - [TOZINAMERAN] (S
Economic Recovering/Resolving |- COVID-19
Area -) immunisation - Not
applicable - [1d -
Chest pain (n/a - n/a-
Recovering/Resolving | Intramuscular])
- Other Medically
Important
Condition),
Palpitations (n/a -
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 01/03/2022 | Spontaneous | Healthcare |European |Not 12-17 |Adolescent |Male No Pericarditis (n/a - COMIRNATY Not reported ICSR
10011751080 Professional |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Area - Other Medically - COvVID-19
Important Condition) |immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 01/03/2022 | Spontaneous |Non European |Not 12-17 |Adolescent Male No Immunisation COMIRNATY Not reported ICSR
10011751693 Healthcare |Economic |available |Years reaction (n/a - [TOZINAMERAN] (S
Professional |Area Recovering/Resolving |- COVID-19
-) immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 01/03/2022 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Influenza like illness |COMIRNATY Not reported ICSR
10011751745 Professional |Economic |available |Years (1d - Unknown - ) [TOZINAMERAN] (S
Area - COvVID-19
immunisation - n/a -
[1d - 1{DF} -
Intramuscular])
EU-EC- 01/03/2022 | Spontaneous | Healthcare |Non Not 12-17 |Not Female |No Chest discomfort COMIRNATY Not reported ICSR
10011751873 Professional |European |available |Years |Specified (n/a- [TOZINAMERAN] (S
Economic Recovering/Resolving |- COVID-19
Area - Caused/Prolonged |immunisation - Not
Hospitalisation), applicable - [1d -
n/a-
Chest pain (n/a - Intramuscular])
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Cough (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Headache (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Pyrexia (0d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)
EU-EC- 01/03/2022 | Spontaneous | Healthcare |Non Not 12-17 |Not Male No Chest pain (n/a - COMIRNATY Not reported ICSR
10011751902 Professional |European |available |Years |Specified Recovering/Resolving |[TOZINAMERAN] (S
Economic - Caused/Prolonged |- COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d -
Dyspnoea (n/a - n/a-
Recovering/Resolving | Intramuscular])
- Caused/Prolonged
Hospitalisation),
Pyrexia (3d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)
EU-EC- 01/03/2022 | Spontaneous [Non European |Not 12-17 |Adolescent |Female |No Injection site pain COMIRNATY Not reported ICSR
10011752541 Healthcare |Economic |available |Years (n/a - Not [TOZINAMERAN] (S
Professional |Area Recovered/Not - Immunisation - n/a
Resolved - ), - [n/a - n/a - n/al)
Malaise (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 01/03/2022 | Spontaneous |Non European |Not 12-17 |Adolescent |[Female |No Arrhythmia (n/a - COMIRNATY Not reported ICSR
10011752655 Healthcare |Economic |available |Years Unknown - [TOZINAMERAN] (S
https://dap.ema.europa.eu/analytics/saw.dlI?Go 20/74
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Caused/Prolonged
Hospitalisation)

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

EU-EC-
10011752853

01/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

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

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

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

'

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

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

Not reported

EU-EC-
10011752855

01/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

Blood pressure
increased (n/a -
Recovering/Resolving
=)

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

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

Fall (n/a -
Recovering/Resolving

=)

Heart rate increased
(n/a-
Recovering/Resolving

r

Injury (n/a -
Recovering/Resolving

'

Mobility decreased
(n/a -
Recovering/Resolving

=)

Oxygen saturation
decreased (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),

PO2 decreased (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),

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

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

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

Not reported

EU-EC-
10011752857

01/03/2022

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

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

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

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

Productive cough
(n/a - Not
Recovered/Not
Resolved - Other

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

Not reported

21/74
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Medically Important
Condition),

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

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

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

EU-EC-
10011752862

01/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

Hypoaesthesia (n/a -
Recovering/Resolving
=)

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

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

Not reported

EU-EC-
10011752864

01/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

Sinus arrhythmia
(n/a - Unknown -
Caused/Prolonged
Hospitalisation),

Sinus tachycardia

(n/a - Unknown -

Caused/Prolonged
Hospitalisation),

Urinary tract
infection (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)

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

Not reported

H
|n
(2]
bl

EU-EC-
10011752868

01/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

Angina pectoris (n/a

Recovering/Resolving
- Other Medically
Important
Condition),

Chest discomfort
(n/a-
Recovering/Resolving

'’

Dyspnoea (n/a -
Recovering/Resolving

)

Iliness (n/a -
Recovering/Resolving

-)

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

Not reported

EU-EC-
10011752870

01/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

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

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

Not reported

EU-EC-
10011752911

01/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

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

Not
available

12-17
Years

Not
Specified

Female

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

Dizziness (n/a -

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

Not reported

22/74
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Recovering/Resolving
- Other Medically
Important
Condition),

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

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

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

EU-EC-
10011752938

01/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No

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

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

Electrocardiogram ST
segment elevation
(8d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

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

Inflammatory marker
increased (9d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Myalgia (11d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Myocardial necrosis
marker increased (4d
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Myocarditis (9d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

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

Vaccination site pain
(11d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Vaccination site
swelling (11d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10011752970

01/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No

Injection site pain
(1d -
Recovered/Resolved

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

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

Not reported

EU-EC-
10011753096

01/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

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

Not
available

12-17
Years

Adolescent

Female

Headache (2d -
Recovered/Resolved
=)

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

Pyrexia (2d -

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

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

Not reported

23/74
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Recovered/Resolved
EU-EC- 01/03/2022 | Spontaneous |Non European |Not 12-17 |Adolescent Male No Fatigue (n/a - COMIRNATY Not reported ICSR
10011753496 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area =) - COVID-19
immunisation - n/a -
Influenza like illness |[n/a - 1{DF} - n/al)
(6d -
Recovered/Resolved
-)
EU-EC- 01/03/2022 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Chest discomfort COMIRNATY Not reported ICSR
10011753521 Professional |European |available |Years |Specified (n/a - [TOZINAMERAN] (S
Economic Recovering/Resolving |- COVID-19
Area - Caused/Prolonged |immunisation - Not
Hospitalisation), applicable - [1d -
n/a-
Chest pain (n/a - Intramuscular])
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Cough (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Discomfort (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Dyspnoea (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Lung infiltration (n/a
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 01/03/2022 | Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Malaise (n/a - COMIRNATY Not reported ICSR
10011753837 Professional |Economic |available |Years Unknown - ), [TOZINAMERAN] (S
Area - COvVID-19
Pyrexia (n/a - immunisation - Not
Unknown -) applicable - [1d -
1{DF} - Unknown])
EU-EC- 01/03/2022 | Spontaneous | Healthcare |Non Not 12-17 |Not Female |No Chest discomfort COMIRNATY Not reported ICSR
10011753935 Professional |European |available |Years |Specified (n/a - [TOZINAMERAN] (S
Economic Recovered/Resolved |- COVID-19
Area - Caused/Prolonged |immunisation - Not
Hospitalisation), applicable - [1d -
n/a-
Chest pain (n/a - Intramuscular])
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Heart rate increased
(n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)
EU-EC- 01/03/2022 | Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Dizziness (2d - COMIRNATY Not reported ICSR
10011753946 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area - Other Medically - COVID-19
Important immunisation - Not
Condition), applicable - [1d -
n/a - n/al)
Vaccination site
movement
impairment (2d -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 01/03/2022 | Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Headache (n/a - COMIRNATY Not reported ICSR
10011753985 Professional |Economic |available |Years Recovering/Resolving |[TOZINAMERAN] (S
Area =) - COVID-19
immunisation - Not
Malaise (n/a - applicable - [1d -
Recovering/Resolving | 1{DF} - Unknown])
=)
Pain (n/a -
Recovering/Resolving
EU-EC- 01/03/2022 | Spontaneous | Healthcare |European |Not 12-17 |Adolescent |Female |No Diarrhoea (n/a - COMIRNATY Not reported ICSR
10011753994 Professional |Economic |available |Years Unknown - ), [TOZINAMERAN] (S
Area - COVID-19
Malaise (n/a - immunisation - Not
Unknown - ), applicable - [1d -
1{DF} - Unknown])
Pyrexia (n/a -
Unknown - )
EU-EC- 01/03/2022 | Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Circulatory collapse | COMIRNATY Not reported ICSR
10011754039 Healthcare |Economic |available |Years (n/a- [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- n/a-n/a-[n/a-
- n/a - n/a])
EU-EC- 01/03/2022 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Chest pain (n/a - COMIRNATY Not reported ICSR
10011754263 Professional |European |available |Years |Specified Recovering/Resolving |[TOZINAMERAN] (S
Economic - Other Medically - COVID-19
Area Important immunisation - Not
Condition), applicable - [1d -
https://dap.ema.europa.eu/analytics/saw.dlI?Go 24/74
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Headache (n/a -
Unknown - Other
Medically Important
Condition)

.3mL -
Intramuscular])

EU-EC-
10011754300

01/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

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

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

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

Not reported

ICSR

EU-EC-
10011754305

01/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

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

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

Not reported

EU-EC-
10011754370

01/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No

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

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

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

Vaccination site
swelling (n/a -
Recovering/Resolving

-)

COMIRNATY
[TOZINAMERAN] (S
- COvVID-19
immunisation - Not
applicable - [1d -
.5mL -
Intramuscular])

Not reported

EU-EC-
10011729572

28/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

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

Not
available

12-17
Years

Not
Specified

Female

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

Abnormal loss of
weight (n/a -
Recovering/Resolving
- Disabling, Other
Medically Important
Condition),

Acute kidney injury
(n/a -
Recovering/Resolving
- Disabling, Other
Medically Important
Condition),

Arthralgia (n/a - Not
Recovered/Not
Resolved - Disabling,
Other Medically

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

Not reported

25/74
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Important
Condition),

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

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

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

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

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

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

Intraocular pressure
increased (n/a -
Unknown - Disabling,
Other Medically
Important
Condition),

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

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

Liver function test
abnormal (n/a -
Recovering/Resolving
- Disabling, Other
Medically Important
Condition),

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

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

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

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

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

EU-EC-
10011729670

28/02/2022

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

Axillary pain (n/a -
Recovering/Resolving

-

COMIRNATY
[TOZINAMERAN] (S
-nfa-nfa-[nfa-

Not reported

26/74
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Bruxism (n/a -
Recovering/Resolving

=)

Chest pain (n/a -
Recovering/Resolving

-

Headache (n/a -
Recovering/Resolving

=)

Lymphadenopathy
(n/a -
Recovering/Resolving

)

Pyrexia (n/a -
Recovering/Resolving

n/a-
Intramuscular])

EU-EC-
10011729680

28/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

Yes

Delirium (60min -
Recovered/Resolved
- Other Medically
Important
Condition),

Disorganised speech
(60min -
Recovered/Resolved

=)

Hallucination (60min
Recovered/Resolved
- Other Medically
Important
Condition),

Pyrexia (60min -
Recovered/Resolved

-)

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

Not reported

EU-EC-
10011729683

28/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

Yes

Eye pruritus (1h -
Recovered/Resolved

=)

Face oedema (1h -
Recovered/Resolved
-)

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

Not reported

,_.
9]
9]
Pl

EU-EC-
10011729968

28/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

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

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

Somnolence (n/a -
Unknown -
Disabling)

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

[ETHINYLESTRADIOL,
LEVONORGESTREL]
(C-n/fa-n/a-[n/a-
n/a-njaj),

[PARACETAMOL] (C -
Abdominal pain upper
-n/a-[1d-n/a-
n/aj)

EU-EC-
10011730076

28/02/2022

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

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

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

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

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

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

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

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

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

Viral infection (n/a -
Unknown - Other

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

Not reported

27174
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Medically Important
Condition)
EU-EC- 28/02/2022 | Spontaneous |Non European |Not 12-17 |Not Female |No Heavy menstrual COMIRNATY Not reported ICSR
10011730456 Healthcare |Economic |available |Years |Specified bleeding (n/a - Not |[TOZINAMERAN] (S
Professional |Area Recovered/Not - Immunisation - n/a
Resolved - ), -[n/fa-n/a-
Intramuscular])
Intermenstrual
bleeding (n/a -
Unknown - )
EU-EC- 28/02/2022 |Spontaneous |Non European |Not 12-17 |Not Male No Decreased appetite | COMIRNATY Not reported ICSR
10011730458 Healthcare |Economic |available |Years |Specified (n/a - Not [TOZINAMERAN] (S
Professional |Area Recovered/Not - Immunisation - n/a
Resolved - ), -[n/a-n/a-
Intramuscular])
Headache (n/a -
Recovering/Resolving
=)
Lymphadenopathy
(3d -
Recovered/Resolved
=)
Nausea (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 28/02/2022 |Spontaneous |Non European |Not 12-17 |Not Female |No Breast enlargement |COMIRNATY Not reported ICSR
10011730460 Healthcare |Economic |available |Years |Specified (n/a - Unknown - ), |[TOZINAMERAN] (S
Professional |Area - Immunisation - n/a
Breast tenderness -[n/a-n/a-
(n/a - Unknown - )  |Intramuscular])
EU-EC- 28/02/2022 |Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Periorbital cellulitis | COMIRNATY Not reported ICSR
10011730871 Professional |European |available |Years |Specified (n/a - [TOZINAMERAN] (S
Economic Recovered/Resolved |- COVID-19
Area - Other Medically immunisation - Not
Important applicable - [1d -
Condition), n/a - n/a])
Pyrexia (n/a -
Recovered/Resolved
-)
EU-EC- 28/02/2022 |Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Fatigue (n/a - COMIRNATY Not reported ICSR
10011730875 Professional |European |available |Years |Specified Unknown - ), [TOZINAMERAN] (S
Economic - COvVID-19
Area Headache (n/a - immunisation - Not
Unknown - ), applicable - [1d -
n/a - n/al)
Syncope (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 28/02/2022 |Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Dyspnoea (n/a - Not |COMIRNATY Not reported ICSR
10011730877 Professional |European |available |Years |Specified Recovered/Not [TOZINAMERAN] (S
Economic Resolved - ), - COVID-19
Area immunisation - Not
Glomerulonephritis  |applicable - [1d -
membranous (n/a - |n/a - n/a])
Not Recovered/Not
Resolved - Other
Medically Important
Condition),
Myalgia (n/a - Not
Recovered/Not
Resolved - ),
Tachycardia (n/a -
Not Recovered/Not
Resolved - )
EU-EC- 28/02/2022 |Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Iridocyclitis (n/a - COMIRNATY Not reported ICSR
10011730886 Professional |European |available |Years |Specified Unknown - Other [TOZINAMERAN] (S
Economic Medically Important |- COVID-19
Area Condition) immunisation - Not
applicable - [n/a -
n/a - n/a])
EU-EC- 28/02/2022 | Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Anaphylactic reaction | COMIRNATY Not reported ICSR
10011730904 Professional |European |available |Years |Specified (n/a - Not [TOZINAMERAN] (S
Economic Recovered/Not - COVID-19
Area Resolved - Other immunisation - Not
Medically Important |applicable - [1d -
Condition), n/a - n/a])
Oropharyngeal
discomfort (n/a - Not
Recovered/Not
Resolved - ),
Paraesthesia oral
(n/a - Not
Recovered/Not
Resolved - ),
Pruritus (n/a - Not
Recovered/Not
Resolved - ),
Rash (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 28/02/2022 | Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Uveitis (n/a - Not COMIRNATY Not reported ICSR
10011730907 Professional |European |available |Years |Specified Recovered/Not [TOZINAMERAN] (S
Economic Resolved - Other - COVID-19
Area immunisation - Not
https://dap.ema.europa.eu/analytics/saw.dlI?Go 28/74
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Medically Important |applicable - [1d -
Condition) n/a - n/a])
EU-EC- 28/02/2022 |Spontaneous |Healthcare |European |Not 12-17 |Not Female |No Facial paresis (n/a- |COMIRNATY Not reported ICSR
10011731395 Professional |Economic |available |Years |Specified Not Recovered/Not |[TOZINAMERAN] (S
Area Resolved - ) -n/fa-n/a-[n/a-
n/a - n/a])
EU-EC- 28/02/2022 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011731408 Professional |Economic |available |Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a - n/a - [n/a -
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 28/02/2022 |Spontaneous |Non European |Not 12-17 |Adolescent Male No Myocarditis (n/a - COMIRNATY Not reported ICSR
10011731505 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area - Other Medically - Immunisation - n/a
Important Condition) |- [n/a - 2{DF} -
n/al)
EU-EC- 28/02/2022 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Arthralgia (1d - COMIRNATY Not reported ICSR
10011731620 Professional |European |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Economic - Other Medically - COVID-19
Area Important immunisation - Not
Condition), applicable - [1d -
n/a-
Dizziness (0d - Intramuscular])
Recovered/Resolved
-)
EU-EC- 28/02/2022 |Spontaneous |Non Non Not 12-17 |Not Female |No Inappropriate COMIRNATY Not reported ICSR
10011731631 Healthcare |European |available |Years |Specified schedule of product |[TOZINAMERAN] (S
Professional |Economic administration (n/a - |- COVID-19
Area Unknown - ), immunisation - Not
applicable - [n/a -
Injection site n/a - n/a])
swelling (2d -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 28/02/2022 | Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Headache (n/a - Not |COMIRNATY Not reported ICSR
10011731696 Professional |European |available |Years |Specified Recovered/Not [TOZINAMERAN] (S
Economic Resolved - ), - COVID-19
Area immunisation - Not
Rash (2d - applicable - [1d -
Recovered/Resolved |n/a -
- Other Medically Intramuscular])
Important
Condition),
Rash erythematous
(2d -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 28/02/2022 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Blood creatine COMIRNATY Not reported ICSR
10011731711 Professional |European |available |Years |Specified phosphokinase (n/a - |[TOZINAMERAN] (S
Economic Not Recovered/Not |- COVID-19
Area Resolved - ), immunisation - Not
applicable - [1d -
Chest discomfort n/a - n/a])
(n/a - Not
Recovered/Not
Resolved - ),
Chest pain (n/a - Not
Recovered/Not
Resolved - ),
Electrocardiogram ST
segment elevation
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Electrocardiogram
abnormal (n/a - Not
Recovered/Not
Resolved - ),
Myocarditis (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition),
Troponin increased
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 28/02/2022 |Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Coma (n/a - COMIRNATY Not reported ICSR
10011731757 Professional |European |available |Years |Specified Unknown - Other [TOZINAMERAN] (S
Economic Medically Important |- COVID-19
Area Condition), immunisation - Not
applicable - [1d -
Diabetic ketoacidosis |n/a - n/a])
(n/a - Fatal - Results
in Death, Other
Medically Important
Condition),
Dyspnoea (n/a -
Unknown - ),
https://dap.ema.europa.eu/analytics/saw.dlI?Go 29/74
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Metabolic acidosis
(n/a - Fatal - Results
in Death),

Pain (n/a - Unknown

-

Palpitations (n/a -
Unknown - ),

Pyrexia (n/a -
Unknown - ),

Tachycardia (n/a -
Unknown - ),

Thirst (n/a -
Unknown - ),

Weight decreased
(n/a - Unknown - )

EU-EC-
10011731770

28/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No

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

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

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

Not reported

EU-EC-
10011731778

28/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

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

Not
available

12-17
Years

Not
Specified

Female

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

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

GARDASIL [HUMAN
PAPILLOMAVIRUS
TYPE 11 L1 PROTEIN
- ADSORBED - IN
THE FORM OF VIRUS-
LIKE PARTICLES
PRODUCED IN YEAST
CELLS
(SACCHAROMYCES
CEREVISIAE CANADE
3C-5 (STRAIN 1895))
BY RDNA, HUMAN
PAPILLOMAVIRUS
TYPE 16 L1 PROTEIN
- ADSORBED - IN
THE FORM OF VIRUS-
LIKE PARTICLES
PRODUCED IN YEAST
CELLS
(SACCHAROMYCES
CEREVISIAE CANADE
3C-5 (STRAIN 1895))
BY RDNA, HUMAN
PAPILLOMAVIRUS
TYPE 18 L1 PROTEIN
- ADSORBED - IN
THE FORM OF VIRUS-
LIKE PARTICLES
PRODUCED IN YEAST
CELLS
(SACCHAROMYCES
CEREVISIAE CANADE
3C-5 (STRAIN 1895))
BY RDNA, HUMAN
PAPILLOMAVIRUS
TYPE 6 L1 PROTEIN -
ADSORBED - IN THE
FORM OF VIRUS-LIKE
PARTICLES
PRODUCED IN YEAST
CELLS
(SACCHAROMYCES
CEREVISIAE CANADE
3C-5 (STRAIN 1895))
BY RDNA,
AMORPHOUS
ALUMINIUM
HYDROXYPHOSPHATE
SULPHATE, HUMAN
PAPILLOMAVIRUS
TYPE 6 L1 PROTEIN,
HUMAN
PAPILLOMAVIRUS
TYPE 11 L1 PROTEIN,
HUMAN
PAPILLOMAVIRUS
TYPE 16 L1 PROTEIN,
HUMAN
PAPILLOMAVIRUS
TYPE 18 L1 PROTEIN,
HUMAN
PAPILLOMAVIRUS
VACCINE [TYPES 6,
11, 16, 18]
(RECOMBINANT,
ADSORBED)] (C -
Immunisation - n/a -
[id-n/a -
Intramuscular]),

MENVEO
[MENINGOCOCCAL
GROUP Y
OLIGOSACCHARIDE

ICSR

30/74
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CONJUGATED TO
CORYNEBACTERIUM
DIPHTHERIAE
CRM197 PROTEIN, N.
MENINGITIDIS
GROUP C (STRAIN
C11)
POLYSACCHARIDE
CONJUGATED
CRM197, N.
MENINGITIDIS
GROUP A
OLIGOSACCHARIDE
CONJUGATED
CRM197, N.
MENINGITIDIS
GROUP W135
OLIGOSACCHARIDE
CONJUGATED
CRM197,
MENINGOCOCCAL
GROUP Y
OLIGOSACCHARIDE
CONJUGATED TO
CORYNEBACTERIUM
DIPHTHERIAE
CRM197 PROTEIN,
NEISSERIA
MENINGITIDIS
GROUP C
OLIGOSACCHARIDE,
N. MENINGITIDIS
GROUP A
OLIGOSACCHARIDE
CONJUGATED
CRM197, N.
MENINGITIDIS
GROUP W135
OLIGOSACCHARIDE
CONJUGATED
CRM197] (C -
Immunisation - n/a -
[1d - n/a -
Intramuscular])
EU-EC- 28/02/2022 |Spontaneous |Non European |Not 12-17 |Not Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011731825 Healthcare |Economic |available |Years |Specified Unknown - Other [TOZINAMERAN] (S
Professional |Area Medically Important |- COVID-19
Condition), immunisation - Not
applicable - [1d -
Drug ineffective (nfa |n/a - n/a])
- Unknown - Other
Medically Important
Condition)
EU-EC- 28/02/2022 |Spontaneous |Healthcare |European |Not 12-17 |Not Female |No COVID-19 (6d - COMIRNATY [METHYLPHENIDATE |ICSR
10011731878 Professional |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S |HYDROCHLORIDE] (C
Area - Other Medically - COvVID-19 - Attention deficit
Important immunisation - Not | hyperactivity disorder
Condition), applicable - [1d - -n/a-[n/a-54mg -
n/a- Orall]),
Vaccination failure | Intramuscular])
(6d - [RISPERIDONE] (C -
Recovered/Resolved Attention deficit
- Other Medically hyperactivity disorder
Important Condition) -n/a-[nfa-1mg-
Oral])
EU-EC- 28/02/2022 |Spontaneous |Healthcare |European |Not 12-17 |Not Male No Loss of COMIRNATY Not reported ICSR
10011731941 Professional |Economic |available |Years |Specified consciousness (0d - |[TOZINAMERAN] (S
Area Recovered/Resolved |- n/a - n/a-[n/a-
- Other Medically n/a - n/a])
Important
Condition),
Muscle spasms (0d -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 28/02/2022 | Spontaneous |Non European |Not 12-17 |Adolescent |Male No Chest pain (n/a - COMIRNATY Not reported ICSR
10011731999 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area - Caused/Prolonged |- n/a - Not
Hospitalisation) applicable - [n/a -
n/a - n/a])
EU-EC- 28/02/2022 |Spontaneous |Healthcare |European |Not 12-17 |Not Male No Catarrh (n/a - COMIRNATY Not reported ICSR
10011732116 Professional |Economic |available |Years |Specified Recovering/Resolving | [TOZINAMERAN] (S
Area - Other Medically -n/fa-nfa-[n/a-
Important n/a - n/a])
Condition),
Chest pain (1.5h -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),
Myocarditis (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),
Nasal congestion
(n/a-
https://dap.ema.europa.eu/analytics/saw.dlI?Go 31/74
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Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 28/02/2022 | Spontaneous |Non European |Not 12-17 |Not Female |No Amenorrhoea (n/a - |COMIRNATY Not reported ICSR
10011732134 Healthcare |Economic |available |Years |Specified Not Recovered/Not |[TOZINAMERAN] (S
Professional |Area Resolved - ), - COVID-19
immunisation - Not
Injection site pain applicable - [n/a -
(4d - 1{DF} - n/a])
Recovered/Resolved
EU-EC- 28/02/2022 |Spontaneous |Healthcare |European |Not 12-17 |Not Female |No Pancreatitis (n/a - COMIRNATY Not reported ICSR
10011732667 Professional |Economic |available |Years |Specified Not Recovered/Not | [TOZINAMERAN] (S
Area Resolved - Other -nfa-nfa-[nfa-
Medically Important |n/a - n/a])
Condition)
EU-EC- 28/02/2022 | Spontaneous |Healthcare |European |Not 12-17 |Adolescent |[Female |No Angina pectoris (n/a |COMIRNATY Not reported ICSR
10011733170 Professional |Economic |available |Years - [TOZINAMERAN] (S
Area Recovered/Resolved |- n/a - Not
- Caused/Prolonged |applicable - [n/a -
Hospitalisation), n/a-
Intramuscular])
Chest discomfort
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Dizziness (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)
EU-EC- 28/02/2022 | Spontaneous |Non European |Not 12-17 |Adolescent |Male Yes  |Lymphadenopathy ~ |COMIRNATY Not reported ICSR
10011733397 Healthcare |Economic |available |Years (n/a - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- COVID-19
-) immunisation - Not
applicable - [n/a -
3mL -
Intramuscular])
EU-EC- 28/02/2022 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Blood pressure COMIRNATY Not reported ICSR
10011733418 Professional |Economic |available |Years decreased (n/a - [TOZINAMERAN] (S
Area Unknown - ), - COVID-19
immunisation - n/a -
Cold sweat (n/a - [n/a - .3mL - n/a])
Unknown - ),
Dizziness (n/a -
Unknown - ),
Head injury (n/a -
Unknown - Other
Medically Important
Condition),
Headache (n/a -
Unknown - Other
Medically Important
Condition),
Loss of
consciousness (n/a -
Unknown - ),
Pallor (n/a -
Unknown - ),
Vision blurred (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 28/02/2022 | Spontaneous |Non European |Not 12-17 |Not Male No Axillary pain (1d - COMIRNATY Not reported ICSR
10011734620 Healthcare |Economic |available |Years |Specified Recovering/Resolving | [TOZINAMERAN] (S
Professional |Area - Disabling), - COVID-19
immunisation - Not
Lymph node pain (1d |applicable - [n/a -
- n/a - n/a])
Recovering/Resolving
- Disabling)
EU-EC- 28/02/2022 | Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Arthralgia (n/a - TOZINAMERAN [ESCITALOPRAM, ICSR
10011735569 Professional |European |available |Years |Specified Unknown - ), [TOZINAMERAN] (S |ESCITALOPRAM
Economic - COVID-19 OXALATE] (C -
Area Henoch-Schonlein immunisation - Not |Anxiety, Depression -
purpura (n/a - applicable - [1d - n/a-[n/a-n/a-
Recovering/Resolving |n/a - Oral]),
- Other Medically Intramuscular])
Important [GABAPENTIN] (C -
Condition), n/a-n/a-[nfa-n/a
- Oral]),
Joint swelling (n/a -
Unknown - ), [LEVOTHYROXINE
SODIUM] (C -
Vasculitic rash (n/a - Autoimmune
Unknown -) thyroiditis - n/a - [n/a
- n/a - Oral]),
[LEVOTHYROXINE,
LEVOTHYROXINE
SODIUM] (C - n/a -
n/a-[n/a-n/a-
n/al),
[TOPIRAMATE] (C -
https://dap.ema.europa.eu/analytics/saw.dlI?Go 32/74
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n/a-n/a-[n/a-n/a
- Oral])

EU-EC-
10011735593

28/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No

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

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

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

Not reported

EU-EC-
10011735965

28/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No

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

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

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

Inappropriate
schedule of product
administration (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

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

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

Not reported

EU-EC-
10011736080

28/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

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

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

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

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

Not reported

EU-EC-
10011736095

28/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

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

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

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

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

Not reported

EU-EC-
10011736098

28/02/2022

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

Anxiety (n/a -
Unknown - ),

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

Muscular weakness
(n/a - Not
Recovered/Not
Resolved - ),

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

Not reported

33/74
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Myelitis transverse
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Pain (n/a - Unknown

EU-EC-
10011736109

28/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No

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

Fatigue (n/a -
Unknown - ),

Myalgia (n/a -
Unknown - )

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

Not reported

EU-EC-
10011736375

28/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

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

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

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

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

Not reported

EU-EC-
10011736385

28/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

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

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

Myocarditis (n/a -
Not Recovered/Not
Resolved - 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])

[IBUPROFEN] (C - n/a
-n/a-[n/a-n/a-
n/aj)

._.
19}
(9}
P

EU-EC-
10011736716

28/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No

Blood creatine
phosphokinase
increased (n/a -
Recovering/Resolving
=)

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

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

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

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

Pyrexia (1d -
Recovered/Resolved

-)

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

Not reported

EU-EC-
10011736718

28/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

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

Not
available

12-17
Years

Not
Specified

Female

Adjustment disorder
(n/a - Unknown - ),

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

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

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

Not reported

ICSR

34/74
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Chest pain (n/a -
Fatal - Results in
Death),

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

Feeling abnormal
(n/a - Unknown - ),

Loss of
consciousness (n/a -
Fatal - Results in
Death, Other
Medically Important
Condition),

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

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

Panic reaction (n/a -
Unknown - ),

Pulseless electrical
activity (n/a - Fatal -
Results in Death,
Other Medically
Important
Condition),

Pyrexia (n/a -
Unknown - ),

Sinus rhythm (n/a -

Unknown -)
EU-EC- 28/02/2022 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Chest pain (503h -  |COMIRNATY Not reported ICSR
10011736739 Professional |European |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Economic - Caused/Prolonged |- COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d -
Myopericarditis n/a - n/al)
(503h -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),
Troponin I increased
(21d -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 28/02/2022 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Pericarditis (2wk - COMIRNATY Not reported ICSR
10011737616 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area - Other Medically - COVID-19
Important Condition) |immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 28/02/2022 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Fatigue (n/a - COMIRNATY Not reported ICSR
10011737734 Professional |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Area - Other Medically - COVID-19
Important immunisation - n/a -
Condition), [1d - .3mL -
Intramuscular])
Rhabdomyolysis (19d
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 28/02/2022 | Spontaneous |Healthcare |European |Not 12-17 |Adolescent |[Female |No Amenorrhoea (n/a - |COMIRNATY Not reported ICSR
10011737853 Professional |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Area -) - COVID-19
immunisation - n/a -
[n/a - 1{DF} -
Intramuscular])
EU-EC- 28/02/2022 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Abdominal pain (n/a |COMIRNATY Not reported ICSR
10011737932 Healthcare |Economic |available |Years - Not Recovered/Not |[TOZINAMERAN] (S
Professional |Area Resolved - ), - COVID-19
immunisation - Not
Amenorrhoea (n/a - |applicable - [1d -
Not Recovered/Not | 1{DF} -
Resolved - ), Intramuscular])
Headache (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 28/02/2022 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Blood creatine COMIRNATY Not reported ICSR
10011738345 Professional |European |available |Years |Specified phosphokinase MB | [TOZINAMERAN] (S
Economic increased (5d - - COvID-19
Area Recovered/Resolved |immunisation - Not
- Other Medically applicable - [n/a -
Important
https://dap.ema.europa.eu/analytics/saw.dlI?Go 35/74
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Condition),

Blood creatine
phosphokinase
increased (5d -
Recovered/Resolved
- Other Medically
Important
Condition),

Chest pain (44h -
Recovered/Resolved

-

Electrocardiogram
ST-T segment
elevation (164h -
Recovered/Resolved
- Other Medically
Important
Condition),

Myocardial necrosis
marker increased
(n/a - Unknown -
Other Medically
Important
Condition),

Myocarditis (164h -
Recovered/Resolved
- Other Medically
Important
Condition),

Troponin I increased
(n/a -
Recovered/Resolved
- Other Medically
Important
Condition),

Troponin increased
(164h -
Recovered/Resolved
- Other Medically
Important Condition)

n/a-
Intramuscular])

EU-EC-
10011738362

28/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

Rash maculo-papular
(3wk -
Recovered/Resolved

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

Not reported

EU-EC-
10011738698

28/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No

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

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

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

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

Malaise (1d -
Recovered/Resolved
=)

Pain in extremity (1d

Recovered/Resolved
-)

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

Not reported

EU-EC-
10011738736

28/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

Genital injury (n/a -
Unknown - ),

Vulval haematoma
(5min -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10011738788

28/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

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

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

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

Not reported

—
(@}
(2]
0

EU-EC-
10011738811

28/02/2022

Spontaneous

Non
Healthcare

European
Economic

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

Not
available

12-17
Years

Not
Specified

Female

Polymenorrhoea (n/a
- Not Recovered/Not

COMIRNATY
[TOZINAMERAN] (S

Not reported

,_.
19}
(9%}
Pl

36/74
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Professional

Area

Run Line Listing Report

Resolved - )

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

EU-EC-
10011739154

28/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

Anxiety disorder (32d
- Not Recovered/Not
Resolved - ),

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

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

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

Feeling hot (32d -
Not Recovered/Not
Resolved - ),

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

Joint swelling (32d -
Not Recovered/Not
Resolved - ),

Menstrual disorder
(32d - Not
Recovered/Not
Resolved - ),

Panic reaction (32d -
Not Recovered/Not
Resolved - ),

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

COMIRNATY 30
MICROGRAMS/DOSE
DISPERSION FOR
INJECTION COVID-
19 MRNA VACCINE
(NUCLEOSIDE
MODIFIED)
[TOZINAMERAN] (S
- Immunisation -
Not applicable - [n/a
-.3mL-
Intramuscular])

[CELECOXIB] (C -
Rheumatoid arthritis -
Unknown - [n/a - n/a
- n/al),

[SERTRALINE] (C -
Anxiety disorder,
Panic disorder -
Unknown - [n/a - n/a
- n/al)

ICSR

EU-EC-
10011739243

28/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

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

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

Heart rate abnormal
(4d -
Recovered/Resolved
- Other Medically
Important
Condition),

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

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

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

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

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

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

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

Not reported

EU-EC-
10011739981

28/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Pyrexia (n/a -
Unknown - )

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

Not reported

EU-EC-
10011740823

28/02/2022

Spontaneous

Healthcare
Professional

Non
European

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

Not
available

12-17
Years

Not
Specified

Male

No

Chest discomfort
(n/a - Unknown - ),

COMIRNATY
[TOZINAMERAN] (S
- COVID-19

Not reported

37/74
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Economic Chest pain (n/a - immunisation - Not
Area Unknown - ), applicable - [1d -
n/a - n/a])
Dizziness (n/a -
Unknown - ),
Dyspnoea (n/a -
Unknown - ),
Lethargy (n/a -
Unknown - ),
Palpitations (n/a -
Unknown - ),
Pericarditis (n/a -
Unknown - Other
Medically Important
Condition),
Postural orthostatic
tachycardia
syndrome (n/a -
Unknown - ),
Pyrexia (n/a -
Unknown - ),
Tachycardia (n/a -
Unknown - )
EU-EC- 28/02/2022 | Spontaneous |Non European |Not 12-17 |Adolescent |Male No Urticaria chronic (n/a | COMIRNATY Not reported ICSR
10011742024 Healthcare |Economic |available |Years - Not Recovered/Not |[TOZINAMERAN] (S
Professional |Area Resolved - ) - COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 28/02/2022 | Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Herpes zoster (n/a - |COMIRNATY Not reported ICSR
10011742412 Healthcare |Economic |available |Years Not Recovered/Not | [TOZINAMERAN] (S
Professional |Area Resolved - ) - Immunisation - n/a
- [n/a - 2{DF} -
n/a])
EU-EC- 28/02/2022 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Chest pain (n/a - COMIRNATY Not reported ICSR
10011742849 Professional |European |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Economic =) - COVID-19
Area immunisation - Not
Malaise (n/a - applicable - [n/a -
Recovered/Resolved |n/a - n/a])
=)
Pyrexia (n/a -
Recovered/Resolved
=)
Syncope (n/a -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 27/02/2022 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Abdominal pain (n/a |COMIRNATY Not reported ICSR
10011729074 Healthcare |Economic |available |Years - Unknown - ), [TOZINAMERAN] (S
Professional |Area - COVID-19
Behaviour disorder  |immunisation - Not
(n/a - Unknown - ), |applicable - [n/a -
1{DF} -
Headache (n/a - Intramuscular])
Unknown - ),
Pallor (n/a -
Unknown - ),
Taste disorder (n/a -
Unknown - )
EU-EC- 27/02/2022 |Spontaneous |Non European |Not 12-17 |Not Female |No Headache (n/a - Not |COMIRNATY Not reported ICSR
10011729156 Healthcare |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), -n/a-n/a-[nfa-
n/a - n/a])
Nausea (n/a -
Recovering/Resolving
=)
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 27/02/2022 | Spontaneous |Non European |Not 12-17 |Not Male No Diarrhoea (n/a - Not |COMIRNATY Not reported ICSR
10011729310 Healthcare |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), -n/fa-nfa-[n/a-
n/a - n/al)
Headache (n/a - Not
Recovered/Not
Resolved - ),
Malaise (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 27/02/2022 |Spontaneous |Non European |Not 12-17 |Not Female |No Fatigue (n/a - Not COMIRNATY Not reported ICSR
10011729323 Healthcare |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), -n/a-n/a-[nfa-
n/a - n/a])
Malaise (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 27/02/2022 | Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Male No Eyelid oedema (n/a - |COMIRNATY Not reported ICSR
10011729328 Professional |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Area - - COVID-19
immunisation - Not
https://dap.ema.europa.eu/analytics/saw.dlI?Go 38/74
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Fatigue (n/a - applicable - [n/a -
Recovered/Resolved |1{DF} -
=) Intramuscular])
Pyrexia (n/a -
Recovered/Resolved
=)
Urticaria (n/a -
Recovered/Resolved
-)
EU-EC- 27/02/2022 |Spontaneous |Non European |Not 12-17 |Not Male No Chills (1d - COMIRNATY Not reported ICSR
10011729338 Healthcare |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area =), -n/a-n/a-[nfa-
n/a - n/a])
Malaise (n/a -
Unknown - ),
Pyrexia (n/a -
Unknown - ),
Vaccination site
erythema (n/a -
Unknown - )
EU-EC- 27/02/2022 |Spontaneous |Non European |Not 12-17 |Not Female |No Fatigue (n/a - Not COMIRNATY Not reported ICSR
10011729343 Healthcare |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), -n/a-n/a-[nfa-
n/a - n/a])
Headache (n/a - Not
Recovered/Not
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 27/02/2022 | Spontaneous |Non European |Not 12-17 |Not Male No Headache (n/a - Not |COMIRNATY Not reported ICSR
10011729344 Healthcare |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), -n/a-n/a-[nfa-
n/a - n/a])
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 27/02/2022 |Spontaneous |Non European |Not 12-17 |Not Female |No Headache (1d - COMIRNATY Not reported ICSR
10011729355 Healthcare |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area =) -n/fa-nfa-[n/a-
n/a - n/a])
Pyrexia (1d -
Recovered/Resolved
-)
EU-EC- 27/02/2022 |Spontaneous |Healthcare |European |Not 12-17 |Not Female |No Myopericarditis (n/a - | COMIRNATY [FLUOXETINE] (C - ICSR
10011729411 Professional |Economic |available |Years |Specified Recovering/Resolving |[TOZINAMERAN] (S [n/a - n/a - [n/a -
Area - Caused/Prolonged |-n/a-n/a-[nfa- [40mg - Oral])
Hospitalisation) n/a - n/a])
EU-EC- 26/02/2022 | Spontaneous |Non European |Not 12-17 |Not Male No Headache (n/a - COMIRNATY Not reported ICSR
10011725511 Healthcare |Economic |available |Years |Specified Recovering/Resolving |[TOZINAMERAN] (S
Professional |Area -) - COVID-19
immunisation - n/a -
Lymphadenopathy [n/a - 1{DF} - n/a])
(n/a -
Recovering/Resolving
=)
Pyrexia (n/a -
Recovering/Resolving
EU-EC- 26/02/2022 |Spontaneous |Non European |Not 12-17 |Not Female |No Crying (n/a - COMIRNATY Not reported ICSR
10011725679 Healthcare |Economic |available |Years |Specified Recovering/Resolving |[TOZINAMERAN] (S
Professional |Area =), - COVID-19
immunisation - n/a -
Insomnia (n/a - [n/a-n/a-
Recovering/Resolving | Intramuscular])
=)
Muscle spasms (n/a -
Recovering/Resolving
-)
EU-EC- 26/02/2022 |Spontaneous | Non European |Not 12-17 |Not Female |No Amenorrhoea (n/a- |COMIRNATY Not reported ICSR
10011725854 Healthcare |Economic |available |Years |Specified Unknown - ), [TOZINAMERAN] (S
Professional |Area - COVID-19
Thyroid hormones immunisation - n/a -
increased (n/a - [n/a - 1{DF} -
Unknown - ) Intramuscular])
EU-EC- 26/02/2022 |Spontaneous |Healthcare |European |Not 12-17 |Not Male No Headache (n/a - COMIRNATY Not reported ICSR
10011726130 Professional |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Area =) - COVID-19
immunisation - n/a -
Pain in extremity [n/a - 1{DF} -
(n/a - Intramuscular])
Recovered/Resolved
-)
EU-EC- 25/02/2022 |Spontaneous |Non European |Not 12-17 |Not Male No Headache (n/a - Not |COMIRNATY Not reported ICSR
10011712687 Healthcare |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), -n/a-n/a-[nfa-
n/a - n/a])
Malaise (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 25/02/2022 |Spontaneous |Non European |Not 12-17 |Not Female |No Discharge (n/a - COMIRNATY Not reported ICSR
10011712838 Healthcare |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -) - COVID-19
immunisation - n/a -
Peripheral swelling [n/a - .3mL-
(n/a - Intramuscular])
https://dap.ema.europa.eu/analytics/saw.dlI?Go 39/74
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Recovered/Resolved

EU-EC-
10011712896

25/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

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

Not reported

EU-EC-
10011712934

25/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No

Arthralgia (n/a -
Unknown - ),

Chills (n/a -
Unknown - ),

Conjunctival irritation
(n/a - Unknown - ),

Cough (n/a -
Unknown - ),

Eczema (n/a -
Unknown - ),

Hyperhidrosis (n/a -
Unknown - ),

Pyrexia (n/a -
Unknown - )

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

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

Not reported

EU-EC-
10011713005

25/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

Chest pain (19d -
Recovered/Resolved
- Other Medically
Important
Condition),

Headache (19d -
Recovered/Resolved
- Other Medically
Important
Condition),

Hypertension (19d -
Recovered/Resolved
- Other Medically
Important
Condition),

Paraesthesia (19d -
Recovered/Resolved
- Other Medically
Important
Condition),

Somnolence (19d -
Recovered/Resolved
- Other Medically
Important
Condition),

Tachycardia (19d -
Recovered/Resolved
- Other Medically
Important Condition)

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

Not reported

EU-EC-
10011713067

25/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No

Type 1 diabetes
mellitus (n/a -
Unknown -
Disabling)

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

Not reported

EU-EC-
10011713137

25/02/2022

Spontaneous

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 - Not
Recovered/Not
Resolved - ),

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

Not reported
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Run Line Listing Report

Ear pain (n/a - Not |applicable - [n/a -
Recovered/Not 3mL -
Resolved - ), Intramuscular])
Fatigue (n/a - Not
Recovered/Not
Resolved - ),
Headache (n/a - Not
Recovered/Not
Resolved - ),
Hypotension (n/a -
Not Recovered/Not
Resolved - ),
Malaise (n/a - Not
Recovered/Not
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 25/02/2022 | Spontaneous |Healthcare |European |Not 12-17 |Not Male No Chest pain (n/a - Not |COMIRNATY Not reported ICSR
10011713267 Professional |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN] (S
Area Resolved - Other - COvVID-19
Medically Important |immunisation - Not
Condition) applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 25/02/2022 | Spontaneous |Non European |Not 12-17 |Not Male No Epilepsy (n/a - COMIRNATY Not reported ICSR
10011713339 Healthcare |Economic |available |Years |Specified Recovering/Resolving | [TOZINAMERAN] (S
Professional |Area - Disabling), - COVID-19
immunisation -
Seizure (n/a - Unknown - [n/a -
Recovering/Resolving |.3mL -
- Disabling) Intramuscular])
EU-EC- 25/02/2022 |Spontaneous |Healthcare |European |Not 12-17 |Not Female |No Pericarditis (n/a - COMIRNATY Not reported ICSR
10011713543 Professional |Economic |available |Years |Specified Not Recovered/Not | [TOZINAMERAN] (S
Area Resolved - Other - COVID-19
Medically Important |immunisation - n/a -
Condition), [n/a - 1{DF} -
Intramuscular])
Syncope (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 25/02/2022 |Spontaneous |Healthcare |European |Not 12-17 |Not Male No Chromaturia (n/a - | COMIRNATY Not reported ICSR
10011713769 Professional |Economic |available |Years |Specified Not Recovered/Not |[TOZINAMERAN] (S
Area Resolved - ), - COVID-19
immunisation - Not
Haematuria (n/a - applicable - [n/a -
Not Recovered/Not |n/a -
Resolved - ) Intramuscular])
EU-EC- 25/02/2022 |Spontaneous |Healthcare |European |Not 12-17 |Not Female |No Chest pain (3d - COMIRNATY Not reported ICSR
10011713793 Professional |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Area - Other Medically - COVID-19
Important immunisation - Not
Condition), applicable - [n/a -
3mL -
Headache (3d - Intramuscular])
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 25/02/2022 | Spontaneous |Non European |Not 12-17 |Not Male No Chest pain (13d - COMIRNATY Not reported ICSR
10011713808 Healthcare |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area - Caused/Prolonged |- COVID-19
Hospitalisation), immunisation - n/a -
[n/a - n/a - n/a])
Dyspnoea (13d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Myocarditis (13d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)
EU-EC- 25/02/2022 | Spontaneous |Healthcare |Non Not 12-17 |Not Male No Myocarditis (n/a - COMIRNATY Not reported ICSR
10011714090 Professional |European |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Economic - Caused/Prolonged |- COVID-19
Area Hospitalisation) immunisation - Not
applicable - [1d -
n/a - Unknown])
EU-EC- 25/02/2022 | Spontaneous |Healthcare |Non Not 12-17 |Not Not No COVID-19 (n/a - TOZINAMERAN Not reported ICSR
10011714104 Professional |European |available |Years |Specified |Specified Unknown - Other [TOZINAMERAN] (S
Economic Medically Important |- COVID-19
Area Condition), immunisation - Not
applicable - [1d -
Drug ineffective (n/a |n/a - n/a - More in
- Unknown - Other  |ICSR])
Medically Important
Condition)
EU-EC- 25/02/2022 | Spontaneous |Healthcare |Non Not 12-17 |Not Male No Angina pectoris (n/a |COMIRNATY Not reported ICSR
10011714404 Professional |European |available |Years |Specified - Unknown - Other  |[TOZINAMERAN] (S
Economic Medically Important |- COVID-19
Area Condition), immunisation - Not
applicable - [1d -
Chest discomfort n/a-
(n/a - Intramuscular])
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
https://dap.ema.europa.eu/analytics/saw.dlI?Go 41/74
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Run Line Listing Report

Myocarditis (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Pulmonary valve
incompetence (n/a -
Unknown - Other
Medically Important
Condition),
Pyrexia (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Tricuspid valve
incompetence (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 25/02/2022 | Spontaneous |Non European |Not 12-17 |Not Female |No Dysmenorrhoea (n/a |COMIRNATY IRON [IRON] (C - n/a |ICSR
10011714536 Healthcare |Economic |available |Years |Specified - Not Recovered/Not |[TOZINAMERAN] (S |-n/a-),
Professional |Area Resolved - ) - Immunisation - n/a
-[n/a-n/a- [VITAMIN D] (C - n/a
Intramuscular]) -n/a-)
EU-EC- 25/02/2022 |Spontaneous |Non European |Not 12-17 |Not Female |No Intermenstrual COMIRNATY Not reported ICSR
10011714541 Healthcare |Economic |available |Years |Specified bleeding (n/a - Not |[TOZINAMERAN] (S
Professional |Area Recovered/Not - Immunisation - n/a
Resolved - ) -[n/a-n/a-
Intramuscular])
EU-EC- 25/02/2022 |Spontaneous |Non European |Not 12-17 |Not Female |No Menstrual disorder | COMIRNATY Not reported ICSR
10011715547 Healthcare |Economic |available |Years |Specified (n/a - Not [TOZINAMERAN] (S
Professional |Area Recovered/Not - Immunisation - n/a
Resolved - ), -[n/a-n/a-
Intramuscular])
Menstruation
irregular (n/a - Not
Recovered/Not
Resolved - ),
Vaccination site pain
(n/a -
Recovered/Resolved
-)
EU-EC- 25/02/2022 |Spontaneous |Non European |Not 12-17 |Adolescent |Male No Pericardial effusion  |COMIRNATY Not reported ICSR
10011715597 Healthcare |Economic |available |Years (n/a - Unknown - [TOZINAMERAN] (S
Professional |Area Other Medically - Immunisation - n/a
Important Condition) |- [n/a - 3{DF} -
n/a])
EU-EC- 25/02/2022 | Spontaneous |Healthcare |Non Not 12-17 |Not Male No Chest discomfort COMIRNATY Not reported ICSR
10011715710 Professional |European |available |Years |Specified (n/a - [TOZINAMERAN] (S
Economic Recovered/Resolved |- COVID-19
Area - Other Medically immunisation - Not
Important applicable - [1d -
Condition), .5mL -
Intramuscular])
Overdose (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 25/02/2022 | Spontaneous |Non Non Not 12-17 |Not Female |No Chest discomfort COMIRNATY Not reported ICSR
10011715714 Healthcare |European |available |Years |Specified (n/a - Unknown - [TOZINAMERAN] (S
Professional |Economic Other Medically - COVID-19
Area Important immunisation - Not
Condition), applicable - [1d -
n/a - n/a])
Chest pain (5d -
Recovered/Resolved
- Other Medically
Important
Condition),
Dizziness (4d -
Recovered/Resolved
- Other Medically
Important
Condition),
Headache (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Pyrexia (2d -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 25/02/2022 |Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Urticaria (1mo - COMIRNATY Not reported ICSR
10011715745 Professional |European |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Economic - Other Medically - COVID-19
Area Important Condition) |immunisation - Not
applicable - [n/a -
n/a-
Intramuscular])
EU-EC- 25/02/2022 |Spontaneous |Non European |Not 12-17 |Not Male No Pain in extremity COMIRNATY Not reported ICSR
10011715767 Healthcare |Economic |available |Years |Specified (n/a - Unknown - )  |[TOZINAMERAN] (S
Professional |Area - COVID-19
immunisation - Not
applicable - [n/a -
n/a-
Intramuscular])
https://dap.ema.europa.eu/analytics/saw.dlI?Go 42/74



30.11.2022 16.44

EU-EC- 25/02/2022

10011715771

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Run Line Listing Report

Male

No

Epistaxis (3d -
Recovered/Resolved

=)

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

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

[DIPHTHERIA
TOXOID, TETANUS
TOXOID,
ALUMINIUM,
PERTUSSIS TOXOID,
DIPHTHERIA
TOXOID, TETANUS
TOXOID, PERTUSSIS
TOXOID,
ALGELDRATE,
PERTUSSIS TOXOID
ADSORBED ON
ALUMINIUM
HYDROXIDE,
HYDRATED, TETANUS
TOXOID ADSORBED
ON ALUMINIUM
HYDROXIDE,
HYDRATED,
DIPHTHERIA TOXOID
ADSORBED ON
ALUMINIUM
HYDROXIDE,
HYDRATED,
ALGELDRATE] (C -
nfa-nfa-[1d-n/a-
n/a])

EU-EC-
10011715786

25/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

Not reported

EU-EC-
10011715800

25/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

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

Not reported

EU-EC-
10011715801

25/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

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

Vaginal haemorrhage
(n/a - Not
Recovered/Not
Resolved - )

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

Not reported

EU-EC-
10011715810

25/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

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

Not
available

12-17
Years

Not
Specified

Female

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

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

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

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

Not reported
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Run Line Listing Report

Condition),

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

EU-EC-
10011715815

25/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No

Epistaxis (n/a -
Recovered/Resolved

)

Fatigue (n/a -
Recovered/Resolved

-

Influenza like illness
(n/a -
Recovered/Resolved

=)

Pain in extremity
(n/a -
Recovered/Resolved

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

Not reported

ICSR

EU-EC-
10011715831

25/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No

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

Cough (n/a -
Unknown - ),

Nasopharyngitis (n/a
- Unknown - ),

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

Vaccination site pain
(63h -
Recovered/Resolved
-)

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

Not reported

EU-EC-
10011715839

25/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No

Axillary pain (n/a -
Recovered/Resolved

=)

Blood pressure
increased (n/a -
Recovered/Resolved

=)

Chest pain (n/a -
Recovered/Resolved

-

Dyspnoea (n/a -
Recovered/Resolved

=)

Hyperhidrosis (n/a -
Recovered/Resolved

=)

Malaise (n/a -
Recovered/Resolved

-)

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

Not reported

EU-EC-
10011715851

25/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No

Arthralgia (2d -
Recovered/Resolved
=)

Headache (2d -
Recovered/Resolved

-

Pain in extremity (2d

Recovered/Resolved

=)

Pyrexia (2d -
Recovered/Resolved
=)

Vomiting (2d -
Recovered/Resolved

-)

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

Not reported

EU-EC-
10011715852

25/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

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

Dyspnoea (3wk -
Recovered/Resolved
- Other Medically
Important
Condition),

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

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

Not reported

EU-EC- 25/02/2022

Spontaneous

Healthcare

European

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

Not

12-17

Female

Chills (n/a - Not

COMIRNATY

Not reported

44774
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10011715853

Professional

Economic
Area

available

Years

Specified

Run Line Listing Report

Recovered/Not
Resolved - ),

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

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

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

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

EU-EC-
10011715890

25/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

Chills (1d -
Recovered/Resolved

=)

Headache (1d -
Recovered/Resolved

-

Insomnia (1d -
Recovered/Resolved

)

Myalgia (1d -
Recovered/Resolved

=)

Nausea (1d -
Recovered/Resolved

-

Pyrexia (1d -
Recovered/Resolved

-)

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

Not reported

EU-EC-
10011715898

25/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

COMIRNATY
[TOZINAMERAN] (S
- COVID-19
immunisation - Not
applicable - [1d -
.5mL -
Intramuscular])

Not reported

EU-EC-
10011715906

25/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No

Chest discomfort
(14d -
Recovered/Resolved

-

Dizziness (12d -
Recovered/Resolved

=)

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

Palpitations (14d -
Recovered/Resolved
=)

Vomiting (12d -
Recovered/Resolved

-)

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

Not reported

EU-EC-
10011715907

25/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

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

Not
available

12-17
Years

Not
Specified

Female

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

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

Chest pain (n/a -
Recovering/Resolving

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

Not reported

ICSR

45/74
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Run Line Listing Report

- Caused/Prolonged
Hospitalisation),

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

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

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

N-terminal
prohormone brain
natriuretic peptide
increased (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

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

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

EU-EC-
10011715940

25/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No

Fatigue (n/a -
Unknown - ),

Feeling abnormal
(n/a - Unknown - ),

Formication (n/a -
Unknown - ),

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

Middle insomnia (n/a
- Unknown - ),

Somnambulism (n/a

Recovering/Resolving

=)

Staring (n/a -
Recovering/Resolving
=)

Terminal insomnia
(n/a -
Recovering/Resolving

-)

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

Not reported

EU-EC-
10011715941

25/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

Nasal obstruction
(n/a - Unknown - ),

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

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

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

Not reported

EU-EC-
10011715944

25/02/2022

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

Chest pain (n/a -
Unknown - ),

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

-

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

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

Not reported

46/74
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Left ventricular
hypertrophy (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Myocarditis (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),
Pyrexia (n/a -
Unknown - )
EU-EC- 25/02/2022 |Spontaneous |Healthcare |European |Not 12-17 |Not Male No Hypotonic- COMIRNATY Not reported ICSR
10011716031 Professional |Economic |available |Years |Specified hyporesponsive [TOZINAMERAN] (S
Area episode (n/a - -n/a-n/a-[nfa-
Unknown - ), n/a-
Intramuscular])
Loss of
consciousness (n/a -
Unknown - ),
Syncope (n/a -
Unknown -)
EU-EC- 25/02/2022 |Spontaneous |Non European |Not 12-17 |Not Male No Body temperature COMIRNATY Not reported ICSR
10011716847 Healthcare |Economic |available |Years |Specified increased (n/a - Not |[TOZINAMERAN] (S
Professional |Area Recovered/Not - COVID-19
Resolved - Other immunisation - n/a -
Medically Important |[n/a - .03mg -
Condition), Intramuscular])
Chest pain (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 25/02/2022 | Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Intermenstrual COMIRNATY Not reported ICSR
10011716989 Healthcare |Economic |available |Years bleeding (n/a - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- n/a-n/a-[n/a-
With Sequelae - ), n/a - n/a])
Menstrual disorder
(n/a -
Recovered/Resolved
With Sequelae - )
EU-EC- 25/02/2022 |Spontaneous |Healthcare |European |Not 12-17 |Not Male No Lymph node pain COMIRNATY Not reported ICSR
10011717047 Professional |Economic |available |Years |Specified (n/a - Unknown - ), |[TOZINAMERAN] (S
Area -n/a-n/a-[n/a-
Pyrexia (n/a - n/a-
Unknown - ), Intramuscular])
Vaccination site
reaction (n/a -
Unknown - )
EU-EC- 25/02/2022 |Spontaneous |Non European |Not 12-17 |Not Female |No Heavy menstrual COMIRNATY Not reported ICSR
10011717210 Healthcare |Economic |available |Years |Specified bleeding (n/a - Not |[TOZINAMERAN] (S
Professional |Area Recovered/Not - COVID-19
Resolved - ), immunisation - Not
applicable - [n/a -
Menstruation 1{DF} - n/a])
irregular (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 25/02/2022 | Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Overdose (n/a - COMIRNATY Not reported ICSR
10011717259 Professional |European |available |Years |Specified Unknown - Other [TOZINAMERAN] (S
Economic Medically Important |- COVID-19
Area Condition), immunisation - Not
applicable - [1d -
Palpitations (n/a - .5mL -
Unknown - Other Intramuscular])
Medically Important
Condition)
EU-EC- 25/02/2022 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Chest discomfort COMIRNATY Not reported ICSR
10011717260 Professional |European |available |Years |Specified (n/a - [TOZINAMERAN] (S
Economic Recovering/Resolving |- COVID-19
Area =) immunisation - Not
applicable - [1d -
Chest pain (n/a - n/a-
Recovering/Resolving | Intramuscular])
- Caused/Prolonged
Hospitalisation),
Myocarditis (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation,
Other Medically
Important Condition)
EU-EC- 25/02/2022 |Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Dizziness (n/a - COMIRNATY Not reported ICSR
10011717261 Professional |European |available |Years |Specified Recovering/Resolving |[TOZINAMERAN] (S
Economic - Other Medically - COVID-19
Area Important immunisation - Not
Condition), applicable - [1d -
.3mL -
Heart rate increased |Intramuscular])
(n/a - Unknown - ),
Pyrexia (n/a -
Recovering/Resolving
- Other Medically
Important Condition)
https://dap.ema.europa.eu/analytics/saw.dlI?Go 47/74
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EU-EC-
10011717284

25/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Run Line Listing Report

Not
Specified

Male

No

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

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

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

Not reported

EU-EC-
10011717294

25/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

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

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

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

Not reported

EU-EC-
10011717319

25/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No

Hypotonia (n/a -
Unknown - ),

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

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

Not reported

EU-EC-
10011718902

25/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

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

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

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

Not reported

—
(9}
(2]
yel

EU-EC-
10011719405

25/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

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

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

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

ANTICONCEPTIEPIL
[NOT AVAILABLE] (C
-n/fa-nfa-[n/a-
n/a - n/a])

,_.
(o}
(2]
ye)

EU-EC-
10011719569

25/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No

Chest discomfort
(n/a -
Recovering/Resolving
- Life Threatening),

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

Confusional state
(n/a -
Recovering/Resolving
- Life Threatening),

Hypothermia (n/a -
Recovering/Resolving
- Life Threatening,
Other Medically
Important
Condition),

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

Palpitations (n/a -
Recovering/Resolving
- Life Threatening),

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

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

Not reported

H
|n
(93]
bl

EU-EC-

25/02/2022

Spontaneous

Healthcare

Non

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

Not

12-17

Male

No

Myocarditis (n/a -

COMIRNATY

Not reported
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10011719575 Professional |European |available |Years |Specified Recovering/Resolving |[TOZINAMERAN] (S
Economic - Caused/Prolonged |- COVID-19
Area Hospitalisation, immunisation - Not
Other Medically applicable - [1d -
Important Condition) |n/a -
Intramuscular])
EU-EC- 25/02/2022 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Blood pressure COMIRNATY Not reported ICSR
10011719576 Professional |European |available |Years |Specified systolic increased [TOZINAMERAN] (S
Economic (n/a - Unknown - ), |- COVID-19
Area immunisation - Not
Chest discomfort applicable - [1d -
(15d - n/a - n/al)
Recovered/Resolved
- Other Medically
Important
Condition),
Nausea (15d -
Recovered/Resolved
- Other Medically
Important
Condition),
Vomiting (15d -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 25/02/2022 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Chest discomfort COMIRNATY Not reported ICSR
10011719579 Professional |European |available |Years |Specified (13d - [TOZINAMERAN] (S
Economic Recovered/Resolved |- COVID-19
Area - Other Medically immunisation - Not
Important applicable - [1d -
Condition), .5mL -
Intramuscular])
Overdose (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 25/02/2022 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Dizziness (n/a - Not |COMIRNATY Not reported ICSR
10011719580 Professional |European |available |Years |Specified Recovered/Not [TOZINAMERAN] (S
Economic Resolved - Other - COVID-19
Area Medically Important |immunisation - Not
Condition), applicable - [1d -
.5mL -
Hypoaesthesia (n/a - |Intramuscular])
Not Recovered/Not
Resolved - Other
Medically Important
Condition),
Nausea (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Overdose (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 25/02/2022 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Back pain (2d - COMIRNATY Not reported ICSR
10011719584 Professional |European |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Economic =) - COVID-19
Area immunisation - Not
Chills (2d - applicable - [1d -
Recovered/Resolved |n/a - n/a])
=)
Inappropriate
schedule of product
administration (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Myocarditis (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),
Nasopharyngitis (2d
Recovered/Resolved
=)
Pyrexia (2d -
Recovered/Resolved
-)
EU-EC- 25/02/2022 | Spontaneous |Non European |Not 12-17 |Not Male No Axillary pain (n/a- |COMIRNATY Not reported ICSR
10011719683 Healthcare |Economic |available |Years |Specified Not Recovered/Not | [TOZINAMERAN] (S
Professional |Area Resolved - - COVID-19
Disabling), immunisation - Not
applicable - [n/a -
Fatigue (n/a - Not n/a - n/a])
Recovered/Not
Resolved -
Disabling),
Headache (n/a - Not
Recovered/Not
Resolved -
Disabling),
https://dap.ema.europa.eu/analytics/saw.dlI?Go 49/74
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Injection site
reaction (n/a - Not
Recovered/Not
Resolved -
Disabling),
Malaise (n/a - Not
Recovered/Not
Resolved - Disabling)
EU-EC- 25/02/2022 |Spontaneous |Non European |Not 12-17 |Adolescent |Male No Arrhythmia (n/a - COMIRNATY Not reported ICSR
10011719786 Healthcare |Economic |available |Years Recovering/Resolving |[TOZINAMERAN] (S
Professional |Area -) - Immunisation - n/a
- [n/a - n/a - n/a])
EU-EC- 25/02/2022 |Spontaneous |Non European |Not 12-17 |Not Female |No Chest pain (n/a - COMIRNATY Not reported ICSR
10011719845 Healthcare |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area - Disabling), - COvVID-19
immunisation - Not
Headache (n/a - applicable - [n/a -
Recovering/Resolving |n/a - n/a])
- Disabling),
Malaise (n/a -
Recovering/Resolving
- Disabling),
Pain in extremity
(n/a -
Recovering/Resolving
- Disabling),
Pyrexia (n/a -
Recovering/Resolving
- Disabling)
EU-EC- 25/02/2022 |Spontaneous |Non European |Not 12-17 |Not Female |No Dysmenorrhoea (n/a |COMIRNATY Not reported ICSR
10011720230 Healthcare |Economic |available |Years |Specified - Not Recovered/Not |[TOZINAMERAN] (S
Professional |Area Resolved - ), - COVID-19
immunisation - Not
Intermenstrual applicable - [n/a -
bleeding (n/a - Not |1{DF} - n/a])
Recovered/Not
Resolved - )
EU-EC- 25/02/2022 |Spontaneous |Non European |Not 12-17 |Not Female |No Headache (n/a - COMIRNATY [DYDROGESTERONE] |ICSR
10011720360 Healthcare |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S |(C - Polymenorrhoea -
Professional |Area =) - COVID-19 n/a-[8d-n/a-
immunisation - Not |Oral])
Pain in extremity applicable - [n/a -
(n/a - n/a-
Recovered/Resolved |Intramuscular])
EU-EC- 25/02/2022 |Spontaneous |Non European |Not 12-17 |Not Female |No Menstruation COMIRNATY Not reported ICSR
10011720837 Healthcare |Economic |available |Years |Specified irregular (n/a - Not |[TOZINAMERAN] (S
Professional |Area Recovered/Not - Immunisation - n/a
Resolved - ), -[n/a-n/a-
Intramuscular])
Polymenorrhoea (n/a
- Unknown - )
EU-EC- 25/02/2022 | Spontaneous |Non Non Not 12-17 |Not Female |No Dizziness (n/a - Not |COMIRNATY Not reported ICSR
10011720984 Healthcare |European |available |Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional |Economic Resolved - Disabling, |- COVID-19
Area Other Medically immunisation - Not
Important Condition) |applicable - [1d -
n/a - n/a])
EU-EC- 25/02/2022 |Spontaneous |Healthcare |European |Not 12-17 |Not Male No Arthralgia (2d - COMIRNATY Not reported ICSR
10011721079 Professional |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Area =) - COvVID-19
immunisation - Not
Pain in extremity (2d |applicable - [1d -
- n/a - n/a])
Recovered/Resolved
=)
Pyrexia (2d -
Recovered/Resolved
-)
EU-EC- 25/02/2022 | Spontaneous |Non European |Not 12-17 |Not Female |No Amenorrhoea (n/a - |COMIRNATY NOT AVAILABLE (C- |ICSR
10011721132 Healthcare |Economic |available |Years |Specified Not Recovered/Not |[TOZINAMERAN] (S |n/a-n/a-[n/a-n/a
Professional |Area Resolved - ) - COVID-19 - n/a])
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 25/02/2022 | Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Male No Myocarditis (n/a - COMIRNATY Not reported ICSR
10011721374 Professional |Economic |available |Years Recovering/Resolving |[TOZINAMERAN] (S
Area - Caused/Prolonged |- COVID-19
Hospitalisation) immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 25/02/2022 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |[Female |No Headache (6mo - COMIRNATY Not reported ICSR
10011721399 Professional |Economic |available |Years Not Recovered/Not | [TOZINAMERAN] (S
Area Resolved - ), - COVID-19
immunisation - n/a -
Hypertension (6émo - |[1d - 1{DF} -
Not Recovered/Not | Intramuscular])
Resolved - Other
Medically Important
Condition)
EU-EC- 25/02/2022 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Dysmenorrhoea (n/a |COMIRNATY Not reported ICSR
10011721432 Professional |Economic |available |Years - Not Recovered/Not |[TOZINAMERAN] (S
Area Resolved - Other - COVID-19
Medically Important |immunisation - n/a -
Condition) [n/a - 1{DF} -
Intramuscular])
https://dap.ema.europa.eu/analytics/saw.dlI?Go 50/74
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EU-EC- 25/02/2022 |Spontaneous |Healthcare |European |Not 12-17 |Not Female |No Cardiac discomfort | COMIRNATY Not reported ICSR
10011721448 Professional |Economic |available |Years |Specified (n/a - [TOZINAMERAN] (S
Area Recovered/Resolved |- COVID-19
- Other Medically immunisation - n/a -
Important [1d - n/a -
Condition), Intramuscular])
Chest pain (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),
Malaise (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),
Palpitations (n/a -
Recovered/Resolved
=)
Vertigo (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),
Vomiting (n/a -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 25/02/2022 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Polymenorrhoea (n/a | COMIRNATY Not reported ICSR
10011721678 Professional |Economic |available |Years - Unknown -) [TOZINAMERAN] (S
Area - COVID-19
immunisation - n/a -
[1d - 1{DF} -
Intramuscular])
EU-EC- 25/02/2022 |Spontaneous |Non European |Not 12-17 |Adolescent Male No Ageusia (n/a - Not  |COMIRNATY Not reported ICSR
10011721699 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ) - CovID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 25/02/2022 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Dyspnoea (2h - COMIRNATY Not reported ICSR
10011721835 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area =) - COVID-19
immunisation - n/a -
Headache (n/a - [1d - .3mL -
Recovered/Resolved |Intramuscular])
=)
Hypertension (n/a -
Recovering/Resolving
=)
Nausea (n/a -
Recovered/Resolved
=)
Tachycardia (n/a -
Recovering/Resolving
EU-EC- 25/02/2022 | Spontaneous |Non European |Not 12-17 |Adult Male No Food allergy (n/fa- |COMIRNATY Not reported ICSR
10011722051 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area =) - COVID-19
immunisation - Not
Tongue geographic |applicable - [n/a -
(n/a - Not 1{DF} -
Recovered/Not Intramuscular])
Resolved - )
EU-EC- 25/02/2022 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Palpitations (n/a - COMIRNATY Not reported ICSR
10011722199 Professional |European |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Economic - Other Medically - COVID-19
Area Important Condition) |immunisation - Not
applicable - [1d -
n/a - Unknown])
EU-EC- 25/02/2022 | Spontaneous |Healthcare |Non Not 12-17 |Not Male No Chest pain (n/a - COMIRNATY Not reported ICSR
10011722201 Professional |European |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Economic - Caused/Prolonged |- COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d -
Inappropriate n/a-
schedule of product |Intramuscular])
administration (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Myocarditis (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)
EU-EC- 25/02/2022 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Angina pectoris (n/a |COMIRNATY Not reported ICSR
10011722472 Professional |European |available |Years |Specified - Unknown - [TOZINAMERAN] (S
Economic Caused/Prolonged - COVID-19
Area Hospitalisation, immunisation - Not
Other Medically applicable - [1d -
Important 3mL -
Condition), Intramuscular])
Carditis (n/a -
https://dap.ema.europa.eu/analytics/saw.dlI?Go 51/74
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Recovering/Resolving
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

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

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

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

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

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

EU-EC-
10011722492

25/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

Infectious
mononucleosis (n/a -
Recovered/Resolved

-)

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

Not reported

—
(o}
(2]
pel

EU-EC-
10011722617

25/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

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

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

Not reported

,_.
9]
9]
P

EU-EC-
10011722628

25/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

Yes

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

Visual field defect
(id -
Recovered/Resolved
- Other Medically
Important
Condition),

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

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

Not reported

EU-EC-
10011722639

25/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

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

COMIRNATY
[TOZINAMERAN] (S
- COVID-19
immunisation - Not
applicable - [1d -
5SmL -
Intramuscular])

Not reported

ICSR

EU-EC-
10011723187

25/02/2022

Spontaneous

Non
Healthcare

European
Economic

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

Not
available

12-17
Years

Not
Specified

Female

Heart rate increased
(n/a - Not

COMIRNATY
[TOZINAMERAN] (S

Not reported

52/74
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Professional |Area Recovered/Not - COVID-19
Resolved - Other immunisation - Not
Medically Important |applicable - [n/a -
Condition), n/a - n/a])
Paraesthesia (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition),
Vision blurred (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 25/02/2022 |Spontaneous |Non European |Not 12-17 |Not Female |No Polymenorrhoea (n/a | COMIRNATY Not reported ICSR
10011723390 Healthcare |Economic |available |Years |Specified - Unknown -) [TOZINAMERAN] (S
Professional |Area - COVID-19
immunisation - Not
applicable - [n/a -
n/a - n/a])
EU-EC- 25/02/2022 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Menarche (4d - COMIRNATY Not reported ICSR
10011724502 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -) - COVID-19
immunisation - Not
applicable - [1d -
n/a - n/a])
EU-EC- 25/02/2022 | Spontaneous |Non Non Not 12-17 |Not Female |No COVID-19 (n/a - TOZINAMERAN [LEVOTHYROXINE ICSR
10011725085 Healthcare |European |available |Years |Specified Recovering/Resolving |[TOZINAMERAN] (S |SODIUM] (C - n/a -
Professional |Economic - Other Medically - COVID-19 n/a-[n/a-175mg -
Area Important immunisation - Not |n/a])
Condition), applicable - [1d -
n/a - n/a])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 25/02/2022 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Dizziness (n/a - COMIRNATY Not reported ICSR
10011725152 Professional |European |available |Years |Specified Recovering/Resolving | [ TOZINAMERAN] (S
Economic - Other Medically - COvVID-19
Area Important immunisation - Not
Condition), applicable - [1d -
n/a-
Pyrexia (n/a - Intramuscular])
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 24/02/2022 |Spontaneous |Healthcare |European |Not 12-17 |Not Male No Axillary pain (n/a- |COMIRNATY Not reported ICSR
10011699327 Professional |Economic |available |Years |Specified Not Recovered/Not | [TOZINAMERAN] (S
Area Resolved - ), - COVID-19
prophylaxis - n/a -
Lymphadenopathy [n/a - 1{DF} -
(n/a - Not Intramuscular])
Recovered/Not
Resolved - ),
Pain in extremity
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 24/02/2022 |Spontaneous |Non European |Not 12-17 |Not Male No Abdominal pain (n/a |COMIRNATY Not reported ICSR
10011699780 Healthcare |Economic |available |Years |Specified - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- COVID-19
- Caused/Prolonged |immunisation - Not
Hospitalisation), applicable - [n/a -
1{DF} -
Dysentery (n/a - Intramuscular])
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Vomiting (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)
EU-EC- 24/02/2022 | Spontaneous |Non European |Not 12-17 |Not Male No Headache (n/a - COMIRNATY Not reported ICSR
10011699782 Healthcare |Economic |available |Years |Specified Recovering/Resolving |[TOZINAMERAN] (S
Professional |Area - Caused/Prolonged |- COVID-19
Hospitalisation), immunisation - Not
applicable - [n/a -
Nausea (n/a - 1{DF} -
Recovering/Resolving | Intramuscular])
- Caused/Prolonged
Hospitalisation),
Syncope (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 24/02/2022 |Spontaneous |Non European |Not 12-17 |Not Male No Myocarditis (n/a - COMIRNATY Not reported ICSR
10011699946 Healthcare |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area With Sequelae - - COVID-19
Caused/Prolonged immunisation - Not
Hospitalisation) applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 24/02/2022 |Spontaneous |Healthcare |European |Not 12-17 |Not Male No Lymphadenopathy COMIRNATY Not reported ICSR
10011699981 Professional |Economic |available |Years |Specified (n/a - Not [TOZINAMERAN] (S
Area Recovered/Not - COVID-19 - Not
Resolved - ), applicable - [n/a -
30ug -
Pain in extremity Intramuscular])
(n/a - Not
https://dap.ema.europa.eu/analytics/saw.dlI?Go 53/74
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Recovered/Not
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 24/02/2022 |Spontaneous |Healthcare |European |Not 12-17 |Not Male No Arthralgia (n/a - Not |COMIRNATY Not reported ICSR
10011699984 Professional |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN] (S
Area Resolved - ), - COVID-19 - Not
applicable - [n/a -
Asthenia (n/a - Not  |30ug -
Recovered/Not Intramuscular])
Resolved - ),
Diarrhoea (n/a - Not
Recovered/Not
Resolved - ),
Myalgia (n/a - Not
Recovered/Not
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 24/02/2022 |Spontaneous |Healthcare |European |Not 12-17 |Not Female |No Diarrhoea (14d - COMIRNATY Not reported ICSR
10011700032 Professional |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Area - Caused/Prolonged |- COVID-19
Hospitalisation), immunisation - n/a -
[n/a-n/a-
Pyrexia (14d - Intramuscular])
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Vomiting (14d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Weight decreased
(14d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)
EU-EC- 24/02/2022 | Spontaneous |Non European |Not 12-17 |Not Female |No Headache (1d - COMIRNATY Not reported ICSR
10011700044 Healthcare |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area =) - COVID-19
immunisation - n/a -
Pain in extremity (1d |[n/a - 30ug -
- Intramuscular])
Recovered/Resolved
-)
EU-EC- 24/02/2022 |Spontaneous |Non European |Not 12-17 |Not Female |No Headache (1d - COMIRNATY Not reported ICSR
10011700064 Healthcare |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area =) - COVID-19
immunisation - n/a -
Pain in extremity (1d |[n/a - 30ug -
- Intramuscular])
Recovered/Resolved
EU-EC- 24/02/2022 |Spontaneous |Non European |Not 12-17 |Not Male No Accessory spleen COMIRNATY Not reported ICSR
10011700073 Healthcare |Economic |available |Years |Specified (n/a - Not [TOZINAMERAN] (S
Professional |Area Recovered/Not - COVID-19
Resolved - ), immunisation - n/a -
[n/a-.3mL-
Headache (n/a - Not |Intramuscular])
Recovered/Not
Resolved - ),
Lymphadenopathy
(n/a - Not
Recovered/Not
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - ),
Splenomegaly (n/a -
Not Recovered/Not
Resolved - )
EU-EC- 24/02/2022 |Spontaneous |Non European |Not 12-17 |Adolescent Male No Fatigue (93d - COMIRNATY Not reported ICSR
10011700288 Healthcare |Economic |available |Years Recovering/Resolving |[TOZINAMERAN] (S
Professional |Area - Caused/Prolonged |- Immunisation - n/a
Hospitalisation), - [n/a-n/a-n/al)
Myocarditis (93d -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 24/02/2022 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Rash (163d - Not COMIRNATY Not reported ICSR
10011700290 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ) - Immunisation - n/a
- [n/a - n/a - n/al)
EU-EC- 24/02/2022 |Spontaneous |Non European |Not 12-17 |Adolescent |Male No Myalgia (n/a - Not ~ |COMIRNATY Not reported ICSR
10011700296 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - - Immunisation - n/a
Caused/Prolonged - [n/a - n/a-n/a])
Hospitalisation)
EU-EC- 24/02/2022 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Fatigue (48d - Not COMIRNATY Not reported ICSR
10011700297 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), - Immunisation - n/a
- [n/a-n/a-n/a)])
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Headache (48d - Not
Recovered/Not
Resolved - ),

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

Paraesthesia (42d -
Not Recovered/Not
Resolved - )

EU-EC-
10011700299

24/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

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

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

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

Not reported

—
(2]
|

EU-EC-
10011700300

24/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

Paraesthesia (30d -
Not Recovered/Not
Resolved - )

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

Not reported

—
(92}
yel

EU-EC-
10011700309

24/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Anaphylactic reaction
(2d - Unknown -
Other Medically
Important
Condition),

Eye swelling (2d -
Unknown - Other
Medically Important
Condition)

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

Not reported

=
(2]
pel

EU-EC-
10011700310

24/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

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

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

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

Not reported

—
(2]
ye)

EU-EC-
10011700311

24/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Dyspnoea (7d -
Recovered/Resolved
With Sequelae -
Caused/Prolonged
Hospitalisation),

Myocarditis (7d -
Recovered/Resolved
With Sequelae -
Caused/Prolonged
Hospitalisation)

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

Not reported

—
(2]
0

EU-EC-
10011700314

24/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

Facial paralysis (232d

Recovered/Resolved
With Sequelae -
Caused/Prolonged
Hospitalisation)

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

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

Not reported

—
(2]
pel

EU-EC-
10011700315

24/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Fatigue (93d -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Myocarditis (93d -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)

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

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

Not reported

—
(2]
p)

EU-EC-
10011700316

24/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

Circulatory collapse
Recovered/Resolved
- Other Medically
Important
Condition),

Headache (1d -
Recovered/Resolved

=)

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

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

Not reported

EU-EC-
10011700323

24/02/2022

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 (73d -
Recovered/Resolved
With Sequelae -
Caused/Prolonged
Hospitalisation),

Dyspnoea (73d -
Recovered/Resolved
With Sequelae -
Caused/Prolonged
Hospitalisation),

Syncope (73d -
Recovered/Resolved
With Sequelae -
Caused/Prolonged
Hospitalisation),

Tachycardia (73d -
Recovered/Resolved
With Sequelae -

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

Not reported

=
(2]
pel
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Caused/Prolonged
Hospitalisation)

EU-EC-
10011700325

24/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

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

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

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

Not reported

—
(2]
|

EU-EC-
10011700327

24/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

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

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

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

Not reported

=
(2]
pel

EU-EC-
10011700332

24/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

Influenza (2d -
Recovering/Resolving

)

Pyrexia (1d -
Recovering/Resolving

r

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

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

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

Not reported

,_.
9]
9]
Pl

EU-EC-
10011700333

24/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

Chills (0d -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

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

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

Influenza (1d -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Influenza like illness
(2d -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Nausea (0d -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Pyrexia (1d -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Vomiting (0d -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)

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

Not reported

—
(2]
0

EU-EC-
10011700834

24/02/2022

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

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

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

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

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

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

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

Tremor (2d -
Recovered/Resolved

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

Not reported
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- Other Medically
Important Condition)
EU-EC- 24/02/2022 | Spontaneous |Healthcare |Non Not 12-17 |Not Male No Myocarditis (n/a - COMIRNATY Not reported ICSR
10011701123 Professional |European |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Economic - Caused/Prolonged |- COVID-19
Area Hospitalisation) immunisation - Not
applicable - [1d -
n/a - Unknown])
EU-EC- 24/02/2022 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Male No Bedridden (n/a - Not |COMIRNATY Not reported ICSR
10011701398 Professional |Economic |available |Years Recovered/Not [TOZINAMERAN] (S
Area Resolved - - COVID-19
Caused/Prolonged immunisation - n/a -
Hospitalisation), [n/a - 1{DF} -
Intramuscular])
Chronic fatigue
syndrome (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Fatigue (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Herpes zoster (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),
Myocarditis (n/a -
Recovered/Resolved
- Life Threatening,
Caused/Prolonged
Hospitalisation),
Postural orthostatic
tachycardia
syndrome (n/a - Not
Recovered/Not
Resolved - Life
Threatening,
Caused/Prolonged
Hospitalisation),
Tinnitus (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Troponin increased
(n/a -
Recovered/Resolved
- Life Threatening,
Caused/Prolonged
Hospitalisation)
EU-EC- 24/02/2022 |Spontaneous |Healthcare |European |Not 12-17 |Not Female |No Arthralgia (n/a - COMIRNATY Not reported ICSR
10011702054 Professional |Economic |available |Years |Specified Unknown - ), [TOZINAMERAN] (S
Area -n/fa-nfa-[n/a-
Oedema peripheral |n/a -
(n/a - Unknown - ), |Intramuscular])
Pain in extremity
(n/a - Unknown - ),
Petechiae (n/a -
Unknown - )
EU-EC- 24/02/2022 |Spontaneous |Healthcare |European |Not 12-17 |Not Female |No Hypotonic- COMIRNATY Not reported ICSR
10011702228 Professional |Economic |available |Years |Specified hyporesponsive [TOZINAMERAN] (S
Area episode (n/a - -n/a-n/a-[nfa-
Unknown - ), n/a-
Intramuscular])
Syncope (n/a -
Unknown - )
EU-EC- 24/02/2022 |Spontaneous |Healthcare |European |Not 12-17 |Not Male No Hypotonic- COMIRNATY Not reported ICSR
10011702299 Professional |Economic |available |Years |Specified hyporesponsive [TOZINAMERAN] (S
Area episode (n/a - -n/a-n/a-[nfa-
Unknown - ), n/a-
Intramuscular])
Syncope (n/a -
Unknown - )
EU-EC- 24/02/2022 | Spontaneous |Non European |Not 12-17 |Adolescent |[Female |No Lymphadenopathy | COMIRNATY Not reported ICSR
10011702395 Healthcare |Economic |available |Years (4d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
-) - [n/a - n/a - n/a])
EU-EC- 24/02/2022 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Myocarditis (n/a - COMIRNATY Not reported ICSR
10011702451 Professional |European |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Economic - Caused/Prolonged |- COVID-19
Area Hospitalisation) immunisation - Not
applicable - [1d -
n/a - Unknown])
EU-EC- 24/02/2022 |Spontaneous |Non Non Not 12-17 |Not Male Yes  |Body temperature  |COMIRNATY Not reported ICSR
10011702538 Healthcare |European |available |Years |Specified increased (n/a - Not |[TOZINAMERAN] (S
Professional |Economic Recovered/Not - COVID-19
Area Resolved - Other immunisation - Not
Medically Important |applicable - [1d -
Condition), n/a - n/a])
Influenza like illness
(n/a - Not
https://dap.ema.europa.eu/analytics/saw.dlI?Go 57174
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Recovered/Not
Resolved - Other
Medically Important
Condition),

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

EU-EC-
10011702565

24/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No

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

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

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

Not reported

—
(92}
el

EU-EC-
10011702584

24/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

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

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

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

Not reported

—
{92}
ye)

EU-EC-
10011702665

24/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

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

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

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

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

Not reported

—
(2]
pe)

EU-EC-
10011702667

24/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

Yes

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

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

Somnolence (n/a -
Unknown - )

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

Not reported

=
(@}
(2]
pel

EU-EC-
10011702673

24/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

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

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

Not reported

—
(2]
pel

EU-EC-
10011703250

24/02/2022

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

Arthralgia (n/a -
Recovering/Resolving

-

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

Blood pressure
decreased (n/a -
Recovering/Resolving

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

IRON [IRON] (C - n/a
-n/a-[nfa-nfa-
n/al),

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

Headache (n/a -
Recovering/Resolving

=)

Loss of personal
independence in
daily activities (n/a -
Recovering/Resolving

-

Myalgia (n/a -
Recovering/Resolving

=)

Presyncope (n/a -
Recovering/Resolving

=)

Sensory loss (1d -
Recovering/Resolving

-)

EU-EC-
10011703823

24/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adult

Female

No

Chills (n/a -
Recovered/Resolved

-

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

Fatigue (n/a -
Recovered/Resolved

-

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

Myalgia (n/a -
Recovered/Resolved

-)

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

Not reported

—
(2]
pel

EU-EC-
10011704157

24/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adult

Female

No

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

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

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

Not reported

=
(2]
|0

EU-EC-
10011704458

24/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

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

Pityriasis rosea (n/a -
Not Recovered/Not
Resolved - )

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

n/a - n/a])

Not reported

,_.
(2]
0

EU-EC-
10011705887

24/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

Not reported

,_.
(2]
0

EU-EC-
10011705910

24/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

Limb discomfort (n/a
- Unknown - ),

Malaise (n/a -
Unknown - ),

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

Paraesthesia (n/a -
Unknown - )

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

Not reported

ICSR

EU-EC-
10011706507

24/02/2022

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

Decreased immune
responsiveness (n/a
- Unknown - ),

Monocyte count
increased (n/a -
Unknown - ),

Neutrophil count
abnormal (n/a -
Unknown - ),

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

Onychomycosis (n/a
- Unknown - ),

Pruritus (n/a -
Recovering/Resolving
- Other Medically
Important

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

Not reported

,_.
19}
(9%}
P
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Condition),

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

Skin exfoliation (n/a
- Unknown - ),

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

EU-EC-
10011707075

24/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

Asthenia (n/a -
Recovered/Resolved

=)

Headache (n/a -
Recovered/Resolved
=)

Visual impairment
(n/a -
Recovered/Resolved

-)

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

Not reported

,_.
9]
9]
Pl

EU-EC-
10011707090

24/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No

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

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

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

Not reported

EU-EC-
10011707091

24/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

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

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

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

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

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

Not reported

EU-EC-
10011707094

24/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

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

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

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

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

Pain in extremity
(n/a-
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

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

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

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

Not reported

EU-EC-
10011707101

24/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

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

Not
available

12-17
Years

Not
Specified

Male

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

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

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

Not reported
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Medically Important
Condition),

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

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

EU-EC-
10011707379

24/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No

Fatigue (1d -
Recovered/Resolved

=)

Malaise (1d -
Recovered/Resolved

-)

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

Not reported

EU-EC-
10011707380

24/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No

Malaise (2d -
Recovered/Resolved

=)

Nausea (0d -
Recovered/Resolved

=)

Pyrexia (2d -
Recovered/Resolved

-)

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

n/a - n/al)

Not reported

,_.
)
{92}
ye)

EU-EC-
10011707513

24/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

Not reported

EU-EC-
10011707523

24/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No

Abdominal pain
lower (n/a - Not
Recovered/Not

Resolved - ),

Anxiety (n/a -
Unknown - ),

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

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

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

Malaise (n/a -
Unknown - ),

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

Stress (n/a -
Unknown - ),

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

Vomiting (n/a -
Unknown - )

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

[METHYLPHENIDATE
HYDROCHLORIDE] (C
- Attention deficit
hyperactivity disorder
-n/a-[n/a-30mg -
n/a])

EU-EC-
10011707533

24/02/2022

Spontaneous

Healthcare
Professional

Non
European

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

Not
available

12-17
Years

Not
Specified

Female

Yes

Chest discomfort (1d

COMIRNATY
[TOZINAMERAN] (S

Not reported
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Economic Recovered/Resolved |- COVID-19
Area =) immunisation - Not
applicable - [1d -
Dizziness (n/a - n/a - n/a])
Recovered/Resolved
=)
Dyspnoea (1d -
Recovered/Resolved
=)
Feeling abnormal
(n/a -
Recovered/Resolved
=)
Lethargy (n/a -
Recovered/Resolved
=),
Malaise (n/a -
Recovered/Resolved
=)
Pain in extremity
(n/a -
Recovered/Resolved
=)
Syncope (n/a -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 24/02/2022 |Spontaneous |Non Non Not 12-17 |Not Male No Dyspnoea (n/a - COMIRNATY Not reported ICSR
10011707898 Healthcare |European |available |Years |Specified Fatal - Results in [TOZINAMERAN] (S
Professional |Economic Death), - COVID-19
Area immunisation - Not
Gait inability (n/a -  |applicable - [n/a -
Fatal - Results in n/a - n/al)
Death),
Hypoaesthesia (n/a -
Fatal - Results in
Death),
Pain in extremity
(n/a - Fatal - Results
in Death),
Shock (n/a - Fatal -
Results in Death)
EU-EC- 24/02/2022 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Male No Myocarditis (3d - COMIRNATY Not reported ICSR
10011708171 Professional |Economic |available |Years Recovering/Resolving |[TOZINAMERAN] (S
Area - Caused/Prolonged |- COVID-19
Hospitalisation) immunisation - n/a -
[n/a - 1{DF} -
Intramuscular])
EU-EC- 24/02/2022 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Dysmenorrhoea (n/a |COMIRNATY Not reported ICSR
10011708198 Healthcare |Economic |available |Years - Not Recovered/Not |[TOZINAMERAN] (S
Professional |Area Resolved - Other - COVID-19
Medically Important |immunisation - Drug
Condition) withdrawn - [1d -
1{DF} -
Intramuscular])
EU-EC- 24/02/2022 |Spontaneous |Non European |Not 12-17 |Adolescent |Male No Chest pain (100min - | COMIRNATY Not reported ICSR
10011708202 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area - Caused/Prolonged |- COVID-19
Hospitalisation) immunisation - n/a -
[n/a-n/a-
Intramuscular])
EU-EC- 24/02/2022 |Spontaneous |Non European |Not 12-17 |Not Female |No Heavy menstrual COMIRNATY Not reported ICSR
10011708352 Healthcare |Economic |available |Years |Specified bleeding (n/a - Not |[TOZINAMERAN] (S
Professional |Area Recovered/Not - COVID-19
Resolved - ), immunisation - Not
applicable - [n/a -
Muscle spasms 1{DF} - n/a])
(15min -
Recovered/Resolved
=)
Tremor (1h -
Recovered/Resolved
-)
EU-EC- 24/02/2022 |Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Acute respiratory COMIRNATY Not reported ICSR
10011708631 Professional |European |available |Years |Specified failure (n/a - [TOZINAMERAN] (S
Economic Unknown - Other - COVID-19
Area Medically Important |immunisation - Not
Condition), applicable - [1d -
n/a - n/a])
Dyspnoea (n/a -
Fatal - Results in
Death),
Hypoxic-ischaemic
encephalopathy (n/a
- Unknown - Other
Medically Important
Condition),
Obesity (n/a -
Unknown - ),
Pneumonia (n/a -
Unknown - Other
https://dap.ema.europa.eu/analytics/saw.dlI?Go 62/74
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Medically Important
Condition)

EU-EC-
10011708645

24/02/2022

Spontaneous

Non
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),

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

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

[ISOTRETINOIN] (C -
Acne - n/a - [n/a -
30mg - n/al)

EU-EC-
10011709178

24/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Child

Female

No

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

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

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

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

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

Not reported

H
|n
(2]
b

EU-EC-
10011710159

24/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No

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

Lymphadenopathy
(7d -
Recovered/Resolved
- Other Medically
Important Condition)

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

Not reported

EU-EC-
10011710357

24/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

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

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

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

Not reported

EU-EC-
10011710421

24/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

No

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

Eye movement
disorder (0d -
Recovered/Resolved
- Other Medically
Important
Condition),

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

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

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

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

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

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

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

Not reported

,_.
19}
(9}
Pe]

EU-EC-
10011710918

24/02/2022

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 alkaline
phosphatase
increased (n/a -
Unknown - Other

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

Not reported

ICSR
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Medically Important
Condition),

Blood creatine
phosphokinase
increased (n/a -
Unknown - Other
Medically Important
Condition),

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

Chest discomfort
(29h -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Chest pain (n/a -
Unknown - ),

Dyspnoea (29h -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Myocardial necrosis
marker increased
(29h -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Myocarditis (29h -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

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

Vomiting (1650min -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)

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

EU-EC- 24/02/2022 | Spontaneous |Healthcare |Non Not 12-17 |Not Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011710931 Professional |European |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Economic - Other Medically - COvVID-19
Area Important Condition) |immunisation - Not
applicable - [n/a -
n/a-
Intramuscular])
EU-EC- 24/02/2022 |Spontaneous |Non European |Not 12-17 |Adolescent |[Female |Yes Dizziness (2d - COMIRNATY Not reported ICSR
10011711087 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area - Other Medically - COVID-19
Important immunisation - Not
Condition), applicable - [21d -
.3mg -
Dyspnoea exertional |Intramuscular])
(n/a - Unknown -
Other Medically
Important
Condition),
Fatigue (n/a -
Unknown - Other
Medically Important
Condition),
Headache (2d -
Recovered/Resolved
- Other Medically
Important
Condition),
Myalgia (2d -
Recovered/Resolved
- Other Medically
Important
Condition),
Nausea (2d -
Recovered/Resolved
- Other Medically
Important
Condition),
Pyrexia (2d -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 24/02/2022 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Heavy menstrual COMIRNATY Not reported ICSR
10011711422 Healthcare |Economic |available |Years bleeding (6d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- COVID-19
-) immunisation - Drug
https://dap.ema.europa.eu/analytics/saw.dlI?Go 64/74
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withdrawn - [1d -
3mL -
Intramuscular])
EU-EC- 24/02/2022 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Male No Local reaction (n/a - |COMIRNATY Not reported ICSR
10011711494 Professional |Economic |available |Years Unknown - ), [TOZINAMERAN] (S
Area - COVID-19
Pruritus (n/a - immunisation - Not
Unknown -) applicable - [1d -
1{DF} - Unknown])
EU-EC- 24/02/2022 |Spontaneous |Healthcare |European |Not 12-17 |Not Male No Dyspnoea (n/a - [TOZINAMERAN] (S |[BECLOMETASONE ICSR
10011711598 Professional |Economic |available |Years |Specified Unknown - Other - n/a - Not DIPROPIONATE] (C -
Area Medically Important |applicable - [1d - Asthma - n/a - [n/a -
Condition), n/a - n/a]) n/a - n/al),
Pericarditis (n/a - [MONTELUKAST,
Recovering/Resolving MONTELUKAST
- Other Medically SODIUM] (C - Asthma
Important Condition) -n/a-[n/a-nfa-
n/al),
[SALMETEROL,
SALMETEROL
XINAFOATE] (C -
Asthma - n/a - [n/a -
n/a - n/a]),
[TERBUTALINE
SULFATE,
TERBUTALINE
SULFATE PH. EUR.] (C
- Asthma - n/a - [n/a
- n/a - n/al)
EU-EC- 24/02/2022 |Spontaneous |Non European |Not 12-17 |Adolescent |Male No Application site pain |COMIRNATY Not reported ICSR
10011712187 Healthcare |Economic |available |Years (n/a - Not [TOZINAMERAN] (S
Professional |Area Recovered/Not -n/a-n/a-[nfa-
Resolved - ), n/a - n/a])
Arthralgia (n/a - Not
Recovered/Not
Resolved - ),
Fatigue (n/a -
Recovered/Resolved
=)
Headache (n/a - Not
Recovered/Not
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 24/02/2022 | Spontaneous |Non European |Not 12-17 |Adolescent |Male No Breast pain (n/a - COMIRNATY Not reported ICSR
10011712212 Healthcare |Economic |available |Years Unknown -) [TOZINAMERAN] (S
Professional |Area -n/a-n/a-[n/a-
n/a - n/a])
EU-EC- 24/02/2022 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Cough (n/a - COMIRNATY Not reported ICSR
10011712545 Professional |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Area =) -nfa-nfa-[n/a-
n/a-
Dizziness (n/a - Intramuscular])
Recovered/Resolved
=)
Nasopharyngitis (n/a
Recovered/Resolved
=),
Oropharyngeal pain
(n/a -
Recovered/Resolved
EU-EC- 23/02/2022 |Spontaneous |Healthcare |European |Not 12-17 |Not Female |No Back pain (3d - COMIRNATY Not reported ICSR
10011686718 Professional |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Area =) - COVID-19
immunisation - n/a -
Bone pain (3d - [n/a - 1{DF} -
Recovered/Resolved |Intramuscular])
=)
Fatigue (3d -
Recovered/Resolved
=)
Headache (3d -
Recovered/Resolved
=)
Pain in extremity (3d
Recovered/Resolved
EU-EC- 23/02/2022 |Spontaneous |Healthcare |European |Not 12-17 |Not Female |No Fatigue (4d - COMIRNATY Not reported ICSR
10011686722 Professional |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Area =) - COVID-19
immunisation - n/a -
Pain in extremity (4d |[n/a - 1{DF} -
- Intramuscular])
Recovered/Resolved
-)
EU-EC- 23/02/2022 |Spontaneous |Healthcare |European |Not 12-17 |Not Female |No Menometrorrhagia COMIRNATY Not reported ICSR
10011686818 Professional |Economic |available |Years |Specified (n/a - Not [TOZINAMERAN] (S
Area - COVID-19
https://dap.ema.europa.eu/analytics/saw.dlI?Go 65/74
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Recovered/Not immunisation - n/a -
Resolved - ) [n/a - 1{DF} - n/a])
EU-EC- 23/02/2022 |Spontaneous |Healthcare |European |Not 12-17 |Not Male No Atrioventricular block | COMIRNATY Not reported ICSR
10011686869 Professional |Economic |available |Years |Specified (n/a - Not [TOZINAMERAN] (S
Area Recovered/Not - n/a - Not
Resolved - ) applicable - [n/a -
1{DF} - n/a])
EU-EC- 23/02/2022 |Spontaneous |Non European |Not 12-17 |Not Female |No Anaesthesia (nfa-  |COMIRNATY Not reported ICSR
10011686938 Healthcare |Economic |available |Years |Specified Not Recovered/Not | [TOZINAMERAN] (S
Professional |Area Resolved - ), - COVID-19
immunisation - n/a -
Dizziness (n/a - Not |[n/a - n/a - n/a])
Recovered/Not
Resolved - ),
Head discomfort (n/a
- Not Recovered/Not
Resolved - ),
Headache (n/a - Not
Recovered/Not
Resolved - ),
Tremor (n/a - Not
Recovered/Not
Resolved - ),
Vertigo (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 23/02/2022 |Spontaneous |Healthcare |European |Not 12-17 |Not Female |No Optic neuritis (n/a - |COMIRNATY Not reported ICSR
10011686942 Professional |Economic |available |Years |Specified Recovering/Resolving |[TOZINAMERAN] (S
Area - Other Medically - COVID-19
Important Condition) |immunisation - n/a -
[n/a - 1{DF} -
Intramuscular])
EU-EC- 23/02/2022 |Spontaneous |Healthcare |European |Not 12-17 |Not Female |No Facial paralysis (n/a - | COMIRNATY Not reported ICSR
10011687317 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- 23/02/2022 | Spontaneous |Non European |Not 12-17 |Not Female |No Menstruation COMIRNATY Not reported ICSR
10011687377 Healthcare |Economic |available |Years |Specified irregular (n/a - [TOZINAMERAN] (S
Professional |Area Recovering/Resolving |- COVID-19
-) immunisation - n/a -
[n/a - 1{DF} -
Intramuscular])
EU-EC- 23/02/2022 |Spontaneous |Healthcare |European |Not 12-17 |Not Male No Pruritus (n/a - Not ~ |COMIRNATY Not reported ICSR
10011687475 Professional |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN] (S
Area Resolved - ), - COVID-19
immunisation - n/a -
Urticaria (n/a - Not  |[n/a - .3mL -
Recovered/Not Intramuscular])
Resolved - )
EU-EC- 23/02/2022 |Spontaneous |Healthcare |European |Not 12-17 |Not Female |No Pericarditis (n/a - COMIRNATY Not reported ICSR
10011687563 Professional |Economic |available |Years |Specified Recovering/Resolving |[TOZINAMERAN] (S
Area - Other Medically - COvVID-19
Important Condition) |immunisation - n/a -
[n/a-n/a-
Intramuscular])
EU-EC- 23/02/2022 |Spontaneous |Healthcare |European |Not 12-17 |Not Male No Pain in extremity (2d |COMIRNATY Not reported ICSR
10011687576 Professional |Economic |available |Years |Specified - [TOZINAMERAN] (S
Area Recovered/Resolved |- COVID-19
=) immunisation - n/a -
[n/a - 1{DF} -
Pyrexia (2d - Intramuscular])
Recovered/Resolved
-)
EU-EC- 23/02/2022 |Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Dizziness (n/a - COMIRNATY Not reported ICSR
10011687989 Professional |European |available |Years |Specified Unknown - ), [TOZINAMERAN] (S
Economic - COvVID-19
Area Loss of immunisation - Not
consciousness (n/a - |applicable - [1d -
Unknown - Other n/a-
Medically Important |Intramuscular])
Condition)
EU-EC- 23/02/2022 |Spontaneous |Healthcare |European |Not 12-17 |Child Not No Incorrect dose COMIRNATY 10 Not reported ICSR
10011688522 Professional |Economic |available |Years Specified administered (n/a - |MICROGRAMS/DOSE
Area Unknown -) CONCENTRATE FOR
DISPERSION FOR
INJECTION COVID-
19 MRNA VACCINE
(NUCLEOSIDE
MODIFIED)
[TOZINAMERAN] (S
- COVID-19
immunisation - Not
applicable - [n/a -
n/a - n/a])
EU-EC- 23/02/2022 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Decreased appetite |COMIRNATY Not reported ICSR
10011688528 Healthcare |Economic |available |Years (46d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
=) - [n/a - n/a-n/a])
Headache (46d -
Recovered/Resolved
=)
Pyrexia (46d -
Recovered/Resolved
-)
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EU-EC- 23/02/2022 |Spontaneous |Healthcare |European |Not 12-17 |Child Not No Incorrect dose COMIRNATY 10 Not reported ICSR
10011688529 Professional |Economic |available |Years Specified administered (n/fa - |MICROGRAMS/DOSE
Area Unknown - ) CONCENTRATE FOR
DISPERSION FOR
INJECTION COVID-
19 MRNA VACCINE
(NUCLEOSIDE
MODIFIED)
[TOZINAMERAN] (S
- COVID-19
immunisation - Not
applicable - [n/a -
n/a - n/a])
EU-EC- 23/02/2022 |Spontaneous |Healthcare |European |Not 12-17 |Not Male No Petechiae (n/a - Not |COMIRNATY Not reported ICSR
10011688898 Professional |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN] (S
Area Resolved - ) - Immunisation - n/a
-[n/a-.3mL-
Intramuscular])
EU-EC- 23/02/2022 | Spontaneous |Non European |Not 12-17 | Child Male No Furuncle (n/a - Not |COMIRNATY Not reported ICSR
10011688957 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), - COVID-19
immunisation - n/a -
Rash (n/a - Not [n/a - .2mL -
Recovered/Not Intramuscular])
Resolved - )
EU-EC- 23/02/2022 |Spontaneous |Healthcare |European |Not 12-17 |Not Male No Allergic respiratory | COMIRNATY Not reported ICSR
10011689214 Professional |Economic |available |Years |Specified symptom (n/a - [TOZINAMERAN] (S
Area Unknown - ), -n/a-n/a-[n/a-
3mL -
Dyspnoea (n/a - Intramuscular])
Unknown - ),
Obstructive airways
disorder (n/a -
Unknown - ),
Pyrexia (n/a -
Unknown - )
EU-EC- 23/02/2022 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Influenza like illness |COMIRNATY Not reported ICSR
10011689420 Healthcare |Economic |available |Years (n/a - Not [TOZINAMERAN] (S
Professional |Area Recovered/Not - Immunisation - n/a
Resolved - ), - [n/a-n/a-n/a])
Menstrual disorder
(n/a - Not
Recovered/Not
Resolved - ),
Nausea (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 23/02/2022 |Spontaneous |Healthcare |European |Not 12-17 |Child Male Yes Myocarditis (7d - COMIRNATY Not reported ICSR
10011689911 Professional |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Area - Caused/Prolonged |- COVID-19
Hospitalisation), immunisation - Not
applicable - [n/a -
Myopericarditis (n/a - |n/a -
Unknown - Other Intramuscular])
Medically Important
Condition),
Pyrexia (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 23/02/2022 | Spontaneous |Non European |Not 12-17 |Adolescent |[Female |No Chest pain (n/a - COMIRNATY Not reported ICSR
10011690047 Healthcare |Economic |available |Years Unknown - ), [TOZINAMERAN] (S
Professional |Area - Immunisation - n/a
Dizziness (n/a - - [n/a-n/a-n/a])
Unknown - ),
Pyrexia (n/a -
Unknown - )
EU-EC- 23/02/2022 | Spontaneous |Non European |Not 12-17 |Adolescent |[Female |No Dizziness (2d - COMIRNATY Not reported ICSR
10011690065 Healthcare |Economic |available |Years Recovering/Resolving |[TOZINAMERAN] (S
Professional |Area -) - Immunisation - n/a
- [n/a - n/a - n/al)
EU-EC- 23/02/2022 | Spontaneous |Non European |Not 12-17 |Not Female |No Dysmenorrhoea (n/a |COMIRNATY Not reported ICSR
10011690083 Healthcare |Economic |available |Years |Specified - Not Recovered/Not |[TOZINAMERAN] (S
Professional |Area Resolved - ), - COVID-19
immunisation - Not
Menstrual disorder  |applicable - [n/a -
(n/a - Not 1{DF} - n/a])
Recovered/Not
Resolved - )
EU-EC- 23/02/2022 | Spontaneous |Non European |Not 12-17 |Adolescent |[Female |No Rash (81d - COMIRNATY Not reported ICSR
10011690085 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -) - Immunisation - n/a
- [n/a - n/a - n/a])
EU-EC- 23/02/2022 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Amenorrhoea (n/a - |COMIRNATY Not reported ICSR
10011690264 Professional |Economic |available |Years Not Recovered/Not | [TOZINAMERAN] (S
Area Resolved - ) -n/fa-nfa-[nfa-
n/a-
Intramuscular])
EU-EC- 23/02/2022 | Spontaneous |Non European |Not 12-17 |Adolescent |[Female |No Rash (81d - COMIRNATY Not reported ICSR
10011690271 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area - - Immunisation - n/a
- [n/a - n/a-n/al)
EU-EC- 23/02/2022 | Spontaneous |Non European |Not 12-17 |Adolescent Male No Fatigue (2d - COMIRNATY Not reported ICSR
10011690437 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area =) - Immunisation - n/a
- [n/a - n/a-n/a])
Injection site
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erythema (2d -
Recovered/Resolved
=)
Injection site pain
(2d -
Recovered/Resolved
=)
Injection site
swelling (2d -
Recovered/Resolved
-)
EU-EC- 23/02/2022 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Injection site pain COMIRNATY Not reported ICSR
10011690450 Healthcare |Economic |available |Years (3d - [TOZINAMERAN] (S
Professional |Area Recovering/Resolving |- Immunisation - n/a
-) - [n/a - n/a - n/a])
EU-EC- 23/02/2022 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Dizziness (n/a - Not |COMIRNATY Not reported ICSR
10011690592 Healthcare |Economic |available |Years Recovered/Not CONCENTRATE FOR
Professional |Area Resolved - ), DISPERSION FOR
INJECTION COVID-
Headache (n/a - Not |19 MRNA VACCINE
Recovered/Not (NUCLEOSIDE
Resolved - ), MODIFIED)
[TOZINAMERAN] (S
Pyrexia (n/a - Not - COVID-19
Recovered/Not immunisation - Not
Resolved - ) applicable - [n/a -
n/a - n/al)
EU-EC- 23/02/2022 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011690807 Professional |Economic |available |Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 23/02/2022 | Spontaneous |Non European |Not 12-17 |Not Female |No Conversion disorder |COMIRNATY [METHYLPHENIDATE |ICSR
10011691217 Healthcare |Economic |available |Years |Specified (n/a - Not [TOZINAMERAN] (S |HYDROCHLORIDE] (C
Professional |Area Recovered/Not - COVID-19 -n/a-n/a-[nfa-
Resolved - immunisation - Not |n/a - n/a])
Disabling), applicable - [n/a -
1{DF} - n/a])
Headache (n/a - Not
Recovered/Not
Resolved - ),
Nausea (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 23/02/2022 | Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011691718 Professional |Economic |available |Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 23/02/2022 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Male No Lymphadenopathy | COMIRNATY Not reported ICSR
10011692117 Professional |Economic |available |Years (n/a - [TOZINAMERAN] (S
Area Recovered/Resolved |- COVID-19
-) immunisation - Dose
not changed - [n/a -
30ug -
Intramuscular])
EU-EC- 23/02/2022 | Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Male Yes Myocarditis (5d - COMIRNATY Not reported ICSR
10011692130 Professional |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Area - Caused/Prolonged |- COVID-19
Hospitalisation) immunisation -
Unknown - [n/a -
3mL -
Intramuscular])
EU-EC- 23/02/2022 | Spontaneous |Non European |Not 12-17 |Adolescent |Male No Dizziness (2d - COMIRNATY Not reported ICSR
10011692228 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area =) - Immunisation - n/a
- [n/a-n/a-n/al)
Fatigue (2d -
Recovered/Resolved
-)
EU-EC- 23/02/2022 | Spontaneous |Non European |Not 12-17 |Child Male No Fatigue (n/a - Not COMIRNATY Not reported ICSR
10011692373 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), -n/fa-n/a-[1d-
n/a - n/a])
Lymphadenopathy
(n/a - Not
Recovered/Not
Resolved - ),
Malaise (n/a - Not
Recovered/Not
Resolved - ),
Pain (n/a - Not
Recovered/Not
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - ),
Vaccination site
erythema (n/a - Not
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Recovered/Not
Resolved - ),
Vaccination site
induration (n/a - Not
Recovered/Not
Resolved - ),
Vaccination site
movement
impairment (n/a -
Not Recovered/Not
Resolved - ),
Vaccination site
oedema (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 23/02/2022 |Spontaneous |Non Non Not 12-17 |Not Male No Chest pain (n/a - Not |TOZINAMERAN Not reported ICSR
10011692661 Healthcare |European |available |Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional |Economic Resolved - - COVID-19
Area Caused/Prolonged immunisation - Not
Hospitalisation) applicable - [1d -
n/a - n/a])
EU-EC- 23/02/2022 |Spontaneous |Non Non Not 12-17 |Not Female |No Myocarditis (n/a - TOZINAMERAN Not reported ICSR
10011692672 Healthcare |European |available |Years |Specified Fatal - Results in [TOZINAMERAN] (S
Professional |Economic Death) - COVID-19
Area immunisation - Not
applicable - [1d -
n/a - n/a])
EU-EC- 23/02/2022 |Spontaneous |Non Non Not 12-17 |Not Male No Asthenia (n/a - COMIRNATY BUDESONIDE ICSR
10011692786 Healthcare |European |available |Years |Specified Unknown -), [TOZINAMERAN] (S |[BUDESONIDE] (C -
Professional |Economic - COVID-19 Eosinophilic
Area Chest pain (n/a - immunisation - Not |oesophagitis - n/a -
Recovered/Resolved |applicable - [n/a - [n/a-n/a-n/al),
- Disabling), n/a-
Intramuscular]) [CICLESONIDE] (C -
Fatigue (n/a - Asthma - n/a - [n/a -
Unknown - ), n/a - n/a])
Lethargy (n/a -
Recovering/Resolving
=)
Malaise (n/a -
Unknown -)
EU-EC- 23/02/2022 |Spontaneous |Non European |Not 12-17 |Adolescent Male No Application site COMIRNATY Not reported ICSR
10011693013 Healthcare |Economic |available |Years reaction (n/a - [TOZINAMERAN] (S
Professional |Area Unknown - ), -n/a-n/a-[nfa-
n/a - n/a])
Pyrexia (n/a -
Unknown - )
EU-EC- 23/02/2022 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |[Female |Yes Urticaria (16wk - Not | COMIRNATY [PARACETAMOL] (C - |ICSR
10011693606 Professional |Economic |available |Years Recovered/Not [TOZINAMERAN] (S |n/a-n/a-[n/a-n/a
Area Resolved - Other - COVID-19 - n/al)
Medically Important |immunisation - Not
Condition) applicable - [n/a -
.3mL -
Intramuscular])
EU-EC- 23/02/2022 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |[Female |Yes Anaphylactic reaction | COMIRNATY Not reported ICSR
10011693731 Professional |Economic |available |Years (0d - [TOZINAMERAN] (S
Area Recovered/Resolved |- COVID-19
- Other Medically immunisation - Drug
Important Condition) |withdrawn - [n/a -
.3mL - Parenteral])
EU-EC- 23/02/2022 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Guillain-Barre COMIRNATY Not reported ICSR
10011694051 Healthcare |Economic |available |Years syndrome (n/a - [TOZINAMERAN] (S
Professional |Area Unknown - - Immunisation - n/a
Caused/Prolonged - [n/a - 2{DF} -
Hospitalisation) n/al)
EU-EC- 23/02/2022 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Anaphylactic reaction | COMIRNATY Not reported ICSR
10011694062 Healthcare |Economic |available |Years (0d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
- Caused/Prolonged |- [n/a - 3{DF} -
Hospitalisation) n/al)
EU-EC- 23/02/2022 | Spontaneous |Non European |Not 12-17 |Not Female |No Breast inflammation |COMIRNATY Not reported ICSR
10011694465 Healthcare |Economic |available |Years |Specified (n/a - Not [TOZINAMERAN] (S
Professional |Area Recovered/Not - COVID-19
Resolved - ) immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 23/02/2022 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Amenorrhoea (n/a - |COMIRNATY Not reported ICSR
10011694494 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area =) - COVID-19
immunisation - Not
Anaemia (32d - applicable - [1d -
Recovered/Resolved |1{DF} -
- Caused/Prolonged |Intramuscular])
Hospitalisation),
Dysmenorrhoea (n/a
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Intermenstrual
bleeding (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 23/02/2022 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Male No Ischaemic stroke COMIRNATY Not reported ICSR
10011694511 Professional |Economic |available |Years (n/a - [TOZINAMERAN] (S
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Area Recovered/Resolved |- COVID-19
- Caused/Prolonged |immunisation - Drug
Hospitalisation) withdrawn - [1d -
1{DF} -
Intramuscular])
EU-EC- 23/02/2022 | Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Menstrual disorder | COMIRNATY Not reported ICSR
10011694648 Healthcare |Economic |available |Years (n/a - Not [TOZINAMERAN] (S
Professional |Area Recovered/Not - COVID-19
Resolved - ) immunisation - n/a -
[1d - 1{DF} -
Intramuscular])
EU-EC- 23/02/2022 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Haematuria (n/a - COMIRNATY Not reported ICSR
10011694650 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area =) - COVID-19
immunisation - Not
Intermenstrual applicable - [1d -
bleeding (n/a - 1{DF} -
Recovered/Resolved |Intramuscular])
-)
EU-EC- 23/02/2022 |Spontaneous |Non European |Not 12-17 |Not Male No Inflammation (n/a - |COMIRNATY Not reported ICSR
10011694658 Healthcare |Economic |available |Years |Specified Not Recovered/Not | [TOZINAMERAN] (S
Professional |Area Resolved - Other - COVID-19
Medically Important |immunisation - Not
Condition), applicable - [n/a -
n/a - n/al)
Peripheral swelling
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Raynaud's
phenomenon (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition),
Renal disorder (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition),
Rheumatic disorder
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Urine
albumin/creatinine
ratio increased (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 23/02/2022 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Male No Immunisation COMIRNATY Not reported ICSR
10011694709 Professional |Economic |available |Years reaction (n/a - [TOZINAMERAN] (S
Area Recovered/Resolved |- COVID-19
-) immunisation - n/a -
[n/a - 1{DF} -
Intramuscular])
EU-EC- 23/02/2022 | Spontaneous |Non European |Not 12-17 |Adolescent |Male No Paraesthesia (n/a- |COMIRNATY Not reported ICSR
10011694729 Healthcare |Economic |available |Years Recovering/Resolving |[TOZINAMERAN] (S
Professional |Area -) - COVID-19
immunisation - n/a -
[n/a - 1{DF} -
Intramuscular])
EU-EC- 23/02/2022 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Male No Anaesthesia (24h - |COMIRNATY Not reported ICSR
10011694791 Professional |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Area -) - COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 23/02/2022 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent Male No Herpes zoster (n/a - |COMIRNATY Not reported ICSR
10011694804 Professional |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Area -) - COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 23/02/2022 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Loss of COMIRNATY Not reported ICSR
10011694893 Professional |Economic |available |Years consciousness (1h - |[TOZINAMERAN] (S
Area Recovered/Resolved |- COVID-19
=) immunisation - Not
applicable - [n/a -
Malaise (1h - 1{DF} -
Recovered/Resolved |Intramuscular])
-)
EU-EC- 23/02/2022 |Spontaneous |Non European |Not 12-17 |Adolescent |Male No Myocarditis (12d - COMIRNATY Not reported ICSR
10011695385 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area - Other Medically - Immunisation - n/a
Important Condition) |- [n/a - 2{DF} -
n/a])
EU-EC- 23/02/2022 |Spontaneous |Non European |Not 12-17 |Not Female |No Menstrual disorder | COMIRNATY [FEXOFENADINE ICSR
10011695544 Healthcare |Economic |available |Years |Specified (n/a - Not [TOZINAMERAN] (S |HYDROCHLORIDE] (C
Professional |Area Recovered/Not - COVID-19 -nfa-n/a-[n/a-
Resolved - ), immunisation - Not |120mg - n/a])
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Polymenorrhoea (n/a |applicable - [n/a -
- Not Recovered/Not |n/a - n/a])
Resolved - )
EU-EC- 23/02/2022 |Spontaneous |Healthcare |European |Not 12-17 |Not Male No Chest pain (n/a - Not | COMIRNATY Not reported ICSR
10011695940 Professional |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN] (S
Area Resolved - - COVID-19
Caused/Prolonged immunisation - Not
Hospitalisation), applicable - [1d -
n/a - n/a])
Troponin increased
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 23/02/2022 | Spontaneous |Non European |Not 12-17 |Not Male No COVID-19 (15d - COMIRNATY Not reported ICSR
10011696451 Healthcare |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area - Other Medically - COVID-19
Important immunisation - Not
Condition), applicable - [1d -
n/a - n/a])
Vaccination failure
(15d -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 23/02/2022 |Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Chest discomfort (2d |COMIRNATY Not reported ICSR
10011696505 Professional |European |available |Years |Specified - [TOZINAMERAN] (S
Economic Recovered/Resolved |- COVID-19
Area - Caused/Prolonged |immunisation - Not
Hospitalisation), applicable - [1d -
n/a - Unknown])
Chest pain (2d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Inappropriate
schedule of product
administration (n/a -
Unknown - )
EU-EC- 23/02/2022 |Spontaneous |Non European |Not 12-17 |Not Male No Swelling (n/a - Not |COMIRNATY Not reported ICSR
10011696506 Healthcare |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ) - COvVID-19
immunisation - Not
applicable - [1d -
n/a-
Intramuscular])
EU-EC- 23/02/2022 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Anaphylactic reaction | COMIRNATY Not reported ICSR
10011696678 Healthcare |Economic |available |Years (n/a - Unknown - [TOZINAMERAN] (S
Professional |Area Caused/Prolonged - Immunisation - n/a
Hospitalisation) - [n/a - 1{DF} -
n/a])
EU-EC- 23/02/2022 |Spontaneous |Non European |Not 12-17 |Not Female |No Chest pain (n/a - COMIRNATY [ETHINYLESTRADIOL, |ICSR
10011696753 Healthcare |Economic |available |Years |Specified Recovering/Resolving |[TOZINAMERAN] (S [LEVONORGESTREL,
Professional |Area -) - Immunisation - n/a |LACTOSE
-[n/a-n/a- ANHYDROUS] (C -
Chest pain (n/a - Intramuscular]) Contraception - n/a -
Unknown - ), [n/a - n/a - Oral])
Dizziness (n/a -
Unknown - ),
Hypertension (n/a -
Recovering/Resolving
=)
Menstrual disorder
(n/a-
Recovering/Resolving
=)
Menstruation
irregular (n/a -
Recovering/Resolving
=)
Palpitations (n/a -
Recovering/Resolving
=)
Palpitations (n/a -
Unknown - )
EU-EC- 23/02/2022 | Spontaneous |Non European |Not 12-17 |Adolescent |[Female |No Influenza like illness |COMIRNATY Not reported ICSR
10011697594 Healthcare |Economic |available |Years (2d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- COVID-19
-), immunisation - Not
applicable - [n/a -
Pain in extremity (2d |1{DF} -
- Intramuscular])
Recovered/Resolved
EU-EC- 23/02/2022 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Intermenstrual COMIRNATY Not reported ICSR
10011697786 Professional |Economic |available |Years bleeding (n/a - Not |[TOZINAMERAN] (S
Area Recovered/Not - COVID-19
Resolved - Other immunisation - Not
Medically Important |applicable - [1d -
Condition), 1{DF} - n/a])
Menstruation
irregular (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
https://dap.ema.europa.eu/analytics/saw.dlI?Go 71174



30.11.2022 16.44

Run Line Listing Report

Condition),
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 23/02/2022 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Male No Anaphylactic shock  |COMIRNATY Not reported ICSR
10011697796 Professional |Economic |available |Years (n/a - [TOZINAMERAN] (S
Area Recovered/Resolved |- COVID-19
- Life Threatening, immunisation - Drug
Caused/Prolonged withdrawn - [1d -
Hospitalisation), .2mL -
Intramuscular])
Angioedema (n/a -
Recovered/Resolved
- Life Threatening,
Caused/Prolonged
Hospitalisation),
Long QT syndrome
(n/a - Not
Recovered/Not
Resolved - Life
Threatening,
Caused/Prolonged
Hospitalisation),
Palatal oedema (n/a
Recovered/Resolved
- Life Threatening,
Caused/Prolonged
Hospitalisation)
EU-EC- 23/02/2022 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent Male No Fatigue (3d - COMIRNATY Not reported ICSR
10011697816 Professional |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Area =) - COVID-19
immunisation - Drug
Myalgia (1d - withdrawn - [1d -
Recovered/Resolved |n/a -
-), Intramuscular])
Pyrexia (3d -
Recovered/Resolved
-)
EU-EC- 23/02/2022 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent Male No Anosmia (n/a - COMIRNATY Not reported ICSR
10011697854 Professional |Economic |available |Years Unknown - ), [TOZINAMERAN] (S
Area - COVID-19
Malaise (n/a - immunisation - Not
Unknown - ), applicable - [1d -
1{DF} - Unknown])
Pyrexia (n/a -
Unknown - )
EU-EC- 23/02/2022 | Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Cutaneous vasculitis |COMIRNATY Not reported ICSR
10011697894 Healthcare |Economic |available |Years (n/a - Not [TOZINAMERAN] (S
Professional |Area Recovered/Not - COVID-19
Resolved - Other immunisation - Not
Medically Important |applicable - [1d -
Condition) 1{DF} - n/a])
EU-EC- 23/02/2022 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Henoch-Schonlein COMIRNATY Not reported ICSR
10011697978 Professional |Economic |available |Years purpura (n/a - Not  |[TOZINAMERAN] (S
Area Recovered/Not - COVID-19
Resolved - ) immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 23/02/2022 | Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Abdominal pain (n/a |COMIRNATY Not reported ICSR
10011698559 Professional |European |available |Years |Specified - [TOZINAMERAN] (S
Economic Recovering/Resolving |- COVID-19
Area - Caused/Prolonged |immunisation - Not
Hospitalisation) applicable - [1d -
n/a-
Intramuscular])
EU-EC- 23/02/2022 | Spontaneous |Non European |Not 12-17 |Not Female |No COVID-19 (5d - COMIRNATY Not reported ICSR
10011698733 Healthcare |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area - Other Medically - COVID-19
Important immunisation - Not
Condition), applicable - [1d -
n/a - n/a])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 23/02/2022 | Spontaneous |Non European |Not 12-17 |Adolescent |Male No Chills (n/a - COMIRNATY Not reported ICSR
10011698950 Healthcare |Economic |available |Years Unknown - ), [TOZINAMERAN] (S
Professional |Area - Immunisation - n/a
Headache (n/a - - [n/a - 1{DF} -
Unknown - ) n/al)
EU-EC- 22/02/2022 | Spontaneous |Non European |Not 12-17 |Not Female |No Amenorrhoea (n/a - |COMIRNATY Not reported ICSR
10011672514 Healthcare |Economic |available |Years |Specified Recovering/Resolving |[TOZINAMERAN] (S
Professional |Area =) - COvVID-19
immunisation - n/a -
Asthenia (n/a - [n/a-.3mL-
Recovering/Resolving | Intramuscular])
=)
Respiratory tract
infection (n/a -
Recovering/Resolving
-)
EU-EC- 22/02/2022 |Spontaneous |Healthcare |European |Not 12-17 |Not Male No Chest pain (14d - COMIRNATY Not reported ICSR
10011672714 Professional |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Area - Caused/Prolonged |- COVID-19
Hospitalisation), immunisation - n/a -
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Hyperpyrexia (14d - |[n/a - .3mL -
Recovered/Resolved | Intramuscular])
- Caused/Prolonged
Hospitalisation),
Myocarditis (14d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)
EU-EC- 22/02/2022 |Spontaneous |Healthcare |European |Not 12-17 |Not Male No Dermatitis (n/a - COMIRNATY Not reported ICSR
10011672716 Professional |Economic |available |Years |Specified Recovering/Resolving |[TOZINAMERAN] (S
Area - -nfa-nfa-[nfa-
n/a - n/a])
Eyelid oedema (n/a -
Recovering/Resolving
=)
Myalgia (n/a -
Recovering/Resolving
=)
Pyrexia (n/a -
Recovering/Resolving
-)
EU-EC- 22/02/2022 |Spontaneous |Non European |Not 12-17 |Not Female |No Amenorrhoea (n/a - |COMIRNATY Not reported ICSR
10011672734 Healthcare |Economic |available |Years |Specified Not Recovered/Not | [TOZINAMERAN] (S
Professional |Area Resolved - ), - COVID-19
immunisation - n/a -
Chillblains (n/a - Not |[n/a - 300uL -
Recovered/Not Intramuscular])
Resolved - )
EU-EC- 22/02/2022 |Spontaneous |Non European |Not 12-17 |Not Male No Headache (n/a - Not |COMIRNATY Not reported ICSR
10011672839 Healthcare |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), - COVID-19
immunisation - Not
Pain in extremity applicable - [n/a -
(n/a - Not 3mL -
Recovered/Not Intramuscular])
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 22/02/2022 |Spontaneous |Non European |Not 12-17 |Not Female |No Headache (n/a - Not |COMIRNATY Not reported ICSR
10011672896 Healthcare |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ) - COVID-19
immunisation - Not
applicable - [n/a -
n/a-
Intramuscular])
EU-EC- 22/02/2022 |Spontaneous |Non European |Not 12-17 |Not Female |No Moaning (n/a - Not |COMIRNATY Not reported ICSR
10011673080 Healthcare |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), - COVID-19
immunisation - n/a -
Vertigo (n/a - Not [n/a - 1{DF} -
Recovered/Not Intramuscular])
Resolved - )
EU-EC- 22/02/2022 |Spontaneous |Healthcare |European |Not 12-17 |Not Female |No Tachycardia (n/a - COMIRNATY Not reported ICSR
10011673105 Professional |Economic |available |Years |Specified Not Recovered/Not |[TOZINAMERAN] (S
Area Resolved - Other - COVID-19
Medically Important |immunisation - n/a -
Condition) [n/a-.3mL-
Intramuscular])
EU-EC- 22/02/2022 |Spontaneous |Non European |Not 12-17 |Not Female |No Eye swelling (n/a- |COMIRNATY [CETIRIZINE, ICSR
10011673137 Healthcare |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S |CETIRIZINE
Professional |Area =) - COVID-19 DIHYDROCHLORIDE]
immunisation - Not |(C - Premedication -
Lip swelling (n/a - applicable - [n/a- |n/a - [n/a - 15[drp] -
Recovered/Resolved |1{DF} - Oral])
=) Intramuscular])
Swelling face (n/a -
Recovered/Resolved
-)
EU-EC- 22/02/2022 |Spontaneous |Healthcare |European |Not 12-17 |Not Male No Myocarditis (n/a - COMIRNATY Not reported ICSR
10011673303 Professional |Economic |available |Years |Specified Not Recovered/Not |[TOZINAMERAN] (S
Area Resolved - - COVID-19
Caused/Prolonged immunisation - Not
Hospitalisation) applicable - [n/a -
30ug -
Intramuscular])
EU-EC- 22/02/2022 |Spontaneous |Healthcare |European |Not 12-17 |Not Male No Headache (n/a - COMIRNATY Not reported ICSR
10011673324 Professional |Economic |available |Years |Specified Recovering/Resolving |[TOZINAMERAN] (S
Area =) - COVID-19
immunisation - n/a -
Presyncope (n/a - [n/a - .3mL-
Recovering/Resolving | Intramuscular])
=)
Vertigo (n/a -
Recovering/Resolving
-)
EU-EC- 22/02/2022 | Spontaneous |Non European |Not 12-17 |Not Male No Balance disorder (n/a | COMIRNATY Not reported ICSR
10011673408 Healthcare |Economic |available |Years |Specified - Not Recovered/Not |[TOZINAMERAN] (S
Professional |Area Resolved - ), - COVID-19
immunisation - n/a -
Fatigue (n/a - Not [n/a - 1{DF} -
Recovered/Not Intramuscular])
Resolved - ),
Injection site pain
(n/a - Not
Recovered/Not
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Resolved - ),
Nausea (n/a - Not
Recovered/Not
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 22/02/2022 |Spontaneous |Non European |Not 12-17 |Child Female |No Injection site COMIRNATY 10 Not reported ICSR
10011674889 Healthcare |Economic |available |Years swelling (n/a - Not  |MICROGRAMS/DOSE
Professional |Area Recovered/Not CONCENTRATE FOR
Resolved - ), DISPERSION FOR
INJECTION COVID-
Vaccination site pain |19 MRNA VACCINE
(n/a - Not (NUCLEOSIDE
Recovered/Not MODIFIED)
Resolved - ) [TOZINAMERAN] (S
- COVID-19
immunisation - Not
applicable - [n/a -
n/a - n/a])
EU-EC- 22/02/2022 |Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Abdominal pain COMIRNATY Not reported ICSR
10011675316 Professional |European |available |Years |Specified lower (n/a - [TOZINAMERAN] (S
Economic Recovering/Resolving |- COVID-19
Area - Caused/Prolonged |immunisation - Not
Hospitalisation), applicable - [1d -
n/a-
Pyrexia (n/a - Intramuscular])
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
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