30.11.2022 16.48

Line Listing Report

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

Run Line Listing Report

EV
Gateway
Receipt
Date

EU Local
Number

Report Type

Primary
Source
Qualification

Primary
Source
Country
for
Regulatory
Purposes

Literature Reference

Patient
Age
Group

Patient
Age Group
(as per
reporter)

Patient
Sex

Parent
Child
Report

Reaction List PT
(Duration — Outcome
- Seriousness
Criteria)

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

Concomitant/Not
Administered Drug List (
Char - Indication PT - A
taken - [Duration - Dos¢
Route])

EU-EC-
10011675332

22/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

Not reported

EU-EC-
10011675352

22/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

Not reported

EU-EC-
10011675355

22/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Radius fracture
(5min -
Recovered/Resolved
- Other Medically
Important Condition)

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

Not reported

EU-EC-
10011675369

22/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

Body temperature
increased (n/a -
Unknown - Other
Medically Important
Condition),

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

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

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

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

Pain in extremity (1d
Recovered/Resolved

- Other Medically
Important Condition)

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

Not reported

EU-EC-
10011675372

22/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

Not reported

EU-EC-
10011675466

22/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

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

[LISDEXAMFETAMINE
DIMESYLATE] (C - n/a -
[n/a - n/a - n/a])

EU-EC-
10011675473

22/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

Bedridden (6wk -
Recovering/Resolving
- Disabling)

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

[DICLOFENAC, DICLOFE
POTASSIUM, DICLOFEN
SODIUM] (C-n/a-n/a
-n/a-n/a]),

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

EU-EC-
10011675584

22/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

Not reported

EU-EC-
10011675587

22/02/2022

Spontaneous

Non
Healthcare

Non
European

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

Not available

12-17
Years

Not
Specified

Male

Abdominal pain (n/a

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

Not reported
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Professional

Economic
Area

Run Line Listing Report

Recovering/Resolving
- Other Medically
Important
Condition),

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

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

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

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

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

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

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

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

EU-EC-
10011675615

22/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Benign bone
neoplasm (5min -
Recovered/Resolved
- Other Medically
Important Condition)

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

Not reported

EU-EC-
10011675646

22/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

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

COMIRNATY [TOZINAMERAN]
(S-nfa-n/a-[1d-n/a-
n/a])

Not reported

EU-EC-
10011675987

22/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adult

Female

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

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

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

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

- n/a])

Not reported

EU-EC-
10011676367

22/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

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

COMIRNATY [TOZINAMI
(C - Immunisation - n/a
- {DF} - n/a])

EU-EC-
10011676521

22/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

Not reported

EU-EC-
10011677058

22/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

Not reported

EU-EC-
10011677077

22/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

Not reported

EU-EC-
10011677337

22/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Chills (0d -
Recovered/Resolved

)

Vomiting (0d -
Recovered/Resolved

=)

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

Not reported

EU-EC-
10011678654

22/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

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

Not available

12-17
Years

Not
Specified

Female

Dysmenorrhoea (n/a

Recovered/Resolved
With Sequelae - ),

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

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

Menstrual disorder
(n/a - Unknown - )

EU-EC-
10011678655

22/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

Menstrual disorder
(n/a - Unknown - )

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

Not reported

EU-EC-
10011678657

22/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Amenorrhoea (n/a -
Unknown - ),

Menstrual disorder
(3mo -
Recovered/Resolved

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

Not reported

EU-EC-
10011678676

22/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

[ETHINYLESTRADIOL,
LEVONORGESTREL, LAC
ANHYDROUS] (C -
Contraception - n/a - [n
n/a - Oral])

EU-EC-
10011679011

22/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Rash (n/a - Unknown

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

Not reported

EU-EC-
10011679038

22/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Dizziness (34d - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Headache (34d - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Vision blurred (34d -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10011679432

22/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

Not reported

EU-EC-
10011679658

22/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

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

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

Not reported

EU-EC-
10011680023

22/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

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

- 3{DF} - n/a])

Not reported

EU-EC-
10011680273

22/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Pyrexia (n/a -
Unknown - )

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

Not reported

EU-EC-
10011680274

22/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Discomfort (n/a -
Unknown - ),

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

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

Heart rate increased
(n/a - Not
Recovered/Not
Resolved - ),

Heart rate irregular
(n/a - Not
Recovered/Not
Resolved - ),

Presyncope (n/a -
Unknown - )

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

Not reported

EU-EC-
10011680296

22/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

[ADAPALENE, BENZOYL
PEROXIDE] (C - Acne -
[n/a - n/a - n/a])

EU-EC-
10011680631

22/02/2022

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

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Acute kidney injury
(n/a-
Recovered/Resolved
- Other Medically
Important
Condition),

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

Loss of

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

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

Myocarditis (11d -
Recovered/Resolved
- Life Threatening,
Other Medically
Important
Condition),

Rhabdomyolysis (n/a

Recovered/Resolved
- Other Medically
Important
Condition),

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

Tonic clonic
movements (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),

Ventricular
tachycardia (11d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically

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

Hospitalisation,
Other Medically
Important
Condition),

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

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

Important Condition)
EU-EC- 22/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Fatigue (5d - COMIRNATY [TOZINAMERAN] |Not reported
10011680911 Healthcare |Economic Years Recovered/Resolved |(S - Immunisation - n/a - [n/a
Professional |Area =) - n/a-n/al)
Influenza (2d -
Recovered/Resolved
Pyrexia (1d -
Recovered/Resolved
EU-EC- 22/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Child Male No Influenza like illness |COMIRNATY [TOZINAMERAN] |Not reported
10011681285 Professional |Economic Years (n/a- (S - COVID-19 immunisation -
Area Recovering/Resolving |Not applicable - [1d - 1{DF} -
=) Intramuscular])
Myocarditis (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 22/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No Hypoaesthesia (n/a - | COMIRNATY [TOZINAMERAN] |Not reported
10011681349 Professional | Economic Years Not Recovered/Not  |(S - COVID-19 immunisation -
Area Resolved - Not applicable - [1d - .3mL -
Caused/Prolonged | Intramuscular])
Hospitalisation),
Immunisation
reaction (1d -
Recovered/Resolved
Muscular weakness
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Paraesthesia (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 22/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Allergic hepatitis (n/a |COMIRNATY [TOZINAMERAN] |Not reported
10011681402 Professional |Economic Years - (S - COVID-19 immunisation -
Area Recovered/Resolved |n/a - [26d - 1{DF} -
- Caused/Prolonged | Intramuscular])
Hospitalisation)
EU-EC- 22/02/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Arthralgia (5min - COMIRNATY [TOZINAMERAN] |Not reported
10011681495 Professional |European Years |Specified Recovered/Resolved |(S - COVID-19 immunisation -
Economic =) Not applicable - [1d - n/a -
Area Intramuscular])
Ulna fracture (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 22/02/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Angina pectoris (n/a |COMIRNATY [TOZINAMERAN] |Not reported
10011681547 Professional |European Years |Specified - (S - COVID-19 immunisation -
Economic Recovering/Resolving |Not applicable - [1d - .3mL -
Area - Caused/Prolonged | Intramuscular])
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Important
Condition),

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)

EU-EC-
10011681571

22/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

Dyspnoea (n/a -
Unknown - Life
Threatening),

Myocarditis (n/a -
Unknown - Life
Threatening),

Pericarditis (n/a -
Unknown - Life
Threatening),

Platelet count
decreased (n/a -
Unknown - Life
Threatening),

Thrombosis (n/a -
Unknown - Life
Threatening)

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

Not reported

EU-EC-
10011681615

22/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

Rash (9d -
Recovered/Resolved
- Other Medically
Important
Condition),

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

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

[INFLUENZA VIRUS] (C
Immunisation - n/a - [11

n/a - nfal)

EU-EC-
10011681616

22/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Fatigue (2d -
Recovered/Resolved

'

Pain (2d -
Recovered/Resolved

I

Pyrexia (2d -
Recovered/Resolved

=)

Tremor (n/a -
Unknown - )

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

Not reported

EU-EC-
10011681630

22/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

Oropharyngeal pain
(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-
10011681874

22/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Headache (n/a -
Recovered/Resolved

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

Not reported

EU-EC-
10011681917

22/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

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

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

Not reported

EU-EC-
10011682011

22/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

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

Not reported

EU-EC- 22/02/2022

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

Spontaneous

Non

European

Not available

12-17

Adolescent

Female

No

Erythema multiforme

COMIRNATY [TOZINAMERAN]

Not reported
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10011682032

Healthcare
Professional

Economic
Area

Years

Run Line Listing Report

(n/a-
Recovered/Resolved

(S - COVID-19 immunisation -
Not applicable - [176d -
1{DF} - Intramuscular])

EU-EC-
10011682098

22/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

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

Not reported

EU-EC-
10011682361

22/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Yes

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

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

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

[TERBUTALINE SULFATI
Asthma - n/a - [n/a - 1{
Respiratory (inhalation).

EU-EC-
10011682362

22/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

Yes

Myocarditis (5d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10011682503

22/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Polymenorrhoea (n/a
- Unknown - )

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

- n/aj)

Not reported

EU-EC-
10011682566

22/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

Yes

Myopericarditis (7d -
Recovered/Resolved
- Caused/Prolonged

Hospitalisation)

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

Not reported

EU-EC-
10011682632

22/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

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

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

Loss of personal
independence in
daily activities (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

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

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

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

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

Not reported

EU-EC-
10011682930

22/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

Not reported

EU-EC-
10011683196

22/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Arhin, M.. CARDIOVASCULAR
MANIFESTATIONS in
ADOLESCENT MALES AFTER THE
PFIZER COVID-19 VACCINE.
Journal of Investigative Medicine.
2022;70:226. doi:10.1136/jim-
2022-WRMC.226

12-17
Years

Not
Specified

Male

No

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

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

Not reported

EU-EC-
10011683425

22/02/2022

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

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Gastritis (n/a -
Unknown - Life
Threatening,
Caused/Prolonged
Hospitalisation),

Haemolytic anaemia
(n/a - Unknown -
Life Threatening,
Caused/Prolonged
Hospitalisation),

Hepatitis A (n/a -
Unknown - Life
Threatening,
Caused/Prolonged
Hospitalisation),

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

Not reported
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Myocarditis (n/a -
Unknown - Life
Threatening,
Caused/Prolonged
Hospitalisation),

Pericardial effusion
(n/a - Unknown -
Life Threatening,
Caused/Prolonged
Hospitalisation),

Pericarditis (n/a -
Unknown - Life
Threatening,
Caused/Prolonged
Hospitalisation),

Splenomegaly (n/a -
Unknown - Life
Threatening,
Caused/Prolonged
Hospitalisation)

EU-EC-
10011683430

22/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Arhin, M.. CARDIOVASCULAR
MANIFESTATIONS in
ADOLESCENT MALES AFTER THE
PFIZER COVID-19 VACCINE.
Journal of Investigative Medicine.
2021;70:226. doi:10.1136/jim-
2022-WRMC.226 Arhin, M..
CARDIOVASCULAR
MANIFESTATIONS in
ADOLESCENT MALES AFTER THE
PFIZER COVID-19 VACCINE.
Journal of Investigative Medicine.
2022;70:226. doi:10.1136/jim-
2022-WRMC.226

12-17
Years

Not
Specified

Male

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

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

Not reported

EU-EC-
10011683437

22/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Arhin, M.. CARDIOVASCULAR
MANIFESTATIONS IN
ADOLESCENT MALES AFTER THE
PFIZER COVID-19 VACCINE.
Journal of Investigative Medicine.
2022;70:226. doi:10.1136/jim-
2022-WRMC.226

12-17
Years

Not
Specified

Male

No

Bundle branch block
right (n/a - Unknown
- Other Medically
Important
Condition),

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

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

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

Not reported

EU-EC-
10011683708

22/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Fatigue (n/a -
Unknown - ),

Headache (1d -
Recovered/Resolved

I

Limb discomfort (1d

Recovered/Resolved

),

Pyrexia (1d -
Recovered/Resolved

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

Not reported

EU-EC-
10011684127

22/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Yes

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

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

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

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

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

Not reported

EU-EC-
10011684302

22/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

Pain in extremity (2d

Recovered/Resolved

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

Not reported

EU-EC-
10011684318

22/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Headache (n/a -
Unknown - )

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

Not reported

EU-EC-
10011684473

22/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Renal impairment
(n/a-
Recovering/Resolving
- Caused/Prolonged
Hospitalisation,
Disabling),

Tubulointerstitial
nephritis (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation,
Disabling)

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Drug withdrawn - [1d - .3mL -
n/al),

[IBUPROFEN] (S - n/a - Drug
withdrawn - [n/a - n/a -
Oral])

Not reported

EU-EC- 22/02/2022

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

Spontaneous

Healthcare

European

Not available

12-17

Adolescent

Male

No

Dizziness postural

COMIRNATY [TOZINAMERAN]

Not reported
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10011685043

Professional

Economic
Area

Years

Run Line Listing Report

(n/a - Unknown - ),

Pallor (n/a -
Unknown - )

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

EU-EC-
10011685636

22/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

Pyrexia (188d - Not
Recovered/Not
Resolved - )

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

Not reported

EU-EC-
10011685997

22/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Erythema (3d -
Unknown - ),

Lymphadenopathy
(3d - Unknown - ),

Pain (3d - Unknown -
)

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

- n/a-n/a])

Not reported

EU-EC-
10011686004

22/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

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

Not reported

EU-EC-
10011660074

21/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

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

Not reported

EU-EC-
10011660563

21/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

Not reported

EU-EC-
10011660642

21/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

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

Not reported

EU-EC-
10011660984

21/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Dysmenorrhoea (n/a

Recovered/Resolved

4

Oligomenorrhoea
(n/a-
Recovered/Resolved

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

Not reported

EU-EC-
10011661422

21/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Chest discomfort
(n/a - Not
Recovered/Not
Resolved - Life
Threatening),

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

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

Heart rate increased
(n/a - Not
Recovered/Not
Resolved - Life
Threatening),

Loss of personal
independence in
daily activities (n/a -
Not Recovered/Not
Resolved - Life
Threatening),

Psychotic disorder
(n/a - Unknown - ),

Tic (n/a - Unknown -

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

Not reported

EU-EC-
10011661445

21/02/2022

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

Spontaneous

Healthcare
Professional

Non
European

Not available

12-17
Years

Not
Specified

Male

Dyspnoea (n/a -
Recovered/Resolved

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

Not reported
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Economic
Area

Run Line Listing Report

-

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

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

Nausea (n/a -
Recovered/Resolved

=)

Tachycardia (n/a -
Recovered/Resolved

)

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

Vomiting (n/a -
Recovered/Resolved

Not applicable - [n/a - n/a -
n/a

EU-EC- 21/02/2022
10011661493

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Chest discomfort
(92d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Chest pain (92d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Pericardial effusion
(3d-
Recovered/Resolved
- Other Medically
Important
Condition),

Pericarditis (92d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Pyrexia (92d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC- 21/02/2022
10011661505

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Abdominal pain (n/a

Recovering/Resolving

4

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

Chest discomfort
(n/a-
Recovering/Resolving

=)

Chest pain (n/a -
Recovering/Resolving

-

Feeling hot (n/a -
Recovering/Resolving

)

Headache (n/a -
Recovering/Resolving

I

Hypotension (n/a -
Recovering/Resolving

4

Pruritus (n/a -
Recovering/Resolving

Throat tightness (n/a

Recovering/Resolving

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

Not reported

EU-EC- 21/02/2022
10011661511

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

Asthenia (n/a -
Unknown - ),

CSF test abnormal
(n/a - Unknown -
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Condition aggravated
(n/a - Unknown -
Caused/Prolonged
Hospitalisation),

Guillain-Barre
syndrome (n/a -
Unknown -

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

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

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

Tongue disorder (n/a
- Unknown - )

EU-EC-
10011661524

21/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Drug ineffective (n/a

Recovered/Resolved
- Other Medically
Important
Condition),

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

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

Not reported

EU-EC-
10011661538

21/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

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

Not reported

EU-EC-
10011661550

21/02/2022

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,
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-
10011661560

21/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

Cough (n/a -
Unknown - ),

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

Fatigue (n/a -
Unknown - ),

Nasal congestion
(n/a - Unknown - ),

Nasopharyngitis (n/a
- Unknown - ),

Pain (n/a - Unknown

=)

Sneezing (n/a -
Unknown - )

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

Not reported

EU-EC-
10011661618

21/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

Vein collapse (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/al)

Not reported

EU-EC-
10011662334

21/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Haematochezia (3d -
Recovered/Resolved
- Other Medically
Important Condition)

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

Not reported

EU-EC-
10011662381

21/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

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

Not available

12-17
Years

Not
Specified

Male

No

COVID-19 (5d -
Recovered/Resolved
- Other Medically
Important
Condition),

Vaccination failure

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

GARDASIL 9 [HUMAN
PAPILLOMAVIRUS TYPE
PROTEIN - ADSORBED -
THE FORM OF VIRUS-L]
PARTICLES PRODUCED
YEAST CELLS
(SACCHAROMYCES
CEREVISIAE CANADE 3(
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Recovered/ResoIved
- Other Medically
Important Condition)

(STRAIN 1895)) BY RDP
HUMAN PAPILLOMAVIRI
TYPE 33 L1 PROTEIN -
ADSORBED - IN THE FC
OF VIRUS-LIKE PARTICI
PRODUCED IN YEAST C
(SACCHAROMYCES
CEREVISIAE CANADE 3(
(STRAIN 1895)) BY RD}
HUMAN PAPILLOMAVIRI
TYPE 45 L1 PROTEIN -
ADSORBED - IN THE FC
OF VIRUS-LIKE PARTICI
PRODUCED IN YEAST C
(SACCHAROMYCES
CEREVISIAE CANADE 3(
(STRAIN 1895)) BY RDM
HUMAN PAPILLOMAVIRI
TYPE 52 L1 PROTEIN -
ADSORBED - IN THE FC
OF VIRUS-LIKE PARTICI
PRODUCED IN YEAST C
(SACCHAROMYCES
CEREVISIAE CANADE 3(
(STRAIN 1895)) BY RDM
HUMAN PAPILLOMAVIRI
TYPE 58 L1 PROTEIN -
ADSORBED - IN THE FC
OF VIRUS-LIKE PARTICI
PRODUCED IN YEAST C
(SACCHAROMYCES
CEREVISIAE CANADE 3(
(STRAIN 1895)) BY RDP
HUMAN PAPILLOMAVIRI
TYPE 11 L1 PROTEIN -
ADSORBED - IN THE FC
OF VIRUS-LIKE PARTICI
PRODUCED IN YEAST C
(SACCHAROMYCES
CEREVISIAE CANADE 3(
(STRAIN 1895)) BY RDM
HUMAN PAPILLOMAVIRI
TYPE 16 L1 PROTEIN -
ADSORBED - IN THE FC
OF VIRUS-LIKE PARTICI
PRODUCED IN YEAST C
(SACCHAROMYCES
CEREVISIAE CANADE 3(
(STRAIN 1895)) BY RDM
HUMAN PAPILLOMAVIRI
TYPE 18 L1 PROTEIN -
ADSORBED - IN THE FC
OF VIRUS-LIKE PARTICI
PRODUCED IN YEAST C
(SACCHAROMYCES
CEREVISIAE CANADE 3(
(STRAIN 1895)) BY RDP
HUMAN PAPILLOMAVIRI
TYPE 6 L1 PROTEIN -
ADSORBED - IN THE FC
OF VIRUS-LIKE PARTICI
PRODUCED IN YEAST C
(SACCHAROMYCES
CEREVISIAE CANADE 3(
(STRAIN 1895)) BY RDP
AMORPHOUS ALUMINIL
HYDROXYPHOSPHATE
SULPHATE] (C-n/a-n;
[1d - n/a - n/a])

EU-EC-
10011662440

21/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

Drug ineffective (n/a
Recovering/Resolving

- Other Medically
Important Condition)

TOZINAMERAN

[TOZINAMERAN] (S - COVID-

19 immunisation - Not

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

Not reported

EU-EC-
10011662452

21/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Fatigue (n/a -
Recovered/Resolved

)

Headache (n/a -
Recovered/Resolved

4

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

Vaccination site
reaction (n/a -
Recovered/Resolved
-)

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

n/a])

Not reported

EU-EC-
10011662523

21/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Fatigue (2d -
Recovering/Resolving

)

Headache (2d -
Recovering/Resolving

),

Influenza (2d -
Recovering/Resolving

'

Injection site pain

Recovering/Resolving

I

Pyrexia (2d -
Recovered/Resolved

-)

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

- n/a-n/a])

Not reported

EU-EC- 21/02/2022

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

Spontaneous

Non

European

Not available

12-17

Adolescent

Male

No

Feeling hot (n/a -

COMIRNATY [TOZINAMERAN]

Not reported
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10011662590

Healthcare
Professional

Economic
Area

Years

Run Line Listing Report

Not Recovered/Not
Resolved - ),

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

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

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

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

EU-EC-
10011662672

21/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

Not reported

EU-EC-
10011662692

21/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Amenorrhoea (n/a -
Unknown - ),

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

Malaise (n/a -
Unknown - ),

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

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

Pain (n/a - Unknown

'

Premenstrual
syndrome (n/a -
Unknown - ),

Quality of life
decreased (n/a -
Recovering/Resolving

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

Not reported

EU-EC-
10011662706

21/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Abdominal pain (n/a
- Unknown - ),

Menstruation
irregular (n/a -
Recovered/Resolved
With Sequelae - )

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

Not reported

EU-EC-
10011662750

21/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Dysmenorrhoea (n/a
- Unknown - ),

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

Menstruation
irregular (n/a -
Unknown - )

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

[ETHINYLESTRADIOL,
LEVONORGESTREL,
LACTOSE, LACTOSE
MONOHYDRATE] (C - H
menstrual bleeding - n/:
[n/a - n/a - Oral])

EU-EC-
10011662920

21/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

EU-EC-
10011662943

21/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

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

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

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

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

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

Not reported

EU-EC-
10011663096

21/02/2022

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

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Chills (n/a -
Recovered/Resolved

4

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

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

Injection site
erythema (1wk -

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

- n/a])

Not reported
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Run Line Listing Report

Récovered]ResoIved

=)

Injection site
haematoma (1wk -
Recovered/Resolved
=)

Injection site
inflammation (1wk -
Recovered/Resolved

4

Injection site pain
(1wk -
Recovered/Resolved

=)

Injection site pruritus
(1wk -
Recovered/Resolved
=)

Injection site
swelling (1wk -
Recovered/Resolved

4

Injection site warmth
(1wk -
Recovered/Resolved

'

Malaise (n/a -
Recovered/Resolved

4

Pyrexia (2d -
Recovered/Resolved

EU-EC- 21/02/2022
10011663238

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

Yes

Myocarditis (6d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Pericarditis (6d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC- 21/02/2022
10011663399

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Headache (1d -
Recovered/Resolved

4

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

Limb discomfort (0d

Recovered/Resolved

'

Lymphadenopathy

Recovered/Resolved

)

Nausea (0d -
Recovered/Resolved

'

Pyrexia (1d -
Recovered/Resolved

=)

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

- n/a-n/a])

Not reported

EU-EC- 21/02/2022
10011663443

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

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

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

- n/a-n/a])

Not reported

EU-EC- 21/02/2022
10011663656

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Fatigue (n/a -
Recovering/Resolving

'

Headache (n/a -
Recovering/Resolving
=)

Influenza (n/a -
Recovering/Resolving

-

Injection site pain
(n/a-
Recovering/Resolving

Limb discomfort (n/a

Recovering/Resolving

'

Pyrexia (n/a -
Recovering/Resolving

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

Not reported

EU-EC- 21/02/2022
10011664170

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

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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

Vaccination failure
(n/a - Unknown -

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

Not reported
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Other Medically
Important Condition)

EU-EC-
10011664207

21/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

Peripheral swelling
(2wk -
Recovered/Resolved

4

Sick leave (2wk -
Recovered/Resolved

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

Not reported

EU-EC-
10011664308

21/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Headache (0d -
Recovered/Resolved

4

Injection site pain

Recovered/Resolved

)

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

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

Not reported

EU-EC-
10011665210

21/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

Headache (0d -
Recovered/Resolved

'

Injection site pain
(1d -
Recovered/Resolved

=)

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

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

Not reported

EU-EC-
10011665800

21/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Blood pressure
increased (n/a - Not
Recovered/Not
Resolved -
Disabling),

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

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

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

Heart rate increased
(n/a - Not
Recovered/Not
Resolved -
Disabling),

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

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

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

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

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

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

Vision blurred (n/a -
Not Recovered/Not
Resolved -
Disabling),

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

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

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

CIRCADIN [MELATONIN
n/a - Unknown - [n/a -
n/al),

NOT AVAILABLE (C - n/i
Unknown - [n/a - n/a -

[AVENA SATIVA FERM 3
HUMULUS LUPULUS EX
HERBA ET FRUCTIBUS |
34D @ (HAB, VS. 34D),
VALERIANA OFFICINALI
RADICE FERM 33C @ (H
VS, 33C), PASSIFLORA
CAERULEA EX HERBA FI
33C @ (HAB, VS. 330),
PASSIFLORA] (C - n/a -
Unknown - [n/a - n/a -

[CRATAEGUS, FRESH
HAWTHORN BERRIES
TINCTURE (1:3.5)] (C -
Unknown - [n/a - n/a -

[VALERIANA] (C - n/a -
Unknown - [n/a - n/a -

[ZOLPIDEM, ZOLPIDEM
TARTRATE] (C-n/a -
Unknown - [n/a - n/a -

EU-EC-
10011666233

21/02/2022

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

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Abdominal pain (10d

Recovered/Resolved
=)

Apathy (10d -
Recovered/Resolved

=)

Influenza like illness

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

- Intramuscular])

Not reported
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Run Line Listing Report

(10d -
Recovered/Resolved

EU-EC-
10011666305

21/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

Not reported

EU-EC-
10011666457

21/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

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

Not reported

EU-EC-
10011666544

21/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

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

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

Not reported

EU-EC-
10011666546

21/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Dyspnoea (n/a -
Recovered/Resolved

-

Nausea (n/a -
Recovered/Resolved

4

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

Tremor (n/a -
Recovered/Resolved

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

Not reported

EU-EC-
10011666588

21/02/2022

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),

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

Palpitations (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 -
Unknown])

Not reported

EU-EC-
10011666606

21/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

Not reported

EU-EC-
10011666631

21/02/2022

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

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Diarrhoea (n/a -
Recovering/Resolving
=)

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

Off label use (n/a -
Recovering/Resolving
=)

Tachycardia (n/a -
Recovering/Resolving

-

Vaccination error
(n/a -
Recovering/Resolving

)

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

Not reported

15/60



30.11.2022 16.48
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https://dap.ema.europa.eu/analytics/saw.dll?Go

Vomiting (n/a -
Recovering/Resolving
EU-EC- 21/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Complication COMIRNATY [TOZINAMERAN] |Not reported
10011666853 Healthcare |Economic Years associated with (S - Immunisation - n/a - [n/a
Professional |Area device (n/a - - 1{DF} - n/al)
Unknown - ),
Influenza like illness
(n/a - Unknown - ),
Local reaction (n/a -
Unknown - )
EU-EC- 21/02/2022 |Spontaneous |Non European |Not available 12-17 |Not Female [No Amenorrhoea (n/a - |COMIRNATY [TOZINAMERAN] |Not reported
10011667318 Healthcare |Economic Years |Specified Not Recovered/Not (S - COVID-19 immunisation -
Professional |Area Resolved - ) Not applicable - [n/a - 1{DF}
- n/a])
EU-EC- 21/02/2022 |Spontaneous |Non European |Not available 12-17 |Not Female [No Heavy menstrual COMIRNATY [TOZINAMERAN] |Not reported
10011667359 Healthcare |Economic Years |Specified bleeding (6mo - (S - COVID-19 immunisation -
Professional |Area Recovered/Resolved |Not applicable - [n/a - 1{DF}
=) - n/a])
Menstruation
irregular (6mo -
Recovered/Resolved
EU-EC- 21/02/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Axillary pain (n/a- |COMIRNATY [TOZINAMERAN] |Not reported
10011667801 Healthcare |Economic Years |Specified Not Recovered/Not  |(S - COVID-19 immunisation -
Professional |Area Resolved - ), Not applicable - [n/a - n/a -
n/a])
Musculoskeletal
chest pain (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 21/02/2022 |Spontaneous |Non European |Not available 12-17 |Not Not No Abdominal pain COMIRNATY [TOZINAMERAN] |Not reported
10011667827 Healthcare |Economic Years |Specified |Specified upper (n/a - (S - COVID-19 immunisation -
Professional |Area Unknown - ), Not applicable - [1d - n/a -
n/a])
Fatigue (n/a -
Unknown - ),
Vaccination site pain
(n/a - Unknown - )
EU-EC- 21/02/2022 |Spontaneous |Non European |Not available 12-17 |Not Not No Pain in extremity COMIRNATY [TOZINAMERAN] |Not reported
10011667831 Healthcare |Economic Years |Specified |Specified (n/a - Unknown -) (S - COVID-19 immunisation -
Professional |Area Not applicable - [1d - n/a -
n/al)
EU-EC- 21/02/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Gastrointestinal COMIRNATY [TOZINAMERAN] |Not reported
10011667844 Healthcare |Economic Years |Specified disorder (n/a - (S - COVID-19 immunisation -
Professional |Area Recovered/Resolved |Not applicable - [1d - n/a -
=) n/a])
Pyrexia (n/a -
Recovered/Resolved
EU-EC- 21/02/2022 |Spontaneous |Non European |Not available 12-17 |Not Female [No Headache (1d - COMIRNATY [TOZINAMERAN] |Not reported
10011667962 Healthcare |Economic Years |Specified Unknown - ), (S - Immunisation - n/a - [n/a
Professional |Area - n/a - Intramuscular])
Menarche (n/a -
Unknown - ),
Nausea (1d -
Recovered/Resolved
=
Pyrexia (1d -
Recovered/Resolved
EU-EC- 21/02/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY [TOZINAMERAN] [Not reported
10011668056 Professional |Economic Years Unknown - Other (S-nfa-n/a-[nfa-n/a-
Area Medically Important | Intramuscular])
Condition),
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 21/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Loss of COMIRNATY [TOZINAMERAN] |Not reported
10011668377 Professional | Economic Years consciousness (1h - |(S - COVID-19 immunisation -
Area Unknown - Other Not applicable - [1d - 1{DF} -
Medically Important |Intramuscular])
Condition),
Seizure (1h -
Unknown - Other
Medically Important
Condition)
EU-EC- 21/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Condition aggravated | COMIRNATY [TOZINAMERAN] |Not reported
10011668532 Professional |Economic Years |Specified (n/a - Not (S - COVID-19 immunisation -
Area Recovered/Not Not applicable - [30d - 1{DF}
Resolved - - Intramuscular])
Caused/Prolonged
Hospitalisation),
Focal segmental
glomerulosclerosis
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 21/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Neuralgic COMIRNATY [TOZINAMERAN] |Not reported
10011668540 Healthcare |Economic Years amyotrophy (n/a - (S - COVID-19 immunisation -
Professional |Area Recovered/Resolved |Not applicable - [1d - .3mL -
With Sequelae - Intramuscular])
Disabling)
EU-EC- 21/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Asthenia (n/a - Not |COMIRNATY [TOZINAMERAN] |Not reported
10011668639 Healthcare |Economic Years Recovered/Not (S - COVID-19 immunisation -
Professional |Area Resolved - ), Not applicable - [1d - .3mL -
Intramuscular])
Dizziness (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 21/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No Amenorrhoea (76d - |COMIRNATY [TOZINAMERAN] |Not reported
10011668717 Professional | Economic Years Recovered/Resolved (S - COVID-19 immunisation -
Area =) n/a-[1d-.3mL-
Intramuscular])
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Intermenstrual
bleeding (n/a -
Recovering/Resolving

EU-EC- 21/02/2022
10011668794

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Gastrointestinal
disorder (4d -
Recovered/Resolved

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

Not reported

EU-EC- 21/02/2022
10011669020

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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

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

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

Not reported

EU-EC- 21/02/2022
10011669094

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

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

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

Not reported

EU-EC- 21/02/2022
10011669259

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

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

Feeling abnormal
(n/a - Not
Recovered/Not
Resolved -
Disabling),

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

Head discomfort (n/a
- Not Recovered/Not
Resolved -
Disabling),

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

Impaired quality of
life (n/a - Not
Recovered/Not
Resolved -
Disabling),

Inner ear disorder
(n/a - Not
Recovered/Not
Resolved -
Disabling),

Loss of personal
independence in
daily activities (n/a -
Not Recovered/Not
Resolved -

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

Not reported
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Disabling),

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

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

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

Physical disability
(n/a - Not
Recovered/Not
Resolved -
Disabling),

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

EU-EC-
10011669343

21/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

n/a])

Not reported

EU-EC-
10011669511

21/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Epistaxis (n/a -
Recovering/Resolving

4

Pain in extremity
(n/a-
Recovering/Resolving

)

Pyrexia (0d -
Recovering/Resolving

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

Not reported

EU-EC-
10011669784

21/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Bell's palsy (n/a -
Unknown - Other
Medically Important
Condition)

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

Not reported

EU-EC-
10011669898

21/02/2022

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/a])

Not reported

EU-EC-
10011670439

21/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

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

Not reported

EU-EC-
10011670442

21/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Arrhythmia (n/a -
Unknown - ),

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

Palpitations (n/a -
Unknown - )

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

Not reported

EU-EC-
10011670446

21/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Chills (2d -
Recovering/Resolving

)

Influenza (2d -
Recovering/Resolving
=)

Pyrexia (2d -
Recovering/Resolving

,
Vaccination site pain

(2d -
Recovering/Resolving
-)

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

Not reported

EU-EC-
10011670448

21/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Cough (77d -
Recovered/Resolved

=)
Herpes simplex (77d

Recovered/Resolved

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

Not reported

EU-EC-
10011670452

21/02/2022

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

Spontaneous

Non
Healthcare

European
Economic

Not available

12-17
Years

Adolescent

Female

Menstrual disorder
(229d - Not

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

Not reported
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Professional |Area Recovered/Not - n/a-n/a])
Resolved - )
EU-EC- 21/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Headache (1d - COMIRNATY [TOZINAMERAN] |Not reported
10011670454 Healthcare |Economic Years Recovered/Resolved |(S - Immunisation - n/a - [n/a
Professional |Area =) - n/a-n/a])
Influenza (1d -
Recovered/Resolved
=k
Injection site pain
Recovered/Resolved
=)
Insomnia (1d -
Recovered/Resolved
=)
Pyrexia (1d -
Recovered/Resolved
EU-EC- 21/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Chills (1d - Not COMIRNATY [TOZINAMERAN] |Not reported
10011670455 Healthcare |Economic Years Recovered/Not (S - Immunisation - n/a - [n/a
Professional |Area Resolved - ), - n/a-n/a])
Headache (1d - Not
Recovered/Not
Resolved - ),
Malaise (1d - Not
Recovered/Not
Resolved - ),
Pyrexia (1d -
Recovered/Resolved
=)
Tachycardia (1d -
Recovering/Resolving
EU-EC- 21/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Menstrual disorder | COMIRNATY [TOZINAMERAN] |Not reported
10011670463 Healthcare |Economic Years (24d - Not (S - Immunisation - n/a - [n/a
Professional |Area Recovered/Not - n/a-n/a])
Resolved - )
EU-EC- 21/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent | Male No Injection site pain COMIRNATY [TOZINAMERAN] |Not reported
10011670472 Healthcare |Economic Years - (S - Immunisation - n/a - [n/a
Professional |Area Recovered/Resolved |- n/a - n/a])
Vaccination site
reaction (8d -
Recovered/Resolved
EU-EC- 21/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Hypertension (23d - |COMIRNATY [TOZINAMERAN] |Not reported
10011670473 Healthcare |Economic Years Not Recovered/Not (S - Immunisation - n/a - [n/a
Professional |Area Resolved - ) - n/a - n/a])
EU-EC- 21/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Menstruation COMIRNATY [TOZINAMERAN] |Not reported
10011670476 Healthcare |Economic Years irregular (n/a - Not  |(S - Immunisation - n/a - [n/a
Professional |Area Recovered/Not - n/a-n/al])
Resolved - )
EU-EC- 21/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Dysmenorrhoea (n/fa |COMIRNATY [TOZINAMERAN] |Not reported
10011670478 Healthcare |Economic Years - (S - Immunisation - n/a - [n/a
Professional |Area Recovered/Resolved |- n/a - n/a])
Menstrual disorder
(n/a-
Recovered/Resolved
EU-EC- 21/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Erythema (1d - COMIRNATY [TOZINAMERAN] [Not reported
10011670479 Healthcare |Economic Years Recovering/Resolving |(S - Immunisation - n/a - [n/a
Professional |Area =) - n/a - Intramuscular])
Influenza (1d -
Recovering/Resolving
Influenza like illness
Recovering/Resolving
EU-EC- 21/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Headache (33d - COMIRNATY [TOZINAMERAN] [Not reported
10011670779 Healthcare |Economic Years Recovered/Resolved (S - Immunisation - n/a - [n/a
Professional |Area =) - n/a-n/al)
Heavy menstrual
bleeding (33d -
Recovered/Resolved
=)
Pelvic pain (33d -
Recovered/Resolved
EU-EC- 21/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Visual impairment COMIRNATY [TOZINAMERAN] |Not reported
10011670780 Healthcare  |Economic Years (217d - (S - Immunisation - n/a - [n/a
Professional |Area Recovering/Resolving |- n/a - n/a])
EU-EC- 21/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Arrhythmia (0d - Not |COMIRNATY [TOZINAMERAN] |Not reported
10011670786 Healthcare |Economic Years Recovered/Not (S - Immunisation - n/a - [n/a
Professional |Area Resolved - ), - n/a-n/a])
Mitral valve
incompetence (0d -
Not Recovered/Not
Resolved - ),
Myocarditis (0d - Not
Recovered/Not
Resolved - )
EU-EC- 21/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Disturbance in COMIRNATY [TOZINAMERAN] |Not reported
10011670801 Healthcare |Economic Years attention (35d - Not |(S - Immunisation - n/a - [n/a
Professional |Area Recovered/Not - n/a-n/a])
Resolved - ),
Dizziness (35d - Not
Recovered/Not
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Resolved - ),
Weight bearing
difficulty (35d - Not
Recovered/Not
Resolved - )
EU-EC- 21/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Headache (14d - COMIRNATY [TOZINAMERAN] |Not reported
10011670804 Healthcare |Economic Years Recovering/Resolving | (S - Immunisation - n/a - [n/a
Professional |Area =) - n/a-n/al)
Tachycardia (14d -
Recovering/Resolving
EU-EC- 21/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Dizziness (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011670807 Healthcare |Economic Years Unknown - ), (S - Immunisation - n/a - [n/a
Professional |Area - n/a-n/al)
Headache (n/a -
Unknown - ),
Hypoaesthesia (n/a -
Recovered/Resolved
=
Influenza (n/a -
Unknown - ),
Injection site pain
(n/a - Unknown - ),
Limb discomfort (n/a
- Unknown - ),
Nausea (n/a -
Unknown - ),
Paraesthesia (n/a -
Recovered/Resolved
=)
Pyrexia (n/a -
Unknown - )
EU-EC- 21/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Menstrual disorder | COMIRNATY [TOZINAMERAN] |Not reported
10011670809 Healthcare |Economic Years (195d - Not (S - Immunisation - n/a - [n/a
Professional |Area Recovered/Not - n/a-n/a])
Resolved - )
EU-EC- 21/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Diarrhoea (n/a - Not |COMIRNATY [TOZINAMERAN] |Not reported
10011670810 Healthcare |Economic Years Recovered/Not (S - Immunisation - n/a - [n/a
Professional |Area Resolved - ), - n/a-n/a])
Headache (n/a -
Recovering/Resolving
=)
Injection site pain
(n/a-
Recovering/Resolving
EU-EC- 21/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Peripheral swelling |COMIRNATY [TOZINAMERAN] |Not reported
10011670812 Healthcare |Economic Years (n/a - Not (S - Immunisation - n/a - [n/a
Professional |Area Recovered/Not - n/a-n/al)
Resolved - )
EU-EC- 21/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Menstrual disorder | COMIRNATY [TOZINAMERAN] |Not reported
10011670814 Healthcare |Economic Years (54d - Not (S - Immunisation - n/a - [n/a
Professional |Area Recovered/Not - n/a-n/a])
Resolved - )
EU-EC- 21/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Fatigue (109d - Not |COMIRNATY [TOZINAMERAN] |Not reported
10011670815 Healthcare |Economic Years Recovered/Not (S - Immunisation - n/a - [n/a
Professional |Area Resolved - ), - n/a-n/al)
Headache (109d -
Not Recovered/Not
Resolved - ),
Pyrexia (109d - Not
Recovered/Not
Resolved - )
EU-EC- 21/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Dizziness (n/a - Not |COMIRNATY [TOZINAMERAN] |Not reported
10011670817 Healthcare |Economic Years Recovered/Not (S - Immunisation - n/a - [n/a
Professional |Area Resolved - ) - n/a - n/al)
EU-EC- 21/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Chills (1d - COMIRNATY [TOZINAMERAN] |Not reported
10011670821 Healthcare |Economic Years Recovered/Resolved |(S - Immunisation - n/a - [n/a
Professional |Area =) - n/a-n/a])
Headache (6d -
Recovering/Resolving
=)
Injection site pain
Recovered/Resolved
EU-EC- 21/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Lymphadenopathy ~ |COMIRNATY [TOZINAMERAN] |Not reported
10011670822 Healthcare |Economic Years (5d - Not (S - Immunisation - n/a - [n/a
Professional |Area Recovered/Not - n/a-n/a])
Resolved - ),
Rash (5d - Not
Recovered/Not
Resolved - )
EU-EC- 21/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Herpes zoster (n/a - |COMIRNATY [TOZINAMERAN] |Not reported
10011670825 Healthcare |Economic Years Not Recovered/Not (S - Immunisation - n/a - [n/a
Professional |Area Resolved - ), - n/a-n/a])
Rash (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 21/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Chest pain (166d - |COMIRNATY [TOZINAMERAN] |Not reported
10011670826 Healthcare |Economic Years Not Recovered/Not  |(S - Immunisation - n/a - [n/a
Professional |Area Resolved - ) - n/a - n/al)
EU-EC- 21/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Muscle spasms (62d |COMIRNATY [TOZINAMERAN] |Not reported
10011670827 Healthcare |Economic Years - Not Recovered/Not |(S - Immunisation - n/a - [n/a
Professional |Area Resolved - ), - n/a-n/a])
Swelling (62d - Not
Recovered/Not
Resolved - )
EU-EC- 21/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Confusional state (4d |COMIRNATY [TOZINAMERAN] |Not reported

20/60



30.11.2022 16.48

10011670829

Healthcare
Professional

Economic
Area

Years

Run Line Listing Report

Recovered/Resolved

4

Headache (5d -
Recovered/Resolved

)

Lymphadenopathy
(4d - Unknown - ),

Nausea (10d -
Recovered/Resolved

4

Speech disorder (4d

Recovered/Resolved

-

Vomiting (10d -
Recovered/Resolved

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

EU-EC-
10011670831

21/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Headache (2d -
Unknown - ),

Injection site pain
(2d - Unknown - )

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

Not reported

EU-EC-
10011670832

21/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

Diabetes insipidus
(157d -
Recovered/Resolved
With Sequelae - )

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

Not reported

EU-EC-
10011670833

21/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Headache (4d -
Recovering/Resolving
=)

Herpes simplex (4d -
Recovering/Resolving

)

Menstrual disorder

Recovering/Resolving

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

- n/a-n/a])

Not reported

EU-EC-
10011670834

21/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

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

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

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

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

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

- n/a-n/a])

Not reported

EU-EC-
10011670835

21/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Muscle spasms (107d
- Not Recovered/Not
Resolved - ),

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

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

Not reported

EU-EC-
10011670836

21/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Headache (13d - Not
Recovered/Not
Resolved - ),

Limb discomfort (14d
- Not Recovered/Not
Resolved - )

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

Not reported

EU-EC-
10011670838

21/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Fatigue (n/a -
Recovered/Resolved

)

Influenza like illness
(n/a-
Recovered/Resolved

-

Pain (n/a -
Recovered/Resolved

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

Not reported

EU-EC-
10011670848

21/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

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

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

Not reported

EU-EC-
10011670914

21/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

EU-EC-
10011670936

21/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

Yes

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

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

Not reported

EU-EC-
10011671458

21/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

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

Not available

12-17
Years

Adolescent

Female

No

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

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Dose not changed - [n/a -

1{DF} - n/a])

Not reported
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EU-EC- 21/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY [TOZINAMERAN] [Not reported
10011671607 Professional |Economic Years Unknown - Other (S-n/a-nfa-[nfa-n/a-
Area Medically Important |Intramuscular])
Condition),
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 21/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent | Male No Epistaxis (n/a - COMIRNATY [TOZINAMERAN] |ADYNOVI 2000 IU / 5 M
10011671623 Professional |Economic Years Recovered/Resolved |(S - COVID-19 immunisation - |POWDER AND SOLVENT
Area - Drug withdrawn - [1d - n/fa - |SOLUTION FOR INJECT
Intramuscular]) [RURIOCTOCOG ALFA
PEGOL] (C - Factor VIII
deficiency - Dose not ch
- [n/a - 4000[iU] - n/a])
EU-EC- 21/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Polymenorrhoea (n/a |COMIRNATY [TOZINAMERAN] |Not reported
10011671649 Professional | Economic Years - Not Recovered/Not |(S - COVID-19 immunisation -
Area Resolved - ) Drug withdrawn - [1d - n/a -
Intramuscular])
EU-EC- 21/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Pyrexia (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011671687 Professional | Economic Years Unknown -) (S - COVID-19 immunisation -
Area Not applicable - [n/a - 1{DF}
- Unknown])
EU-EC- 21/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Fatigue (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011671698 Professional |Economic Years Unknown - ), (S - COVID-19 immunisation -
Area Not applicable - [1d - 1{DF} -
Pyrexia (n/a - Unknown])
Unknown - )
EU-EC- 21/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Urticaria (0d - COMIRNATY [TOZINAMERAN] |Not reported
10011671745 Healthcare |Economic Years Recovered/Resolved |(S - COVID-19 immunisation -
Professional |Area - Drug withdrawn - [4d - n/a -
Intramuscular - More in
ICSR])
EU-EC- 21/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011672038 Professional |Economic Years Unknown - Other (S-nfa-n/a-[nfa-n/a-
Area Medically Important | Intramuscular])
Condition),
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011659005 Professional |Economic Years Unknown - Other (S-n/a-nfa-[nfa-n/a-
Area Medically Important |Intramuscular])
Condition),
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/02/2022 | Spontaneous |Non European |Not available 12-17 |Child Not No Feeling hot (3d - COMIRNATY [TOZINAMERAN] |Not reported
10011659062 Healthcare |Economic Years Specified Unknown - ), (S - COVID-19 immunisation -
Professional |Area Not applicable - [n/a - 1{DF}
Headache (3d - - Intramuscular])
Unknown - ),
Influenza like illness
(3d - Unknown - ),
Nausea (3d -
Unknown - )
EU-EC- 20/02/2022 |Spontaneous |Non European |Not available 12-17 |Child Male No Pyrexia (1d - COMIRNATY [TOZINAMERAN] |Not reported
10011659086 Healthcare |Economic Years Recovered/Resolved |(S - COVID-19 immunisation -
Professional |Area - Not applicable - [n/a - 1{DF}
- Intramuscular])
EU-EC- 20/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Influenza like illness |COMIRNATY [TOZINAMERAN] |Not reported
10011659091 Healthcare |Economic Years - (S - COVID-19 immunisation -
Professional |Area Recovered/Resolved |Not applicable - [n/a - 1{DF}
=) - Intramuscular])
Retching (2d -
Recovered/Resolved
=)
Vertigo (2d -
Recovered/Resolved
EU-EC- 20/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Influenza like illness |COMIRNATY [TOZINAMERAN] |Not reported
10011659097 Healthcare |Economic Years - (S - COVID-19 immunisation -
Professional |Area Recovered/Resolved |Not applicable - [n/a - 1{DF}
- - Intramuscular])
EU-EC- 20/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Lymphadenopathy ~ |COMIRNATY [TOZINAMERAN] |Not reported
10011659226 Healthcare |Economic Years (4d - (S-nfa-nfa-[n/a-n/a-
Professional |Area Recovered/Resolved |n/a])
EU-EC- 20/02/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Urticaria (0d - COMIRNATY [TOZINAMERAN] |Not reported
10011659709 Professional |Economic Years Recovering/Resolving | (S - COVID-19 immunisation -
Area - n/a - [n/a - n/a - n/al)
EU-EC- 20/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Blindness (0d - COMIRNATY [TOZINAMERAN] |Not reported
10011659712 Professional |Economic Years Recovered/Resolved |(S - COVID-19 immunisation -
Area - n/a - [n/a - n/a - n/a])
Dizziness (0d -
Recovered/Resolved
EU-EC- 20/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Diarrhoea (0d - COMIRNATY [TOZINAMERAN] |Not reported
10011659713 Professional |Economic Years Recovered/Resolved |(S - COVID-19 immunisation -
Area =) n/a - [n/a - n/a-n/a])
Dizziness (0d -
Recovered/Resolved
Vomiting (0d -
Recovered/Resolved
EU-EC- 20/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Pyrexia (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011659714 Healthcare |Economic Years Recovering/Resolving |(S - COVID-19 immunisation -
Professional |Area - n/a - [n/a - n/a - n/a])
EU-EC- 20/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Amenorrhoea (n/a - |COMIRNATY [TOZINAMERAN] |Not reported
10011659718 Professional |Economic Years Recovering/Resolving | (S - COVID-19 immunisation -
Area - n/a - [n/a - n/a - n/a])
EU-EC- 20/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No Lymphadenopathy ~ |COMIRNATY [TOZINAMERAN] |Not reported
10011659723 Professional | Economic Years (n/a - Unknown - )  |(S - COVID-19 immunisation -
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Area n/a - [n/a - n/a - n/a])
EU-EC- 20/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Lip swelling (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011659729 Professional |Economic Years Recovering/Resolving |(S - COVID-19 immunisation -
Area - n/a - [n/a - n/a - n/al)
EU-EC- 20/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Lymphadenopathy COMIRNATY [TOZINAMERAN] |Not reported
10011659733 Professional |Economic Years (n/a - Unknown -) (S - COVID-19 immunisation -
Area n/a - [n/a - n/a - n/a])
EU-EC- 20/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Urticaria (n/a - Not |COMIRNATY [TOZINAMERAN] |Not reported
10011659734 Healthcare |Economic Years Recovered/Not (S - COVID-19 immunisation -
Professional |Area Resolved - ) n/a - [n/a - n/a - n/a])
EU-EC- 20/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Vaccination site COMIRNATY [TOZINAMERAN] |Not reported
10011659737 Professional |Economic Years lymphadenopathy (S - COVID-19 immunisation -
Area (n/a- n/a - [n/a - n/a-n/al])
Recovering/Resolving
EU-EC- 20/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Abdominal pain COMIRNATY [TOZINAMERAN] |Not reported
10011659738 Healthcare |Economic Years upper (n/a - Not (S - COVID-19 immunisation -
Professional |Area Recovered/Not n/a-[n/a - n/a - n/a])
Resolved - ),
Headache (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 20/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Arthralgia (n/a - Not |COMIRNATY [TOZINAMERAN] |Not reported
10011659753 Healthcare |Economic Years Recovered/Not (S - COVID-19 immunisation -
Professional |Area Resolved - ), n/a - [n/a - n/a - n/a])
Headache (n/a - Not
Recovered/Not
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 20/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Headache (n/a - Not |COMIRNATY [TOZINAMERAN] |Not reported
10011659815 Healthcare |Economic Years Recovered/Not (S - COVID-19 immunisation -
Professional |Area Resolved - ) n/a - [n/a - n/a - n/a])
EU-EC- 20/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011659852 Professional |Economic Years Unknown - Other (S-n/a-nfa-[nfa-n/a-
Area Medically Important |Intramuscular])
Condition),
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011659966 Professional |Economic Years Unknown - Other (S-nfa-n/a-[nfa-n/a-
Area Medically Important |Intramuscular])
Condition),
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 19/02/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Loss of COMIRNATY [TOZINAMERAN] |Not reported
10011657081 Healthcare |Economic Years |Specified consciousness (0d - |(S - COVID-19 immunisation -
Professional |Area Recovered/Resolved |n/a - [n/a-n/a-
- Other Medically Intramuscular])
Important Condition)
EU-EC- 19/02/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Hypertension (n/a - |COMIRNATY [TOZINAMERAN] |Not reported
10011657281 Healthcare |Economic Years |Specified Not Recovered/Not  |(S - COVID-19 immunisation -
Professional |Area Resolved - ) Not applicable - [n/a - 1{DF}
- Intramuscular])
EU-EC- 19/02/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Asthenia (19d - COMIRNATY [TOZINAMERAN] |Not reported
10011657321 Professional |Economic Years |Specified Recovered/Resolved |(S - COVID-19 immunisation -
Area - Caused/Prolonged |n/a-[n/a-n/a-
Hospitalisation), Intramuscular])
Diarrhoea (19d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Headache (19d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Leukopenia (19d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Malaise (19d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Pyrexia (19d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Thrombocytopenia
(19d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Vertigo (19d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Vision blurred (19d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)
EU-EC- 19/02/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Chest pain (12d - COMIRNATY [TOZINAMERAN] |Not reported
10011658193 Healthcare |Economic Years |Specified Recovered/Resolved |(S - COVID-19 immunisation -
Professional |Area =) Not applicable - [n/a - 1{DF}
- n/al)
Headache (1d -
Recovered/Resolved

23/60



30.11.2022 16.48

Run Line Listing Report

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

Malaise (1d -
Recovered/Resolved
Musculoskeletal pain
Recovered/Resolved
Nausea (0d -
Recovered/Resolved
=
Palpitations (12d -
Recovered/Resolved
-)
EU-EC- 19/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011658494 Professional |Economic Years Unknown - Other (S-nfa-n/a-[nfa-n/a-
Area Medically Important | Intramuscular])
Condition),
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 19/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY [TOZINAMERAN] [Not reported
10011658534 Professional |Economic Years Unknown - Other (S-nfa-n/a-[nfa-n/a-
Area Medically Important | Intramuscular])
Condition),
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 19/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011658563 Professional |Economic Years Unknown - Other (S-nfa-n/a-[nfa-n/a-
Area Medically Important |Intramuscular])
Condition),
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 19/02/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY [TOZINAMERAN] [Not reported
10011658564 Professional |Economic Years Unknown - Other (S-n/a-nfa-[nfa-n/a-
Area Medically Important |Intramuscular])
Condition),
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 19/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011658579 Professional |Economic Years Unknown - Other (S-nfa-n/a-[nfa-n/a-
Area Medically Important | Intramuscular])
Condition),
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 19/02/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011658699 Professional | Economic Years Unknown - Other (S-nfa-nfa-[n/a-n/a-
Area Medically Important | Intramuscular])
Condition),
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 18/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female [No Urticaria (0d - COMIRNATY [TOZINAMERAN] |Not reported
10011643935 Professional | Economic Years |Specified Recovered/Resolved |(S - COVID-19 immunisation -
Area - Caused/Prolonged |n/a - [n/a - 1{DF} -
Hospitalisation) Intramuscular])
EU-EC- 18/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female [No Asthenia (n/a - Not  |COMIRNATY [TOZINAMERAN] |Not reported
10011644013 Professional | Economic Years |Specified Recovered/Not (S - COVID-19 immunisation -
Area Resolved - ), Not applicable - [n/a - 30ug -
Intramuscular])
Lymphadenopathy
(n/a - Not
Recovered/Not
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - ),
Vertigo (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 18/02/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Polymenorrhoea (n/a | COMIRNATY [TOZINAMERAN] |Not reported
10011644097 Healthcare |Economic Years |Specified - Unknown - ) (S - COVID-19 immunisation -
Professional |Area n/a - [n/a - 1{DF} -
Intramuscular])
EU-EC- 18/02/2022 | Spontaneous |Non European |Not available 12-17 |Not Female [No Amenorrhoea (n/a - |COMIRNATY [TOZINAMERAN] |Not reported
10011644129 Healthcare |Economic Years |Specified Unknown - (S - COVID-19 immunisation -
Professional |Area Disabling) Drug withdrawn - [n/a - 30g -
n/a])
EU-EC- 18/02/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Pyrexia (n/a - Not COMIRNATY [TOZINAMERAN] |Not reported
10011644248 Healthcare |Economic Years |Specified Recovered/Not (S - COVID-19 immunisation -
Professional |Area Resolved - ) Not applicable - [n/a - .3mL -
Intramuscular])
EU-EC- 18/02/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Menstrual disorder ~|COMIRNATY [TOZINAMERAN] |Not reported
10011644257 Professional | Economic Years |Specified (n/a - Not (S - COVID-19 immunisation -
Area Recovered/Not n/a - [n/a - 1{DF} -
Resolved - ) Intramuscular])
EU-EC- 18/02/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Feeling hot (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011644348 Healthcare |Economic Years |Specified Not Recovered/Not  |(S - COVID-19 immunisation -
Professional |Area Resolved - ), n/a-[n/a-n/a-
Intramuscular])
Lymphadenopathy
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 18/02/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Juvenile idiopathic ~ |COMIRNATY [TOZINAMERAN] |Not reported
10011644599 Professional |Economic Years |Specified arthritis (n/a - (S - COVID-19 immunisation -
Area Recovering/Resolving
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- Caused/Prolonged |Not applicable - [n/a - n/a -
Hospitalisation), Intramuscular])
Pyrexia (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 18/02/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Pericarditis (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011644641 Healthcare |Economic Years |Specified Unknown - (S - COVID-19 immunisation -
Professional |Area Caused/Prolonged Unknown - [n/a - 1{DF} -
Hospitalisation) Intramuscular])
EU-EC- 18/02/2022 | Spontaneous |Non Non Not available 12-17 |Not Female [No COVID-19 (n/a - TOZINAMERAN Not reported
10011645052 Healthcare |European Years | Specified Recovering/Resolving |[TOZINAMERAN] (S - COVID-
Professional | Economic - Other Medically 19 immunisation - Not
Area Important applicable - [1d - n/a -
Condition), Intramuscular])
Vaccination failure
(n/a-
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 18/02/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Chills (n/a - Not COMIRNATY [TOZINAMERAN] |[BILASTINE] (C - Urtica
10011645097 Healthcare |Economic Years |Specified Recovered/Not (S - COVID-19 immunisation - |n/a - [1d - n/a - n/a])
Professional |Area Resolved - ), Not applicable - [1d - n/a -
Intramuscular])
Oedema peripheral
(n/a - Not
Recovered/Not
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 18/02/2022 | Spontaneous |Non Non Not available 12-17 |Not Female |No Inappropriate COMIRNATY [TOZINAMERAN] [Not reported
10011645203 Healthcare |European Years |Specified schedule of product |(S - COVID-19 immunisation -
Professional |Economic administration (n/a - |Not applicable - [1d - n/a -
Area Unknown - ), n/al)
Tourette's disorder
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Other Medically
Important Condition)
EU-EC- 18/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Breast abscess (n/a - |COMIRNATY [TOZINAMERAN] |Not reported
10011646169 Professional |Economic Years Recovering/Resolving | (S - COVID-19 immunisation -
Area =) Not applicable - [1d - .3mL -
Intramuscular])
Mastitis (n/a -
Recovering/Resolving
EU-EC- 18/02/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Hypersensitivity (n/a |COMIRNATY CONCENTRATE | Not reported
10011646177 Healthcare |Economic Years |Specified - FOR DISPERSION FOR
Professional |Area Recovering/Resolving | INJECTION [TOZINAMERAN]
- Other Medically (S - COVID-19 immunisation -
Important Not applicable - [n/a - n/a -
Condition), Intramuscular])
Swelling face (n/a -
Recovering/Resolving
- Life Threatening,
Other Medically
Important
Condition),
Urticaria (n/a -
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 18/02/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Headache (n/a - COMIRNATY [TOZINAMERAN] |[LOPERAMIDE
10011646895 Healthcare |Economic Years |Specified Recovering/Resolving |(S - COVID-19 immunisation - |HYDROCHLORIDE,
Professional |Area =) Not applicable - [n/a - n/a- |LOPERAMIDE OXIDE] ((
n/al) -n/a-[n/a-n/a-n/a]}
Inappropriate
schedule of product
administration (n/a -
Unknown - ),
Pain in extremity
(n/a -
Recovering/Resolving
EU-EC- 18/02/2022 | Spontaneous |Non Non Not available 12-17 |Not Female [No Tension headache COMIRNATY [TOZINAMERAN] |Not reported
10011646926 Healthcare |European Years |Specified (n/a - Not (S - COVID-19 immunisation -
Professional |Economic Recovered/Not Not applicable - [n/a - n/a -
Area Resolved - Disabling, |n/a])
Other Medically
Important Condition)
EU-EC- 18/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Juvenile idiopathic COMIRNATY [TOZINAMERAN] |Not reported
10011646950 Professional |Economic Years |Specified arthritis (n/a - (S - COVID-19 immunisation -
Area Recovering/Resolving |Not applicable - [1d - n/a -
- Caused/Prolonged |n/a])
Hospitalisation,
Other Medically
Important Condition)
EU-EC- 18/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Confusional state COMIRNATY [TOZINAMERAN] |Not reported
10011646989 Professional |Economic Years |Specified (n/a - Unknown - ), (S - COVID-19 immunisation -
Area Not applicable - [1d - n/a -
Crying (n/a - n/a])
Unknown - ),
Fatigue (n/a -
Unknown - ),
Iliness (n/a -
Unknown - ),
Inappropriate
schedule of product
administration (n/a -
Unknown - ),
Nausea (n/a -
Unknown - ),

25/60



30.11.2022 16.48

Run Line Listing Report

Pyrexia (6d -
Unknown - )

EU-EC-
10011647057

18/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

Hypotonic-
hyporesponsive
episode (n/a -
Unknown - Other
Medically Important
Condition),

Loss of
consciousness (3s -
Recovered/Resolved
- Other Medically
Important Condition)

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

Not reported

EU-EC-
10011647612

18/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

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

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

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

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

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

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

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

Not reported

EU-EC-
10011647856

18/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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

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

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

- Intramuscular])

Not reported

EU-EC-
10011648262

18/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

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

- n/a-n/a])

Not reported

EU-EC-
10011648286

18/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Headache (0d -
Recovered/Resolved

'

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

Limb discomfort (1d

Recovered/Resolved

-
Pyrexia (0d -
Recovered/Resolved

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

Not reported

EU-EC-
10011648427

18/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

Not reported

EU-EC-
10011648577

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

18/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Fatigue (1d -
Recovered/Resolved
=)

Headache (1d -
Recovered/Resolved

-

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

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

- n/a])

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

Malaise (1d -
Recovered/Resolved

4

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

Myalgia (3d -
Recovered/Resolved

=)

Nausea (1d -
Recovered/Resolved

EU-EC-
10011648593

18/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Oral herpes (n/a -
Unknown - ),

Pyrexia (2d -
Unknown - ),

Rash (n/a -
Recovering/Resolving

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

Not reported

EU-EC-
10011648970

18/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Child

Male

No

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

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

Not reported

EU-EC-
10011648981

18/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

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

- n/a-n/a])

Not reported

EU-EC-
10011649057

18/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Chills (0d -
Recovered/Resolved

)

Headache (1d -
Recovered/Resolved

Limb discomfort (1d

Recovered/Resolved
=)

Pyrexia (1d -
Recovered/Resolved

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

Not reported

EU-EC-
10011649122

18/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Injection site pain

Recovered/Resolved

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

Not reported

EU-EC-
10011649816

18/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Malaise (3d -
Recovered/Resolved

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

Not reported

EU-EC-
10011649837

18/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

Yes

Vaccination failure
(10d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [n/a - .6mL -
Intramuscular])

Not reported

EU-EC-
10011650001

18/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

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

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

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

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

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

Respiratory tract
infection (n/a - Not
Recovered/Not
Resolved - )

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

Not reported

EU-EC-
10011650060

18/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

Fibrin D dimer
increased (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC- 18/02/2022

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

Spontaneous

Healthcare

European

Not available

12-17

Not

Male

No

Antibody test

COMIRNATY [TOZINAMERAN]

[CETIRIZINE, CETIRIZII
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10011650299

Professional

Economic
Area

Years

Run Line Listing Report

Specified

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

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

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

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

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

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

DIHYDROCHLORIDE] (C
Rhinitis allergic - n/a - [
n/a - n/a])

EU-EC-
10011650330

18/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Chronic fatigue
syndrome (n/a - Not
Recovered/Not
Resolved -
Disabling),

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

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

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

Mental impairment
(n/a - Not
Recovered/Not
Resolved -
Disabling),

Orthostatic
intolerance (n/a -
Not Recovered/Not
Resolved - Disabling)

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

Not reported

EU-EC-
10011650639

18/02/2022

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

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

Electrocardiogram
QRS complex
abnormal (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Electrocardiogram T
wave abnormal (n/a
- Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Electrocardiogram T
wave amplitude
decreased (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

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

Sinus bradycardia
(n/a - Not
Recovered/Not
Resolved -

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

[A/HONG KONG/4801/2014
(H3N2)-LIKE STRAIN
(AJHONG KONG/4801/2014,
X-263B),
B/BRISBANE/60/2008-LIKE
ST

(B/BRISBANE/60/2008, WILD
TYPE), A/CALIFORNIA/7/2009
(H1N1)PDM09-DERIVED
STRAIN USED (NYMC X-181),
A/HONG KONG/4801/2014
(H3N2)-LIKE STRAIN
(A/HONG KONG/4801/2014,
X-263B),
B/BRISBANE/60/2008-LIKE
STRAIN
(B/BRISBANE/60/2008, WILD
TYPE), A/MICHIGAN/45/2015
(H1N1)PDMO09-LIKE STRAIN
(A/SINGAPORE/GP1908/2015,
IVR-180), INFLUENZA
VACCINE] (S - n/a - Not
applicable - [n/a - n/a -
UnknownT)

Not reported
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Run Line Listing Report

Caused/Prolonged
Hospitalisation),

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

EU-EC-
10011651548

18/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Clostridium difficile
infection (n/a -
Unknown -
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Constipation (n/a -
Unknown - ),

Dizziness (n/a -
Unknown - ),

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

Muscle spasms (n/a -
Unknown - ),

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

Pyrexia (n/a -
Unknown - ),

Renal disorder (n/a -
Unknown - ),

Urinary incontinence
(n/a - Unknown - ),

Urinary tract
infection (n/a -
Unknown - ),

Vomiting (n/a -
Unknown - )

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

Not reported

EU-EC-
10011651571

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

18/02/2022

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),

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

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

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

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

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

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

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

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

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

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

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

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

Paraesthesia oral (1d

Recovered/Resolved
- Other Medically
Important
Condition),

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

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

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

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

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

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

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

EU-EC- 18/02/2022
10011651582

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Vaccination site pain
(1d -
Recovered/Resolved

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

Not reported

EU-EC- 18/02/2022
10011651583

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

Not reported

EU-EC- 18/02/2022
10011651587

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

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

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

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

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

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

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

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

Not reported

EU-EC- 18/02/2022
10011651590

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

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

Hyperhidrosis (1d -
Recovered/Resolved
- Other Medically

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

Not reported
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Important
Condition),

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

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

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

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

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

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

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

EU-EC-
10011651591

18/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

Not reported

EU-EC-
10011651630

18/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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

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

Not reported

EU-EC-
10011652287

18/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Ear pain (62d -
Recovered/Resolved
With Sequelae - ),

Lymphadenopathy
(62d -
Recovered/Resolved
With Sequelae - )

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

Not reported

EU-EC-
10011652903

18/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

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

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

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

Not reported

EU-EC-
10011653180

18/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Menstruation delayed
(n/a - Unknown - )

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

- Intramuscular])

Not reported

EU-EC-
10011653197

18/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Immunisation
reaction (2d -
Recovered/Resolved

=)

Urticaria (n/a -
Recovered/Resolved

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

- Intramuscular])

Not reported

EU-EC-
10011653207

18/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Herpes zoster (n/a -
Recovering/Resolving

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

- Intramuscular])

Not reported

EU-EC-
10011653225

18/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Lymphadenopathy
(n/a-
Recovering/Resolving

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

Not reported

EU-EC-
10011653570

18/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Anaphylactic shock
(2210min -
Recovered/Resolved
- Other Medically
Important Condition)

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

Not reported

EU-EC-
10011653592

18/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

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

Not reported

EU-EC-
10011653732

18/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

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

Not available

12-17
Years

Not
Specified

Male

No

Pyrexia (2d -
Recovered/Resolved
- Other Medically

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

[METHYLPHENIDATE
HYDROCHLORIDE] (C -
n/a - [n/a - 27mg - Oral
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Run Line Listing Report

Important
Condition),

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

[METHYLPHENIDATE
HYDROCHLORIDE] (C -
n/a - [n/a - 36mg - Oral

EU-EC-
10011653806

18/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Cold sweat (n/a -
Unknown - ),

Feeling abnormal
(n/a - Unknown - ),

Generalised tonic-
clonic seizure (n/a -
Unknown - Other
Medically Important
Condition),

Headache (n/a -
Unknown - ),

Iliness (n/a -
Unknown - ),

Malaise (n/a -
Unknown - ),

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

Pyrexia (n/a -
Unknown - ),

Vomiting (n/a -
Unknown - )

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

[A/HONG KONG/4801/2
(H3N2)-LIKE STRAIN
(A/HONG KONG/4801/2
X-263B),
B/BRISBANE/60/2008-L
STRAIN
(B/BRISBANE/60/2008,
TYPE), A/CALIFORNIA/7
(H1N1)PDM09-DERIVEL
STRAIN USED (NYMC X-
A/HONG KONG/4801/2C
(H3N2)-LIKE STRAIN
(A/HONG KONG/4801/2
X-263B),
B/BRISBANE/60/2008-L
STRAIN
(B/BRISBANE/60/2008,
TYPE), A/MICHIGAN/45,
(H1N1)PDMO09-LIKE STF
(A/SINGAPORE/GP1908
IVR-180), INFLUENZA
VACCINE] (C - n/a - n/a
- n/a-n/a]),

[BISACODYL, DOCUSAT
SODIUM, SODIUM
PICOSULFATE
MONOHYDRATE] (C -
Encopresis - n/a - [n/a -
n/aj)

EU-EC-
10011654006

18/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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

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

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

Not reported

EU-EC-
10011654107

18/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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

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

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

Not reported

EU-EC-
10011654266

18/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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

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

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

Not reported

EU-EC-
10011654645

18/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

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

Not reported

EU-EC-
10011654853

18/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

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

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

Not reported

EU-EC-
10011655041

18/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

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

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

Not reported

EU-EC-
10011655134

18/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

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

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Dose not changed - [n/a -
1{DF} - n/a])

Not reported

EU-EC-
10011655196

18/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

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

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Drug withdrawn - [1d - n/a -
Intramuscular - More in
ICSR])

Not reported

EU-EC-
10011655227

18/02/2022

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

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Lymphadenopathy
(n/a-
Recovering/Resolving

'

Pyrexia (n/a -
Recovering/Resolving

4

Vaccination site pain

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [1d - 1{DF} -
Unknown - More in ICSR])

Not reported
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(n/a-
Recovering/Resolving

EU-EC-
10011655258

18/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Menstruation
irregular (n/a -
Recovering/Resolving

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

Not reported

EU-EC-
10011655592

18/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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

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

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

Not reported

EU-EC-
10011630954

17/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Menometrorrhagia
(n/a -
Recovered/Resolved

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

Not reported

EU-EC-
10011631016

17/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

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

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

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

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

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

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
n/a-[n/a-.2mL-
Intramuscular])

Not reported

EU-EC-
10011631099

17/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

Lymphadenopathy
(n/a-
Recovering/Resolving
=)

Pyrexia (n/a -
Recovering/Resolving

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

Not reported

EU-EC-
10011631167

17/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

Not reported

EU-EC-
10011631769

17/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Hot flush (n/a -
Recovered/Resolved
=)

Pain in extremity
(n/a-
Recovered/Resolved

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

Not reported

EU-EC-
10011631777

17/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Altered state of
consciousness (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

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

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

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

Fibrin D dimer
increased (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

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

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

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

Not reported

EU-EC-
10011631841

17/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Headache (4d -
Recovered/Resolved

)
Pain in extremity (4d

Recovered/Resolved

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

Not reported

EU-EC- 17/02/2022

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

Spontaneous

Healthcare

European

Not available

12-17

Not

Male

No

Pain in extremity (3d

COMIRNATY [TOZINAMERAN]

Not reported
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Specified

Recovered/Resolved

4

Pyrexia (3d -
Recovered/Resolved

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

EU-EC-
10011632048

17/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

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

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

Not reported

EU-EC-
10011632059

17/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

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

[INFLUENZA VIRUS] (C
-n/a-[n/a-n/a-n/a];

EU-EC-
10011632230

17/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

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

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

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

Not reported

EU-EC-
10011632235

17/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

Not reported

EU-EC-
10011632237

17/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

Rash (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-
10011632336

17/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Eyelid ptosis (n/a -
Not Recovered/Not
Resolved - Disabling)

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

[PREDNISONE] (C - n/a
- [n/a-n/a-n/al)

EU-EC-
10011632940

17/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

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

Not available

12-17
Years

Adolescent

Female

No

Migraine with aura
(n/a - Unknown -
Caused/Prolonged
Hospitalisation),

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

Not reported
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Vaccination site
paraesthesia (n/a -
Unknown - Other
Medically Important
Condition),

Visual field defect
(n/a - Unknown -
Caused/Prolonged
Hospitalisation)

EU-EC-
10011633047

17/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

Not reported

EU-EC-
10011633367

17/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Generalised tonic-
clonic seizure (n/a -
Unknown -
Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10011633416

17/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

Not reported

EU-EC-
10011633466

17/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

Not reported

EU-EC-
10011633513

17/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

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

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

Not reported

EU-EC-
10011633540

17/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Generalised tonic-
clonic seizure (10min
Recovered/Resolved
- Life Threatening,
Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10011633555

17/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

Body temperature
fluctuation (5d -
Recovered/Resolved
- Other Medically
Important
Condition),

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

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

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

Not reported

EU-EC-
10011633558

17/02/2022

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

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

EU-EC-
10011633568

17/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

Myalgia (4d -
Recovered/Resolved
- Other Medically
Important Condition)

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

Not reported

EU-EC-
10011633602

17/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Yes

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

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

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

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

Not reported

EU-EC-
10011634180

17/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Pyrexia (35d -
Unknown -
Disabling)

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

n/a])

Not reported

EU-EC-
10011634268

17/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

COMIRNATY [TOZINAMERAN]
(S - Immunisation - n/a - [n/a
- 30ug - Intramuscular])

Not reported

EU-EC-
10011634369

17/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

Not reported

EU-EC-
10011634409

17/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

Not reported

EU-EC-
10011634419

17/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

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

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

Not reported

EU-EC-
10011634532

17/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

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

Not reported

EU-EC-
10011634612

17/02/2022

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

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Arthralgia (2d -
Recovered/Resolved

=)

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

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

Headache (n/a -
Recovering/Resolving

)

Injection site
erythema (n/a -
Recovered/Resolved

'

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

- n/a])

VOEDINGSSUPPLEMEN1
[NOT AVAILABLE] (C - r
n/a - [n/a - n/a - n/a])
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Injection site
inflammation (n/a -
Recovered/Resolved
-

Injection site pain
(n/a-
Recovered/Resolved

r

Myalgia (2d -
Recovered/Resolved

EU-EC-
10011634788

17/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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

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

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

Not reported

EU-EC-
10011634793

17/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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

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

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

Not reported

EU-EC-
10011634900

17/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

Visual impairment
(n/a - Unknown -
Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10011635460

17/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

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

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

Not reported

EU-EC-
10011635534

17/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

Pain in extremity
(2wk -
Recovered/Resolved

4

Pyrexia (2wk -
Recovered/Resolved

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

Not reported

EU-EC-
10011635973

17/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

Loss of
consciousness (n/a -
Unknown - ),

Pyrexia (n/a -
Unknown - )

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

Not reported

EU-EC-
10011636268

17/02/2022

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

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Asthenia (1.5h -
Unknown - Other
Medically Important
Condition),

Blood pressure
decreased (1.5h -
Unknown - Other
Medically Important
Condition),

Headache (1.5h -
Unknown - Other
Medically Important
Condition),

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

Not reported
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Run Line Listing Report

Heart rate decreased
(1.5h - Unknown -
Other Medically
Important
Condition),

Hypotonic-
hyporesponsive
episode (1.5h -
Unknown - Other
Medically Important
Condition)

EU-EC-
10011636297

17/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Heavy menstrual
bleeding (n/a -
Recovering/Resolving

-)

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

[ETONOGESTREL] (C - 1
n/a - [n/a - n/a - n/a])

EU-EC-
10011636321

17/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

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

Not reported

EU-EC-
10011636904

17/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

Not reported

EU-EC-
10011637054

17/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Fatigue (n/a -
Unknown - ),

Malaise (n/a -
Unknown - ),

Pain (n/a - Unknown

4

Pyrexia (n/a -
Unknown - ),

Swelling (n/a -
Unknown - ),

Tenderness (n/a -
Unknown -)

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

[COLECALCIFEROL] (C -
n/a-)

EU-EC-
10011637773

17/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

Heavy menstrual
bleeding (5d -
Recovered/Resolved

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

Not reported

EU-EC-
10011638039

17/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

- n/al)

Not reported

EU-EC-
10011638074

17/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

- n/aj)

Not reported

EU-EC-
10011638338

17/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

Application site
eczema (3d -
Recovered/Resolved

4

Application site
swelling (3d -
Recovered/Resolved

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

Not reported

EU-EC-
10011638749

17/02/2022

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

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

Not reported
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Chest discomfort

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

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

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

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

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

Viral pericarditis (n/a

Recovering/Resolving
- Caused/Prolonged
Hospitalisation,
Other Medically
Important Condition)

EU-EC-
10011638791

17/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Eye discharge (n/a -
Unknown - ),

Fatigue (n/a -
Unknown - ),

Nausea (n/a -
Unknown - ),

Pyrexia (n/a -
Unknown - ),

Rhinorrhoea (n/a -
Unknown - ),

Vomiting (n/a -
Unknown -)

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

Not reported

EU-EC-
10011639063

17/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Amenorrhoea (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-
10011639065

17/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

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

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

[SALBUTAMOL, SALBUT.
SULFATE] (C - Asthma -
[n/a - n/a - n/a])

EU-EC-
10011639184

17/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

Not reported

EU-EC-
10011639190

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

17/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Complex tic (n/a -
Unknown -
Caused/Prolonged
Hospitalisation,
Other Medically

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

Not reported
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Important
Condition),

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

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

EU-EC-
10011639497

17/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

Injection site pain

Recovered/Resolved

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

Not reported

EU-EC-
10011639637

17/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Type 1 diabetes
mellitus (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Disabling)

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

Not reported

EU-EC-
10011639746

17/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Chest pain (21d -
Recovered/Resolved
- Other Medically
Important
Condition),

Dyspnoea (21d -
Recovered/Resolved
- Other Medically
Important
Condition),

Tachycardia (21d -
Recovered/Resolved
- Other Medically
Important Condition)

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

- Intramuscular])

Not reported

EU-EC-
10011639748

17/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

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

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

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

Not reported

EU-EC-
10011639821

17/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

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

Not reported

EU-EC-
10011640071

17/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

- n/al)

Not reported

EU-EC-
10011640135

17/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Amenorrhoea (n/a -
Recovering/Resolving

4

Dysmenorrhoea (n/a

Recovering/Resolving

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

Not reported

EU-EC-
10011640244

17/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Headache (n/a -
Recovering/Resolving

)

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

Vertigo (n/a -
Recovering/Resolving

'

Vomiting (n/a -
Recovering/Resolving

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

[METHYLPHENIDATE
HYDROCHLORIDE] (C -
Attention deficit hyperac
disorder - nfa - [n/fa-n,
Oral])

EU-EC-
10011640367

17/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

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

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

Not reported

EU-EC-
10011640472

17/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Menstrual disorder
(1wk -
Recovered/Resolved

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Drug withdrawn - [1d - .3mL -
Intramuscular])

Not reported

EU-EC- 17/02/2022

Spontaneous

Non

European

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

Not available

12-17

Adolescent

Male

No

Dyspnoea (n/a - Not

COMIRNATY [TOZINAMERAN]

Not reported
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10011640826

Healthcare
Professional

Economic
Area

Years

Run Line Listing Report

Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

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

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

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

EU-EC-
10011640888

17/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Dyspnoea (1d -
Unknown - ),

Feeling hot (1d -
Recovered/Resolved

4

Headache (1d -
Recovered/Resolved

)

Injection site pain
1

Recovered/Resolved

'

Pyrexia (1d -
Recovered/Resolved
=)

Tachycardia (1d -
Recovered/Resolved

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

- n/a-n/a])

Not reported

EU-EC-
10011641021

17/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Anaphylactic shock
(416min -
Recovered/Resolved
- Other Medically
Important
Condition),

Dyspnoea (416min -
Recovered/Resolved

4

Pallor (416min -
Recovered/Resolved

4

Sensation of foreign
body (416min -
Recovered/Resolved

-)

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

Not reported

EU-EC-
10011641026

17/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

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

Not reported

EU-EC-
10011641029

17/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

Not reported

EU-EC-
10011641131

17/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Pain in extremity (7d

Recovered/Resolved

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

Not reported

EU-EC-
10011641324

17/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

Not reported

EU-EC-
10011641371

17/02/2022

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 -
Intramuscular])

Not reported

EU-EC-
10011641554

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

17/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Chest discomfort
(n/a - Unknown - ),

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

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

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

Product administered
to patient of
inappropriate age
(n/a - Unknown - ),

Pyrexia (2d -
Recovered/Resolved

EU-EC- 17/02/2022
10011641736

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Headache (n/a -
Unknown - ),

Limb discomfort (n/a
- Unknown - ),

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

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

Not reported

EU-EC- 17/02/2022
10011642023

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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- 17/02/2022
10011642112

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Chills (3d -
Recovered/Resolved

g

Headache (3d -
Recovered/Resolved

4

Malaise (3d -
Recovered/Resolved

4

Nausea (0d -
Recovered/Resolved
=)

Pyrexia (3d -
Recovered/Resolved

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

Not reported

EU-EC- 17/02/2022
10011642292

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

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Alanine
aminotransferase
increased (n/a -
Unknown - ),

Altered state of
consciousness (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

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

Aspartate
aminotransferase
increased (n/a -
Unknown - ),

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

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

Cough (n/a -
Unknown - ),

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

Encephalopathy (n/a

Recovering/Resolving
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Feeling abnormal
(n/a-
Recovering/Resolving
- Caused/Prolonged

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

Not reported
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Hospitalisation),

Histiocytic
necrotising
lymphadenitis (n/a -
Unknown - ),

Infection (n/a -
Unknown - ),

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

Lymphadenitis (n/a -
Recovering/Resolving

=)

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

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

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

Seizure (2min -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

White blood cell
count decreased (n/a
- Unknown - )

EU-EC-
10011642353

17/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Paraesthesia (n/a -
Recovered/Resolved

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

Not reported

EU-EC-
10011642368

17/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

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

Not reported

EU-EC-
10011642383

17/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

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

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

Not reported

EU-EC-
10011643118

17/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Lymphadenopathy
(n/a - Unknown - )

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

- Unknown])

Not reported

EU-EC-
10011617973

16/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Erythema (1d -
Recovered/Resolved

)

Feeling hot (1d -
Recovered/Resolved

4

Paraesthesia (1d -
Recovered/Resolved

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

Not reported

EU-EC-
10011618121

16/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Amaurosis fugax (n/a

Recovering/Resolving

I

Syncope (n/a -
Recovering/Resolving

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

Not reported

EU-EC-
10011618144

16/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Syncope (n/a -
Recovered/Resolved
- Life Threatening)

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

Not reported

EU-EC-
10011618275

16/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Headache (n/a -
Recovered/Resolved
=)
Lymphadenopathy
(n/a-
Recovered/Resolved

'

Myalgia (n/a -
Recovered/Resolved
=)

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

Pyrexia (n/a -
Recovered/Resolved

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

Not reported

EU-EC-
10011618606

16/02/2022

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

Spontaneous

Healthcare
Professional

European
Economic

Not available

12-17
Years

Not
Specified

Male

Dehydration (n/a -
Recovering/Resolving

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

Not reported
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- Caused/Prolonged
Hospitalisation),

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

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

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

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

Not applicable - [n/a - .3mL -
Intramuscular])

EU-EC-
10011618870

16/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

Heart rate irregular
(n/a - Not
Recovered/Not
Resolved - 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 -
Parenteral])

IBUPROFEN [IBUPROFE
IBUPROFEN SODIUM] (!
n/a-nfa-[nfa-nfa-r

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

[PARACETAMOL] (C - n/
n/a - [n/a - n/a - n/al),

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

EU-EC-
10011618886

16/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

Not reported

EU-EC-
10011619109

16/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

Limb discomfort (n/a

Recovering/Resolving

I

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

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

Not reported

EU-EC-
10011619713

16/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Abdominal pain
upper (n/a -
Recovered/Resolved
=)

Diarrhoea (n/a -
Recovered/Resolved

=)

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

Not reported

EU-EC-
10011620099

16/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

Myocarditis (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-
10011620101

16/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

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

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

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

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

Not reported

EU-EC-
10011620105

16/02/2022

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

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

Not reported
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Suspected COVID-19
(n/a - Unknown -
Other Medically
Important Condition)

EU-EC-
10011620118

16/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Eczema (10d -
Unknown - ),

Heavy menstrual
bleeding (n/a -
Recovered/Resolved

4

Menometrorrhagia
(n/a-
Recovered/Resolved

=)

Rash (10d -
Unknown - ),

Rash pruritic (10d -
Unknown - )

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

Not reported

EU-EC-
10011620125

16/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

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

Not reported

EU-EC-
10011620141

16/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Insomnia (n/a -
Recovered/Resolved

R

Mobility decreased
(n/a-
Recovered/Resolved

r

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

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

[ETONOGESTREL] (C -1
n/a - [n/a - n/a - n/al),

[LISDEXAMFETAMINE
DIMESYLATE] (C - n/a -
[n/a - n/a - n/a]),

[MIRTAZAPINE] (C - n/z
- [n/a-n/a-n/a]),

[SERTRALINE, SERTRAL
HYDROCHLORIDE] (C -
n/a - [n/a - n/a - n/a])

EU-EC-
10011620159

16/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

Vaccination site
haemorrhage (n/a -
Recovered/Resolved
- Other Medically
Important Condition)

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

Not reported

EU-EC-
10011620161

16/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

Not reported

EU-EC-
10011620194

16/02/2022

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

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

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

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

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

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

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

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

EU-EC-
10011620325

16/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

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

Not reported

EU-EC-
10011620413

16/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

Presyncope (n/a -
Unknown - ),

Vomiting (n/a -
Unknown - )

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

Not reported

EU-EC-
10011620557

16/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Erythema (13d -
Recovered/Resolved

I

Facial paralysis (n/a -
Recovering/Resolving
=)

Pain in extremity (7d

Recovered/Resolved

)

Swelling face (2wk -
Recovered/Resolved

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

- Intramuscular])

Not reported

EU-EC-
10011620715

16/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

Muscle twitching
(n/a - Unknown -
Caused/Prolonged
Hospitalisation),

Musculoskeletal
stiffness (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),

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

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

Not reported

EU-EC-
10011620746

16/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

Drug ineffective (n/a
Recovered/Resolved

- Other Medically
Important Condition)

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

[DEXMETHYLPHENIDAT
DEXMETHYLPHENIDATE
HYDROCHLORIDE] (C -
Attention deficit hyperac
disorder - nfa - [n/fa - n,
Oral])

EU-EC-
10011620755

16/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Angina pectoris (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),

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

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

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

Incorrect route of
product
administration (n/a -
Unknown - ),

Tricuspid valve
prolapse (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10011621671

16/02/2022

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

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

Fatigue (1d -
Recovered/Resolved

'

COMIRNATY [TOZINAMERAN]
(S - Immunisation - n/a - [n/a

- n/a-n/al)

Not reported
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Injection site pain

Recovered/Resolved

)
Limb discomfort (1d

Recovered/Resolved

Lymphadenopathy
(3d-

Recovered/Resolved

4

Pyrexia (1d -
Recovered/Resolved

-)

EU-EC-
10011621694

16/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Dizziness (n/a - Not
Recovered/Not
Resolved - ),

Fatigue (n/a - Not
Recovered/Not
Resolved - ),

Malaise (n/a -
Unknown - )

COMIRNATY [TOZINAMERAN]
(S - Immunisation - n/a - [n/a
- n/a-n/al)

Not reported

EU-EC-
10011621695

16/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

Chills (1d -
Recovered/Resolved

4

Headache (0d -
Recovered/Resolved
=)

Injection site pain

Recovered/Resolved

)

Limb discomfort (1d

Recovered/Resolved

4

Myalgia (0d -
Recovered/Resolved

COMIRNATY [TOZINAMERAN]
(S - Immunisation - n/a - [n/a

- n/a-n/al)

Not reported

EU-EC-
10011621697

16/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Influenza (n/a -
Recovering/Resolving

COMIRNATY [TOZINAMERAN]
(S - Immunisation - n/a - [n/a
- n/a - n/a])

Not reported

EU-EC-
10011622265

16/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

COVID-19 (n/a -
Unknown - Other
Medically Important
Condition),

Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)

COMIRNATY [TOZINAMERAN]
(S-nfa-nfa-[nfa-n/a-
Intramuscular])

Not reported

EU-EC-
10011622353

16/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Chest pain (2d -
Recovered/Resolved
- Other Medically
Important
Condition),

Dyspnoea (2d -
Recovered/Resolved
- Other Medically
Important
Condition),

Pyrexia (2d -
Recovered/Resolved
- Other Medically
Important Condition)

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
n/a - [n/a - n/a-n/al)

Not reported

EU-EC-
10011622381

16/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Injection site
swelling (1d -
Recovered/Resolved

COMIRNATY [TOZINAMERAN]
(S - Immunisation - n/a - [n/a

- n/a-n/a])

Not reported

EU-EC-
10011622410

16/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Dizziness (1d -
Recovered/Resolved

4

Headache (3d -
Recovered/Resolved
=)

Injection site pain

Recovered/Resolved

COMIRNATY [TOZINAMERAN]
(S - Immunisation - n/a - [n/a

- n/a-n/a])

Not reported

EU-EC-
10011622462

16/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Not
Specified

No

Injection site pain
(n/a - Unknown - )

COMIRNATY [TOZINAMERAN]
(S - Immunisation - n/a - [n/a
- n/a - n/a])

Not reported

EU-EC-
10011622717

16/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

COVID-19 (n/a -
Unknown - Other
Medically Important
Condition),

Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)

COMIRNATY [TOZINAMERAN]
(S-nfa-nfa-[n/a-n/a-
Intramuscular])

Not reported

EU-EC-
10011622947

16/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Arrhythmia (2h -
Recovered/Resolved

=)

Heart rate increased
(n/a - Not
Recovered/Not
Resolved - )

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [n/a - 1{DF}

- n/a])

[SALBUTAMOL SULFATE
n/a-nfa-[nfa-nfa-r

EU-EC-
10011623123

16/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

https://dap.ema.europa.eu/analytics/saw.dll?Go

Not available

12-17
Years

Not
Specified

Female

Multisystem
inflammatory
syndrome in children
(10d -

COMIRNATY [TOZINAMERAN]
(S - Immunisation - n/a - [n/a
- n/a - Intramuscular])

Not reported
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Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Oropharyngeal pain
10d -

Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Pyrexia (10d -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)

EU-EC-
10011623798

16/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Blood pressure
decreased (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),

Hypersensitivity (n/a

Recovered/Resolved
- Other Medically
Important
Condition),

Syncope (n/a -
Recovered/Resolved
- Other Medically
Important Condition)

COMIRNATY [TOZINAMERAN]
(S-n/a-nfa-[nfa-n/a-
Intramuscular])

Not reported

EU-EC-
10011624072

16/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

COVID-19 (n/a -
Unknown - Other
Medically Important
Condition),

Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)

COMIRNATY [TOZINAMERAN]
(S-n/a-nfa-[nfa-n/a-
Intramuscular])

Not reported

EU-EC-
10011624073

16/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

COVID-19 (n/a -
Unknown - Other
Medically Important
Condition),

Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)

COMIRNATY [TOZINAMERAN]
(S-n/a-nfa-[nfa-n/a-
Intramuscular])

Not reported

EU-EC-
10011624082

16/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

COVID-19 (n/a -
Unknown - Other
Medically Important
Condition),

Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)

COMIRNATY [TOZINAMERAN]
(S-nfa-nfa-[n/a-n/a-
Intramuscular])

Not reported

EU-EC-
10011624716

16/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

COVID-19 (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

Drug ineffective (n/a
- Unknown - Other
Medically Important
Condition)

TOZINAMERAN
[TOZINAMERAN] (S - COVID-
19 immunisation - Not
applicable - [1d - n/a - n/a])

Not reported

EU-EC-
10011624765

16/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

COVID-19 (n/a -
Unknown - Other
Medically Important
Condition),

Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)

TOZINAMERAN
[TOZINAMERAN] (S - COVID-
19 immunisation - Not
applicable - [1d - n/a - n/a])

Not reported

EU-EC-
10011625564

16/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Diarrhoea (n/a -
Unknown - ),

Nausea (n/a -
Unknown - )

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [n/a - n/a -
n/al)

[PARACETAMOL,

ACETYLSALICYLIC ACIC
CAFFEINE, PARACETAM
ACETYLSALICYLIC ACIC
CODEINE PHOSPHATE]
n/a-nfa-[nfa-nfa-r

EU-EC-
10011625568

16/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Malaise (1d -
Recovered/Resolved
=)

Vaccination site pain

Recovered/Resolved

COMIRNATY [TOZINAMERAN]
(S-nfa-n/a-[nfa-n/a-
n/al)

Not reported

EU-EC-
10011625648

16/02/2022

https://dap.ema.europa.eu/analytics/saw.dll?Go

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Cardiomyopathy (n/a
- Unknown -
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Chest pain (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),

Myocarditis (n/a -
Unknown -
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Pericarditis (n/a -
Unknown -
Caused/Prolonged
Hospitalisation,

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [n/a - .3mL -
Intramuscular])

Not reported
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Other Medically
Important Condition)

EU-EC- 16/02/2022
10011625652

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Abdominal
lymphadenopathy
(35d -

Recovered/Resolved

4

Alanine
aminotransferase
increased (35d -
Recovered/Resolved

4

Aspartate
aminotransferase
increased (35d -
Recovered/Resolved
=)

Blood lactate
dehydrogenase
increased (35d -
Recovered/Resolved

4

Cytomegalovirus
infection (35d -
Recovered/Resolved
- Other Medically
Important
Condition),

Epstein-Barr viraemia
(35d -
Recovered/Resolved
=)

Infectious
mononucleosis (35d

Recovered/Resolved

=)
Liver disorder (35d -
Recovered/Resolved

4

Lymphocyte
morphology
abnormal (35d -
Recovered/Resolved

4

Malaise (42d -
Recovered/Resolved

4

Platelet count
decreased (35d -
Recovered/Resolved

)

Pyrexia (42d -
Recovered/Resolved

4

Splenomegaly (35d -
Recovered/Resolved

4

White blood cell
count decreased
(35d -
Recovered/Resolved

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [1d - n/a -
Intramuscular])

Not reported

EU-EC- 16/02/2022
10011625657

https://dap.ema.europa.eu/analytics/saw.dll?Go

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Blood creatine
phosphokinase MB
increased (n/a -
Unknown - ),

C-reactive protein
increased (n/a -
Unknown - ),

Chest discomfort (3d
Recovered/Resolved
With Sequelae -
Caused/Prolonged
Hospitalisation),

Chest pain (3d -
Recovered/Resolved
With Sequelae -
Caused/Prolonged
Hospitalisation),

Electrocardiogram ST
segment elevation
(n/a-
Recovering/Resolving
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Myocarditis (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Pericardial effusion
(n/a-
Recovering/Resolving
- Caused/Prolonged

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [1d - n/a -
Intramuscular])

Not reported
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Hospitalisation,
Other Medically
Important
Condition),

Pyrexia (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Troponin I increased
(n/a - Unknown - ),

Troponin T increased
(n/a-
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)

EU-EC-
10011625681

16/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Malaise (0d -
Recovered/Resolved

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [n/a - 1{DF}

- Intramuscular])

Not reported

EU-EC-
10011625743

16/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Superficial vein
thrombosis (n/a -
Not Recovered/Not
Resolved - )

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [n/a - 1{DF}

- Intramuscular])

Not reported

EU-EC-
10011625811

16/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

COVID-19 (n/a -
Unknown - Other
Medically Important
Condition),

Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)

COMIRNATY [TOZINAMERAN]
(S-n/a-nfa-[nfa-n/a-
Intramuscular])

Not reported

EU-EC-
10011625894

16/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Kulsirichawaroj, P.. Polyneuritis
Cranialis Associated with
BNT162b2 mRNA COVID-19
Vaccine in a Healthy Adolescent.
Vaccines.
2022;10.3390/vaccines10010134.
doi:10.3390/vaccines10010134

12-17
Years

Not
Specified

Female

No

Cranial nerve
disorder (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Polyneuropathy (n/a

Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important Condition)

TOZINAMERAN
[TOZINAMERAN] (S - COVID-
19 immunisation - Not
applicable - [n/a - n/a -
Intramuscular])

Not reported

EU-EC-
10011626027

16/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Dyspnoea (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Heart rate increased
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)

COMIRNATY [TOZINAMERAN]
(S - Immunisation - n/a - [n/a
- n/a - Intramuscular])

Not reported

EU-EC-
10011626115

16/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Heavy menstrual
bleeding (n/a -
Unknown - ),

Menstrual disorder
(n/a - Not
Recovered/Not
Resolved - ),

Polymenorrhoea (n/a
- Not Recovered/Not
Resolved - )

COMIRNATY [TOZINAMERAN]
(S - Immunisation - n/a - [n/a
- n/a - Intramuscular])

Not reported

EU-EC-
10011626202

16/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

COVID-19 (n/a -
Unknown - Other
Medically Important
Condition),

Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)

COMIRNATY [TOZINAMERAN]
(S-n/a-nfa-[nfa-n/a-
Intramuscular])

Not reported

EU-EC-
10011626330

16/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Loss of
consciousness (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),

Malaise (n/a -
Recovered/Resolved
- Other Medically
Important Condition)

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [1d - .3mL -
Intramuscular])

Not reported

EU-EC-
10011626427

16/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Abdominal pain (1wk

Recovering/Resolving
- Other Medically
Important
Condition),

Urticaria (1wk -
Recovering/Resolving
- Other Medically
Important Condition)

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [1d - 1{DF} -
Intramuscular])

Not reported

EU-EC-
10011626610

16/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Amenorrhoea (n/a -
Not Recovered/Not
Resolved - )

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [n/a - 1{DF}

- n/a])

Not reported

EU-EC-
10011626724

16/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Herpes zoster (n/a -
Recovering/Resolving

COMIRNATY [TOZINAMERAN]
(S-nfa-nfa-[n/a-n/a-
Intramuscular])

Not reported

EU-EC-
10011626775

16/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

https://dap.ema.europa.eu/analytics/saw.dll?Go

Not available

12-17
Years

Adolescent

Female

Chest pain (n/a - Not
Recovered/Not
Resolved - ),

Complex regional
pain syndrome (n/a -
Not Recovered/Not

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [1d - 1{DF} -
Intramuscular])

Not reported
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Resolved - ),

Disease recurrence
(n/a - Not
Recovered/Not
Resolved - ),

Dyspnoea (n/a - Not
Recovered/Not
Resolved - )

EU-EC-
10011626863

16/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Menstrual disorder
(n/a - Not
Recovered/Not
Resolved - )

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [22d - 1{DF}
- Intramuscular])

Not reported

EU-EC-
10011626892

16/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Herpes zoster (7d -
Recovered/Resolved

-)

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [1d - 1{DF} -
Intramuscular])

Not reported

EU-EC-
10011626911

16/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Vomiting (n/a - Not
Recovered/Not
Resolved - )

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [1d - 1{DF} -
Intramuscular])

Not reported

EU-EC-
10011626920

16/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Chillblains (n/a - Not
Recovered/Not
Resolved - ),

Ecchymosis (n/a -
Not Recovered/Not
Resolved - )

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
n/a - [1d - 1{DF} -
Intramuscular])

Not reported

EU-EC-
10011626938

16/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Urticaria (n/a -
Unknown - )

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [21d - n/a -
Intramuscular])

Not reported

EU-EC-
10011626955

16/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Menstrual disorder
(n/a - Not
Recovered/Not
Resolved - ),

Nausea (n/a - Not
Recovered/Not
Resolved - ),

Pain in extremity
(n/a - Not
Recovered/Not
Resolved - )

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
n/a-[1d - 1{DF} -
Intramuscular])

Not reported

EU-EC-
10011626991

16/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

COVID-19 (n/a -
Unknown - Other
Medically Important
Condition),

Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)

COMIRNATY [TOZINAMERAN]
(S-nfa-n/a-[nfa-n/a-
Intramuscular])

Not reported

EU-EC-
10011626999

16/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

COVID-19 (n/a -
Unknown - Other
Medically Important
Condition),

Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)

COMIRNATY [TOZINAMERAN]
(S-nfa-n/a-[nfa-n/a-
Intramuscular])

Not reported

EU-EC-
10011627366

16/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Chills (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

Feeling hot (n/a -
Unknown - Other
Medically Important
Condition),

Hyperhidrosis (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition),

Myalgia (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [1d - n/a -
n/a])

Not reported

EU-EC-
10011627420

16/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Erythema (n/a -
Unknown - Other
Medically Important
Condition),

Pruritus (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

Rash erythematous
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

Rash papular (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition),

Swelling face (n/a -
Unknown - Other
Medically Important
Condition)

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [1d - n/a -
n/al)

Not reported

EU-EC-
10011627504

16/02/2022

https://dap.ema.europa.eu/analytics/saw.dll?Go

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Amenorrhoea (n/a -
Not Recovered/Not
Resolved - ),

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [n/a - 1{DF}

- n/a])

Not reported
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https://dap.ema.europa.eu/analytics/saw.dll?Go

Hypomenorrhoea
(n/a-
Recovered/Resolved
Menstrual disorder
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 16/02/2022 |Spontaneous |Non Non Not available 12-17 |Not Female |No Blister (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011627915 Healthcare |European Years |Specified Recovering/Resolving |(S - COVID-19 immunisation -
Professional |Economic - Other Medically Not applicable - [n/a - n/a -
Area Important Condition) |n/a])
EU-EC- 16/02/2022 |Spontaneous |Non European |Not available 12-17 |Not Female [No Menstruation delayed | COMIRNATY [TOZINAMERAN] |Not reported
10011628814 Healthcare |Economic Years |Specified (n/a - Unknown -) (S - COVID-19 immunisation -
Professional |Area Not applicable - [1d - n/a -
Intramuscular])
EU-EC- 16/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Angioedema (n/a -  |COMIRNATY [TOZINAMERAN] |Not reported
10011628818 Healthcare |Economic Years Recovering/Resolving | (S - Immunisation - n/a - [n/a
Professional |Area - - 3{DF} - n/a])
EU-EC- 16/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Herpes zoster (10d - |COMIRNATY [TOZINAMERAN] |Not reported
10011629261 Healthcare |Economic Years Recovered/Resolved |(S - Immunisation - n/a - [n/a
Professional |Area - - 1{DF} - n/a])
EU-EC- 16/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent | Male No Dermatitis allergic COMIRNATY [TOZINAMERAN] |Not reported
10011629281 Healthcare |Economic Years (n/a - Unknown - ) (S - Immunisation - n/a - [n/a
Professional |Area - 2{DF} - n/a])
EU-EC- 16/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Dermatitis atopic COMIRNATY [TOZINAMERAN] |COMIRNATY [TOZINAMI
10011629593 Healthcare |Economic Years (n/a - Not (S - Immunisation - n/a - [n/a |(C - Immunisation - n/a
Professional |Area Recovered/Not - 2{DF} - n/a]) - 1{DF} - n/a])
Resolved - )
EU-EC- 16/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Herpes zoster (n/a - |COMIRNATY [TOZINAMERAN] |Not reported
10011629594 Healthcare |Economic Years Unknown - ) (S - Immunisation - n/a - [n/a
Professional |Area - 1{DF} - n/a])
EU-EC- 16/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Urticaria (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011629712 Professional | Economic Years Recovering/Resolving |(S - COVID-19 immunisation -
Area - n/a - [n/a - n/a - n/a])
EU-EC- 16/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Urticaria (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011629720 Healthcare |Economic Years Recovered/Resolved |(S - COVID-19 immunisation -
Professional |Area - n/a - [n/a - n/a - n/a])
EU-EC- 16/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Heavy menstrual COMIRNATY [TOZINAMERAN] |Not reported
10011629746 Healthcare |Economic Years bleeding (n/a - Not  |(S - COVID-19 immunisation -
Professional |Area Recovered/Not n/a-[n/a - n/a - n/a])
Resolved - )
EU-EC- 16/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Lymphadenopathy COMIRNATY [TOZINAMERAN] |Not reported
10011629836 Professional |Economic Years (n/a- (S - COVID-19 immunisation -
Area Recovering/Resolving |n/a - [n/a - n/a - n/a])
EU-EC- 16/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Asthenia (3d - COMIRNATY [TOZINAMERAN] |Not reported
10011629881 Healthcare |Economic Years Recovering/Resolving |(S - COVID-19 immunisation -
Professional |Area =) n/a - [n/a - n/a - n/al)
Decreased appetite
(n/a -
Recovering/Resolving
=
Headache (n/a - Not
Recovered/Not
Resolved - ),
Malaise (n/a -
Recovering/Resolving
=)
Neck pain (n/a -
Recovering/Resolving
=
Pyrexia (4d -
Recovering/Resolving
EU-EC- 16/02/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Urticaria (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011629911 Professional |Economic Years Unknown - ) (S - COVID-19 immunisation -
Area n/a - [n/a - n/a - n/a])
EU-EC- 16/02/2022 |Spontaneous | Healthcare |European |Not available 12-17 |Adolescent |Female |No Syncope (1d - COMIRNATY [TOZINAMERAN] |Not reported
10011629916 Professional |Economic Years Recovered/Resolved |(S - COVID-19 immunisation -
Area - n/a - [n/a - n/a - n/al)
EU-EC- 16/02/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No Rash (n/a - COMIRNATY [TOZINAMERAN] [Not reported
10011629919 Professional |Economic Years Recovering/Resolving |(S - COVID-19 immunisation -
Area - n/a - [n/a - n/a - n/al])
EU-EC- 16/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Headache (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011629925 Professional |Economic Years Unknown - ) (S - COVID-19 immunisation -
Area n/a - [n/a - n/a - n/a])
EU-EC- 16/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Presyncope (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011629951 Professional |Economic Years Recovering/Resolving | (S - COVID-19 immunisation -
Area - n/a - [n/a - n/a - n/al)
EU-EC- 16/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Urticaria (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011629952 Professional |Economic Years Unknown - ) (S - COVID-19 immunisation -
Area n/a - [n/a - n/a - n/a])
EU-EC- 16/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Menstruation COMIRNATY [TOZINAMERAN] |[AMITRIPTYLINE
10011629976 Professional |Economic Years irregular (n/a - Not  |(S - COVID-19 immunisation - |HYDROCHLORIDE] (C -
Area Recovered/Not Not applicable - [n/a - nfa- |Headache - Not applical
Resolved - ) Intramuscular]) [n/a - n/a - Oral]),
[ETHINYLESTRADIOL,
LEVONORGESTREL, LAC
MONOHYDRATE] (C -
Polycystic ovaries - Not
applicable - [n/a - n/a -
EU-EC- 16/02/2022 |Spontaneous | Healthcare |European |Not available 12-17 |Adolescent |Female |No Pyrexia (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011630328 Professional |Economic Years Unknown - ) (S - COVID-19 immunisation -
Area Not applicable - [1d - 1{DF} -
Unknown])
EU-EC- 16/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent Male No Appendicitis (8d - COMIRNATY [TOZINAMERAN] |Not reported
10011630379 Professional |Economic Years Recovered/Resolved |(S - COVID-19 immunisation -
Area - Caused/Prolonged |Not applicable - [1d - .3mL -
Hospitalisation), Intramuscular])
Mesenteric vein
thrombosis (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 16/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Chest pain (5d - COMIRNATY [TOZINAMERAN] |Not reported
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10011630466

Healthcare
Professional

Economic
Area

Years

Run Line Listing Report

Recovering/Resolving

(S - Immunisation - n/a - [n/a
- n/a - n/a])

EU-EC-
10011605849

15/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Eye oedema (3d -
Recovered/Resolved

)

Headache (3d -
Recovered/Resolved

'

Nasal oedema (3d -
Recovered/Resolved

4

Oedema peripheral
(3d-
Recovered/Resolved

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
n/a-[n/a-.3mL - n/a])

Not reported

EU-EC-
10011605860

15/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Axillary pain (n/a -
Recovered/Resolved
=)

Lymphadenopathy
(n/a-
Recovered/Resolved

4

Pain in extremity
(n/a-
Recovered/Resolved

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
n/a - [n/a - 1{DF} -
Intramuscular])

Not reported

EU-EC-
10011605960

15/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Lymphadenopathy
(n/a - Unknown - ),

Vaccination site pain
(n/a - Unknown - )

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
n/a - [n/a - n/a-n/al)

Not reported

EU-EC-
10011606914

15/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Chest pain (n/a - Not
Recovered/Not
Resolved - ),

Dyspnoea (n/a - Not
Recovered/Not
Resolved - ),

Fatigue (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 pain
(n/a - Not
Recovered/Not
Resolved - )

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [n/a - n/a -
n/a])

Not reported

EU-EC-
10011606918

15/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Pneumonia bacterial
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

Sacroiliitis (n/a - Not
Recovered/Not
Resolved - ),

Troponin increased
(n/a - Not
Recovered/Not
Resolved - )

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [n/a - n/a -
n/al)

Not reported

EU-EC-
10011606919

15/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Headache (n/a -
Recovered/Resolved
-

Lethargy (n/a -
Recovered/Resolved
=)

Nausea (n/a -
Recovered/Resolved

=)

Pyrexia (n/a -
Recovered/Resolved

-

Syncope (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),

Vaccination site
reaction (n/a -
Recovered/Resolved

4

Vomiting (n/a -
Recovered/Resolved

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [1d - n/a -
n/a])

Not reported

EU-EC-
10011606938

15/02/2022

https://dap.ema.europa.eu/analytics/saw.dll?Go

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Back pain (n/a -
Unknown - ),

Deep vein
thrombosis (n/a -
Unknown - Other
Medically Important
Condition),

Myalgia (n/a -
Unknown - ),

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [n/a - n/a -
n/a])

Not reported
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Pelvic pain (n/a -
Unknown - ),

Pyrexia (n/a -
Unknown - )

EU-EC-
10011606943

15/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Chest pain (n/a - Not
Recovered/Not
Resolved - ),

Dizziness (n/a - Not
Recovered/Not
Resolved - ),

Dyspnoea (n/a - Not
Recovered/Not
Resolved - ),

Lethargy (n/a - Not
Recovered/Not
Resolved - ),

Syncope (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

Tachycardia (n/a -
Not Recovered/Not
Resolved - )

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [n/a - n/a -
n/al)

Not reported

EU-EC-
10011606947

15/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Syncope (n/a -
Recovered/Resolved
- Other Medically
Important Condition)

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [n/a - n/a -
n/a])

Not reported

EU-EC-
10011607062

15/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Dizziness (n/a -
Unknown - ),

Hyperhidrosis (n/a -
Unknown - ),

Nausea (n/a -
Unknown - ),

Syncope (n/a -
Unknown - Other
Medically Important
Condition)

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [n/a - n/a -
n/a])

Not reported

EU-EC-
10011607063

15/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Chest pain (n/a -
Recovered/Resolved

4

Fatigue (n/a -
Recovered/Resolved
=)

Headache (n/a -
Recovered/Resolved

)

Intussusception (n/a
Recovered/Resolved
- Other Medically
Important
Condition),

Pyrexia (n/a -
Recovered/Resolved

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [n/a - n/a -
n/a])

Not reported

EU-EC-
10011607199

15/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Arrhythmia (0d -
Recovered/Resolved
- Other Medically
Important
Condition),

Fatigue (n/a - Not
Recovered/Not
Resolved - ),

Hypoaesthesia (n/a -
Not Recovered/Not
Resolved - ),

Oxygen saturation
decreased (0d -
Recovered/Resolved

'

Pain (0d -
Recovered/Resolved
=)

Pallor (0d -
Recovered/Resolved
- Other Medically
Important
Condition),

Pyrexia (n/a - Not
Recovered/Not
Resolved - ),

Syncope (0d -
Recovered/Resolved
- Other Medically
Important Condition)

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [1d - n/a -
Intramuscular])

Not reported

EU-EC-
10011607617

15/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

COVID-19 (n/a -
Unknown - Other
Medically Important
Condition)

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [1d - n/a -
n/a])

Not reported

EU-EC-
10011607619

15/02/2022

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

Fatigue (n/a -
Unknown - Other
Medically Important
Condition),

Headache (n/a - Not
Recovered/Not
Resolved - Other
Medically Important

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [1d - n/a -
n/a])

Not reported
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Condition),

Limb discomfort (n/a
- Unknown - Other
Medically Important
Condition),

Loss of personal
independence in
daily activities (n/a -
Unknown - Other
Medically Important
Condition),

Malaise (n/a -
Unknown - Other
Medically Important
Condition),

Pain in extremity
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

Paraesthesia (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),

Peripheral swelling
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

Skin discolouration
(n/a - Unknown -
Other Medically
Important Condition)

EU-EC-
10011607635

15/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Headache (n/a -
Unknown - Other
Medically Important
Condition),

Lymphadenopathy
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

Pain in extremity
(n/a - Unknown -
Other Medically
Important
Condition),

Pyrexia (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [1d - n/a -
n/a])

Not reported

EU-EC-
10011607679

15/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Anaphylactic reaction
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

Nausea (n/a - Not
Recovered/Not
Resolved - ),

Pruritus (n/a - Not
Recovered/Not
Resolved - ),

Rash (n/a - Not
Recovered/Not
Resolved - )

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [n/a - n/a -
n/al)

Not reported

EU-EC-
10011608571

15/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Influenza like illness
(n/a - Not
Recovered/Not
Resolved - ),

Syncope (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

Tonsillitis (n/a - Not
Recovered/Not
Resolved - )

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [1d - n/a -
n/a])

Not reported

EU-EC-
10011608585

15/02/2022

https://dap.ema.europa.eu/analytics/saw.dll?Go

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Dizziness (n/a -
Recovering/Resolving

)

Electrocardiogram PR
shortened (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),

Electrocardiogram ST
segment elevation
(n/a-
Recovering/Resolving
- Other Medically
Important
Condition),

Palpitations (n/a -
Recovering/Resolving

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [n/a - n/a -
n/al)

Not reported
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-

Syncope (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),

Troponin increased
(n/a-
Recovering/Resolving

r

Vision blurred (n/a -
Recovering/Resolving

EU-EC-
10011608586

15/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Carditis (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

Chest pain (n/a - Not
Recovered/Not
Resolved - ),

Lethargy (n/a - Not
Recovered/Not
Resolved - ),

Myalgia (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-
10011608587

15/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

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),

Pericarditis (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-
10011608594

15/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Echocardiogram
abnormal (n/a - Not
Recovered/Not
Resolved - ),

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 - )

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [1d - n/a -
n/a])

Not reported

EU-EC-
10011608595

https://dap.ema.europa.eu/analytics/saw.dll?Go

15/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Arthralgia (n/a -
Recovered/Resolved
=)

Dyspnoea (n/a -
Recovered/Resolved

'

Fatigue (n/a -
Recovered/Resolved
=)

Headache (n/a -
Recovered/Resolved
=)

Myalgia (n/a -
Recovered/Resolved

=)

Nausea (n/a -
Recovered/Resolved

r

Pyrexia (n/a -
Recovered/Resolved

I

Syncope (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [1d - n/a -
n/a])

Not reported
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Vaccination site
reaction (n/a -
Recovered/Resolved

4

Vomiting (n/a -
Recovered/Resolved

-)

EU-EC-
10011608681

15/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Pyrexia (n/a - Not
Recovered/Not
Resolved - )

COMIRNATY [TOZINAMERAN]
(S-n/a-nfa-[nfa-n/a-
Intramuscular])

Not reported

EU-EC-
10011608807

15/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Oligomenorrhoea
(n/a - Not
Recovered/Not
Resolved - )

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [n/a - 1{DF}

- n/aj)

Not reported

EU-EC-
10011608825

15/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Intermenstrual
bleeding (8d -
Recovered/Resolved

-)

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [n/a - 1{DF}
- n/aj)

Not reported

EU-EC-
10011608914

15/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Dizziness exertional
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

Headache (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

Nausea (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

Pain (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

Pain in extremity
(n/a - Unknown -
Other Medically
Important Condition)

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [n/a - n/a -
n/al)

[METHYLPHENIDATE
HYDROCHLORIDE] (C -
Attention deficit hyperac
disorder - n/fa - [n/a - n,
n/al])

EU-EC-
10011608915

15/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Chest discomfort

(n/a - Unknown -
Caused/Prolonged
Hospitalisation),

Chest pain (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),

Malaise (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),

Myocarditis (n/a -
Unknown -
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Pyrexia (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),

Viral myocarditis (n/a
- Unknown -
Caused/Prolonged
Hospitalisation,
Other Medically
Important Condition)

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [1d - n/a -
n/al)

Not reported

EU-EC-
10011608988

15/02/2022

https://dap.ema.europa.eu/analytics/saw.dll?Go

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Chest discomfort

(n/a - Unknown -
Caused/Prolonged
Hospitalisation),

Chest pain (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Dizziness (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),

Dyspnoea (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),

Inappropriate
schedule of product
administration (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),

Mitral valve
incompetence (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),

Tricuspid valve
incompetence (n/a -
Unknown -

COMIRNATY [TOZINAMERAN]
(S - COVID-19 immunisation -
Not applicable - [1d - n/a -
Unknown])

Not reported
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https://dap.ema.europa.eu/analytics/saw.dll?Go

Caused/Prolonged
Hospitalisation)
EU-EC- 15/02/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Not No Syncope (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011609008 Professional |European Years |Specified |Specified Unknown - Other (S - COVID-19 immunisation -
Economic Medically Important |Not applicable - [n/a - n/a -
Area Condition) n/al)
EU-EC- 15/02/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Anaphylactic reaction |COMIRNATY [TOZINAMERAN] |Not reported
10011609044 Professional |European Years |Specified (n/a - Unknown - (S - COVID-19 immunisation -
Economic Other Medically Not applicable - [1d - n/a -
Area Important Intramuscular])
Condition),
Hypersensitivity (n/a
- Unknown - )
EU-EC- 15/02/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Amenorrhoea (n/a - |COMIRNATY [TOZINAMERAN] |Not reported
10011609183 Healthcare |Economic Years |Specified Not Recovered/Not  |(S - COVID-19 immunisation -
Professional |Area Resolved - ) Not applicable - [n/a - n/a -
n/a])
EU-EC- 15/02/2022 |Spontaneous |Non European |Not available 12-17 |Not Female [No Amenorrhoea (n/a - |COMIRNATY [TOZINAMERAN] |Not reported
10011609299 Healthcare |Economic Years |Specified Not Recovered/Not  |(S - COVID-19 immunisation -
Professional |Area Resolved - ) Not applicable - [n/a - n/a -
n/a])
EU-EC- 15/02/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Amenorrhoea (n/a - |COMIRNATY [TOZINAMERAN] |Not reported
10011609380 Healthcare |Economic Years |Specified Not Recovered/Not (S - COVID-19 immunisation -
Professional |Area Resolved -) Not applicable - [n/a - n/a -
n/a
EU-EC- 15/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Decreased appetite |COMIRNATY [TOZINAMERAN] |Not reported
10011609421 Professional |Economic Years (1d - (S-nfa-n/a-[n/a-n/a-
Area Recovered/Resolved |Subcutaneous])
=)
Pyrexia (n/a -
Recovered/Resolved
=k
Somnolence (1d -
Recovered/Resolved
=)
Vaccination site
erythema (n/a -
Recovered/Resolved
=
Vomiting (n/a -
Recovered/Resolved
-)
EU-EC- 15/02/2022 |Spontaneous |Non European |Not available 12-17 |Not Female [No Amenorrhoea (n/a - |COMIRNATY [TOZINAMERAN] |Not reported
10011609695 Healthcare |Economic Years |Specified Not Recovered/Not  |(S - COVID-19 immunisation -
Professional |Area Resolved - ) Not applicable - [n/a - 1{DF}
- n/a])
EU-EC- 15/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent Male No Decreased appetite |COMIRNATY [TOZINAMERAN] |Not reported
10011609763 Professional |Economic Years (1.5d - (S - COVID-19 immunisation -
Area Recovered/Resolved |n/a - [n/a-n/a-
=) Subcutaneous])
Pain in extremity
(n/a-
Recovered/Resolved
=
Pyrexia (n/a -
Recovered/Resolved
=
Somnolence (n/a -
Recovered/Resolved
EU-EC- 15/02/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Menarche (n/a - COMIRNATY [TOZINAMERAN] [Not reported
10011609768 Healthcare |Economic Years | Specified Unknown -) (S - COVID-19 immunisation -
Professional |Area Not applicable - [n/a - n/a -
n/al)
EU-EC- 15/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Seizure (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011610037 Healthcare |Economic Years Recovered/Resolved |(S - Immunisation - n/a - [n/a
Professional |Area - Caused/Prolonged |- 3{DF} - n/a])
Hospitalisation)
EU-EC- 15/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Auditory disorder COMIRNATY [TOZINAMERAN] |Not reported
10011610044 Healthcare |Economic Years (n/a - Not (S - Immunisation - n/a - [n/a
Professional |Area Recovered/Not - 1{DF} - n/al)
Resolved -
Caused/Prolonged
Hospitalisation),
Confusional state
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Headache (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Nausea (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Visual impairment
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Vomiting (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 15/02/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Dizziness (1d - COMIRNATY [TOZINAMERAN] |Not reported
10011610157 Healthcare |Economic Years |Specified Recovering/Resolving |(S - COVID-19 immunisation -
Professional |Area =)
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Not applicable - [n/a - .3mg -
Myalgia (1d - n/a])
Recovering/Resolving
Pyrexia (1d - Not
Recovered/Not
Resolved - )
EU-EC- 15/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Heavy menstrual COMIRNATY [TOZINAMERAN] |Not reported
10011610353 Healthcare |Economic Years bleeding (n/a - Not (S - COVID-19 immunisation -
Professional |Area Recovered/Not Not applicable - [n/a - 1{DF}
Resolved - ) - n/al)
EU-EC- 15/02/2022 |Spontaneous |Non European |Not available 12-17 |Not Female [No Amenorrhoea (n/a - |COMIRNATY [TOZINAMERAN] |Not reported
10011610373 Healthcare |Economic Years |Specified Not Recovered/Not (S - COVID-19 immunisation -
Professional |Area Resolved - ) Not applicable - [n/a - 1{DF}
- n/a])
EU-EC- 15/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Disturbance in COMIRNATY [TOZINAMERAN] |Not reported
10011610540 Healthcare |Economic Years attention (3mo - (S - COVID-19 immunisation -
Professional |Area Recovering/Resolving |Not applicable - [n/a - 1{DF}
=) - Intramuscular])
Loss of
consciousness (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),
Memory impairment
(3mo -
Recovering/Resolving
=)
Vaccination failure
(n/a-
Recovered/Resolved
- Other Medically
Important
Condition),
Vertigo (4mo -
Recovering/Resolving
EU-EC- 15/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Rash (n/a - COMIRNATY [TOZINAMERAN] [Not reported
10011610616 Healthcare |Economic Years Recovering/Resolving |(S - Immunisation - n/a - [n/a
Professional |Area - - n/a - n/al)
EU-EC- 15/02/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Rash (n/a - Unknown |COMIRNATY [TOZINAMERAN] |Not reported
10011610712 Professional |Economic Years |Specified - (S - COVID-19 immunisation -
Area Not applicable - [n/a - .3mL -
n/a - More in ICSR])
EU-EC- 15/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011610831 Professional |Economic Years Unknown - Other (S-nfa-n/a-[nfa-n/a-
Area Medically Important |Intramuscular])
Condition),
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 15/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Abdominal pain (n/a |COMIRNATY [TOZINAMERAN] |Not reported
10011611191 Healthcare |Economic Years - Unknown - ), (S-n/a-nfa-[nfa-n/a-
Professional |Area n/al)
Chest pain (n/a -
Unknown - ),
Dizziness (n/a -
Unknown - )
EU-EC- 15/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Neck pain (1d - Not |COMIRNATY [TOZINAMERAN] |Not reported
10011611429 Healthcare |Economic Years Recovered/Not (S - Immunisation - n/a - [n/a
Professional |Area Resolved - ) - n/a - Intramuscular])
EU-EC- 15/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Fatigue (n/a - Not COMIRNATY [TOZINAMERAN] |Not reported
10011611622 Healthcare |Economic Years Recovered/Not (S-n/a-nfa-[nfa-n/a-
Professional |Area Resolved - ), n/a))
Headache (n/a - Not
Recovered/Not
Resolved - ),
Memory impairment
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 15/02/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No COVID-19 (n/a - COMIRNATY [TOZINAMERAN] |Not reported
10011611722 Professional |European Years |Specified Unknown - Other (S - COVID-19 immunisation -
Economic Medically Important |Not applicable - [1d - n/a -
Area Condition), Intramuscular])
Cough (n/a -
Unknown - ),
Drug ineffective (n/a
- Unknown - Other
Medically Important
Condition),
Nasopharyngitis (n/a
- Unknown - ),
Pyrexia (n/a -
Unknown - )
EU-EC- 15/02/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Eye haemorrhage COMIRNATY [TOZINAMERAN] |Not reported
10011611726 Professional |European Years |Specified (n/a - Not (S - COVID-19 immunisation -
Economic Recovered/Not Not applicable - [n/a - n/a -
Area Resolved - Other n/al)
Medically Important
Condition),
Vision blurred (n/a -
Not Recovered/Not
Resolved - )
EU-EC- 15/02/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Concomitant disease |COMIRNATY [TOZINAMERAN] |Not reported
10011611727 Professional |European Years |Specified aggravated (n/a - (S - COVID-19 immunisation -
Economic Recovered/Resolved |Not applicable - [n/a - n/a -
Area =), n/a])
Intentional self-injury
(n/a-
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Recovered/Resolved
- Other Medically
Important
Condition),

Psychotic disorder
(n/a-
Recovered/Resolved
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