30.11.2022 17.20

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 (Drug Char -
Indication PT - Act
taken - [Duration -
Dose - Route])

EU-EC-
10011376408

25/01/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Abdominal pain
upper (n/a -
Recovering/Resolving

i

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

Dizziness (n/a -
Recovering/Resolving
=)

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

Vomiting (n/a -
Recovering/Resolving

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

Not reported

EU-EC-
10011376410

25/01/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Chest X-ray
abnormal (n/a -
Recovering/Resolving

=)

Chest pain (n/a -
Recovering/Resolving

)

Dyspnoea (n/a -
Recovering/Resolving

7

Electrocardiogram
abnormal (n/a -
Recovering/Resolving
=)

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

Troponin abnormal
(n/a-
Recovering/Resolving

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

Not reported

EU-EC-
10011376460

25/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

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

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

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

[LISDEXAMFETAM:
DIMESYLATE] (C -
Attention deficit
hyperactivity disor:
-nfa-[nfa-n/a-
n/aj)

EU-EC-
10011376539

25/01/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

Not reported

EU-EC-
10011376543

25/01/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

Not reported

EU-EC-
10011376612

25/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

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

Not available

12-17
Years

Not
Specified

Male

No

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

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

Disease recurrence
(n/a-
Recovered/Resolved
With Sequelae -
Other Medically
Important

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

Not reported
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Condition),

Heart rate increased
(n/a-
Recovered/Resolved
With Sequelae -
Other Medically
Important
Condition),

Heart rate irregular
(n/a-
Recovered/Resolved
With Sequelae -
Other Medically
Important
Condition),

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

EU-EC-
10011376623

25/01/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

Chills (n/a -
Recovering/Resolving
- 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 - [1d - n/a -
n/a])

Not reported

EU-EC-
10011376688

25/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

Not reported

EU-EC-
10011376747

25/01/2022

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 -
Unknown - ),

Pericarditis (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-
10011376763

25/01/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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-
10011377088

25/01/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Chills (12h -
Recovered/Resolved

»

Headache (12h -
Recovered/Resolved

)

Pyrexia (12h -
Recovered/Resolved
=)

Rash pruritic (48h -
Recovered/Resolved

=)

Vomiting (12h -
Recovered/Resolved

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

Not reported

EU-EC-
10011377112

25/01/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

Tenderness (n/a -
Unknown - )

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

Not reported

EU-EC-
10011377149

25/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Headache (1d -
Recovered/Resolved

i

Limb discomfort (1d

Recovered/Resolved

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

Not reported

EU-EC-
10011377246

25/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

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

Not available

12-17
Years

Adolescent

Male

No

Chills (3d -
Recovering/Resolving

»

Fatigue (7d -
Recovering/Resolving

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

n/a - n/al)

Not reported
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=)

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

Limb discomfort (n/a

Recovering/Resolving

4

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

Myalgia (n/a -
Recovering/Resolving

=)

Nausea (n/a -
Recovering/Resolving

)

Pyrexia (6d -
Recovered/Resolved

»

Vomiting (0d -
Recovered/Resolved

-)

EU-EC-
10011377404

25/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

Type 1 diabetes
mellitus (n/a - Not
Recovered/Not
Resolved - Life
Threatening,
Caused/Prolonged
Hospitalisation,
Other Medically
Important Condition)

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

Not reported

EU-EC-
10011377457

25/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Fatigue (1d -
Recovered/Resolved

»

Malaise (1d -
Recovered/Resolved
=)

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

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

Not reported

EU-EC-
10011378007

25/01/2022

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

Not reported

EU-EC-
10011378049

25/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

Headache (3d -
Recovered/Resolved

)
Lymphadenopathy
3d-

Recovered/Resolved

i

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

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

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

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

Not reported

EU-EC-
10011378260

25/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Malaise (2d -
Recovered/Resolved

)

Menstruation delayed
(n/a-
Recovering/Resolving

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

Not reported

EU-EC-
10011378451

25/01/2022

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

Not reported

EU-EC-
10011378587

25/01/2022

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

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Anaphylactic shock
(n/a - Unknown -
Life Threatening),

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

Not reported
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Hypertonia (n/a -
Unknown - Life
Threatening),
Lividity (n/a -
Unknown - Life
Threatening),
Loss of
consciousness (n/a -
Unknown - Life
Threatening),
Vomiting (n/a -
Unknown - Life
Threatening)
EU-EC- 25/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Dizziness (n/a - Not |COMIRNATY Not reported
10011378642 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), Immunisation - n/a - [n/a -
n/a - n/al)
Fatigue (n/a - Not
Recovered/Not
Resolved - ),
Myalgia (n/a - Not
Recovered/Not
Resolved - ),
Tachycardia (n/a -
Not Recovered/Not
Resolved - )
EU-EC- 25/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Dysphoria (n/a - COMIRNATY COVID-19 Not reported
10011378982 Professional | Economic Years |Specified Recovering/Resolving |MRNA VACCINE
Area -), (NUCLEOSIDE MODIFIED)
30 MICROGRAMS/DOSE
Flushing (n/a - DISPERSION FOR
Recovering/Resolving | INJECTION [TOZINAMERAN]
=) (S - COVID-19 immunisation
-n/a-[n/a-.3mL-
Headache (n/a - Intramuscular])
Recovering/Resolving
=)
Lymphadenopathy
(n/a-
Recovering/Resolving
=0
Rash (n/a -
Recovering/Resolving
EU-EC- 25/01/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Arthralgia (n/a - Not |COMIRNATY Not reported
10011378997 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19 immunisation -
Not applicable - [n/a - 1{DF}
Fatigue (n/a - Not - n/a])
Recovered/Not
Resolved - ),
Headache (n/a - Not
Recovered/Not
Resolved - ),
Malaise (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 25/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported
10011379116 Professional | Economic Years Unknown - Other [TOZINAMERAN] (S - n/a -
Area Medically Important |n/a - [n/a - n/a -
Condition), Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 25/01/2022 |Spontaneous |Healthcare  |European |Not available 12-17 |Adolescent | Male No COVID-19 (n/a - COMIRNATY Not reported
10011379177 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S - n/a -
Area Medically Important |n/a - [n/a - n/a -
Condition), Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 25/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Myocarditis (n/a - COMIRNATY Not reported
10011379294 Professional | Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Area - Caused/Prolonged  |Immunisation - n/a - [n/a -
Hospitalisation) 1{DF} - n/a])
EU-EC- 25/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Hypoaesthesia (n/a - |COMIRNATY Not reported
10011379398 Professional |Economic Years |Specified Unknown - Other [TOZINAMERAN] (S -
Area Medically Important | Immunisation - n/a - [n/a -
Condition), n/a - n/a])
Monoparesis (n/a -
Unknown - Other
Medically Important
Condition),
Peripheral sensory
neuropathy (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 25/01/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported
10011379458 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S - n/a -
Area Medically Important |n/a - [n/a-n/a -
Condition), Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 25/01/2022 | Spontaneous |Healthcare  |Non Not available 12-17 |Not Female |No Loss of COMIRNATY Not reported
10011379691 Professional |European Years |Specified consciousness (n/a - |[TOZINAMERAN] (S -
Economic Recovered/Resolved |COVID-19 immunisation -
Area - Other Medically Not applicable - [1d - n/a -
Important Condition) |n/a])
EU-EC- 25/01/2022 | Spontaneous |Healthcare  |Non Not available 12-17 |Not Not No Cold sweat (n/a - COMIRNATY Not reported
https://dap.ema.europa.eu/analytics/saw.dlI?Go 4/63
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10011379696 Professional |European Years |Specified |Specified Unknown -), [TOZINAMERAN] (S -
Economic COVID-19 immunisation -
Area Pallor (n/a - Not applicable - [n/a - n/a -
Unknown -), n/al)
Syncope (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 25/01/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest pain (n/a - Not | COMIRNATY Not reported
10011379709 Professional |European Years |Specified Recovered/Not [TOZINAMERAN] (S -
Economic Resolved - ), COVID-19 immunisation -
Area Not applicable - [1d - n/a -
Myocarditis (n/a - n/aj)
Not Recovered/Not
Resolved - Other
Medically Important
Condition),
Troponin increased
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 25/01/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Malaise (n/a - COMIRNATY Not reported
10011379721 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Economic =) COVID-19 immunisation -
Area Not applicable - [1d - n/a -
Pallor (n/a - n/a])
Recovered/Resolved
=)
Syncope (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),
Unresponsive to
stimuli (n/a -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 25/01/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Abdominal pain (n/a |COMIRNATY Not reported
10011379743 Professional |European Years |Specified - Not Recovered/Not |[TOZINAMERAN] (S -
Economic Resolved - ), COVID-19 immunisation -
Area Not applicable - [n/a - n/a -
Arthralgia (n/a - Not |n/a])
Recovered/Not
Resolved - ),
Headache (n/a - Not
Recovered/Not
Resolved - ),
Lethargy (n/a - Not
Recovered/Not
Resolved - ),
Myalgia (n/a - Not
Recovered/Not
Resolved - ),
Nausea (n/a - Not
Recovered/Not
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - ),
Syncope (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Vomiting (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 25/01/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Not No Malaise (n/a - COMIRNATY Not reported
10011379751 Professional |European Years |Specified |Specified Unknown - ), [TOZINAMERAN] (S -
Economic COVID-19 immunisation -
Area Myocarditis (n/a - Not applicable - [1d - n/a -
Unknown - Other n/a])
Medically Important
Condition)
EU-EC- 25/01/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest pain (n/a - COMIRNATY Not reported
10011379758 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Economic =) COVID-19 immunisation -
Area Not applicable - [1d - n/a -
Myocarditis (n/a - n/a])
Recovered/Resolved
- Other Medically
Important
Condition),
Pyrexia (n/a -
Recovered/Resolved
=)
Vaccination site pain
(n/a-
Recovered/Resolved
EU-EC- 25/01/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Pericarditis (n/a - COMIRNATY Not reported
10011379759 Professional |European Years |Specified Not Recovered/Not  |[TOZINAMERAN] (S -
Economic Resolved - Other COVID-19 immunisation -
Area Medically Important |Not applicable - [n/a - n/a -
Condition) n/al)
EU-EC- 25/01/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Syncope (n/a - COMIRNATY Not reported
10011379831 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Economic - Other Medically COVID-19 immunisation -
Area Important Condition) |Not applicable - [1d - n/a -
n/a])
EU-EC- 25/01/2022 | Spontaneous |Healthcare  |Non Not available 12-17 |Not Female |No Asthenia (1382h - COMIRNATY Not reported
10011379949 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Economic =) COVID-19 immunisation -
Area
https://dap.ema.europa.eu/analytics/saw.dlI?Go 5/63
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Headache (1382h - |Not applicable - [1d - n/a -
Recovered/Resolved | Intramuscular])
=)
Pyrexia (1382h -
Recovered/Resolved
=)
Seizure (1382h -
Recovered/Resolved
- Other Medically
Important
Condition),
Tremor (1382h -
Recovered/Resolved
=)
Visual impairment
(1382h -
Recovered/Resolved
EU-EC- 25/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Dyspnoea (n/a - COMIRNATY Not reported
10011380165 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area - Other Medically Immunisation - n/a - [n/a -
Important n/a - n/al)
Condition),
Myocarditis (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),
Tachycardia (n/a -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 25/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Myalgia (21d - COMIRNATY Not reported
10011380169 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area - Immunisation - n/a - [n/a -
n/a - n/al)
EU-EC- 25/01/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Abdominal pain (n/a |COMIRNATY Not reported
10011380598 Healthcare |Economic Years |Specified - Not Recovered/Not |[TOZINAMERAN] (S -
Professional |Area Resolved - Other COVID-19 immunisation -
Medically Important |Unknown - [n/a - 1{DF} -
Condition), Intramuscular])
Gastrointestinal
inflammation (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition),
Pyrexia (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 25/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Myalgia (n/a - COMIRNATY Not reported
10011380918 Healthcare |Economic Years Unknown - ) [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a - [n/a -
n/a - n/al)
EU-EC- 25/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Tachycardia (5d - COMIRNATY Not reported
10011380933 Healthcare |Economic Years Not Recovered/Not  |[TOZINAMERAN] (S -
Professional |Area Resolved - ) Immunisation - n/a - [n/a -
n/a - n/al)
EU-EC- 25/01/2022 |Spontaneous | Non European |Not available 12-17 |Adolescent |Female |No  |Cardiac arrest (n/a - |COMIRNATY Not reported
10011380953 Healthcare |Economic Years Fatal - Results in [TOZINAMERAN] (S -
Professional |Area Death), Immunisation - n/a - [n/a -
n/a - n/a])
Pulmonary embolism
(n/a - Fatal - Results
in Death)
EU-EC- 25/01/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Facial paralysis (n/a - |COMIRNATY Not reported
10011381674 Professional |European Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Economic - Other Medically COVID-19 immunisation -
Area Important Not applicable - [1d - n/a -
Condition), n/al)
Immunisation (n/a -
Unknown - Other
Medically Important
Condition),
Vision blurred (n/a -
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 25/01/2022 |Spontaneous |Non Non Not available 12-17 |Not Female |No Heavy menstrual COMIRNATY Not reported
10011381690 Healthcare |European Years |Specified bleeding (n/a - Not  |[TOZINAMERAN] (S -
Professional |Economic Recovered/Not COVID-19 immunisation -
Area Resolved - Other Not applicable - [n/a - n/a -
Medically Important |n/a])
Condition),
Pruritus (n/a -
Unknown - )
EU-EC- 25/01/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Autoimmune COMIRNATY Not reported
10011381694 Professional |European Years |Specified disorder (n/a - [TOZINAMERAN] (S -
Economic Unknown - Other COVID-19 immunisation -
Area Medically Important |Not applicable - [1d - n/a -
Condition), n/a])
Dermatitis allergic
(n/a - Unknown - ),
Erythema (n/a -
Unknown - ),
Pruritus (n/a -
Unknown -),
Rash (n/a - Unknown
Rash macular (n/a -
https://dap.ema.europa.eu/analytics/saw.dlI?Go 6/63
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Unknown - ),

Rash pruritic (n/a -
Unknown -)

EU-EC-
10011381726

25/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

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

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 VIRU.
(C - Immunisation
nfa-[id-nfa-n

EU-EC-
10011381729

25/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

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

Heart rate decreased
(id-
Recovered/Resolved
- Other Medically
Important
Condition),

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

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

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

Not reported

EU-EC-
10011381732

25/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Heavy menstrual
bleeding (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-
10011381755

25/01/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Chest pain (n/a -
Unknown - ),

Cold sweat (n/a -
Unknown - ),

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

Pyrexia (n/a -
Unknown - )

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

Not reported

EU-EC-
10011381771

25/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

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

[ETHINYLESTRAD]
LEVONORGESTREI
LACTOSE
ANHYDROUS] (C -
nfa-nfa-[nfa-r
- n/a])

EU-EC-
10011381862

25/01/2022

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

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

Not reported
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Medically Important |n/a - [n/a - 1{DF} -
Condition) Intramuscular])
EU-EC- 25/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Enteritis (n/a - Not | COMIRNATY Not reported
10011381891 Professional |Economic Years Recovered/Not [TOZINAMERAN] (S -
Area Resolved - COVID-19 immunisation -
Caused/Prolonged n/a-[n/a - 1{DF} -
Hospitalisation) Intramuscular])
EU-EC- 25/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Pneumothorax (6d - |COMIRNATY Not reported
10011382061 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area - Caused/Prolonged  |COVID-19 immunisation -
Hospitalisation) Not applicable - [1d - 1{DF}
- Intramuscular])
EU-EC- 25/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Epstein-Barr virus COMIRNATY Not reported
10011382207 Healthcare |Economic Years infection reactivation |[TOZINAMERAN] (S -
Professional |Area (n/a - Not COVID-19 immunisation -
Recovered/Not Not applicable - [1d - 1{DF}
Resolved - ) - Intramuscular])
EU-EC- 25/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Chest discomfort COMIRNATY Not reported
10011382212 Professional |Economic Years (n/a- [TOZINAMERAN] (S -
Area Recovered/Resolved |COVID-19 immunisation -
=) Not applicable - [1d - 1{DF}
- Intramuscular])
Tachycardia (n/a -
Recovered/Resolved
EU-EC- 25/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Myalgia (n/a - Not ~ |COMIRNATY Not reported
10011382224 Professional |Economic Years Recovered/Not [TOZINAMERAN] (S -
Area Resolved - ), COVID-19 immunisation -
n/a - [1d - 1{DF} -
Paraesthesia (n/a - | Intramuscular])
Not Recovered/Not
Resolved - )
EU-EC- 25/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Heavy menstrual COMIRNATY Not reported
10011382247 Healthcare |Economic Years bleeding (n/a - [TOZINAMERAN] (S - n/a -
Professional |Area Recovering/Resolving |n/a - [n/a - n/a -
- Intramuscular])
EU-EC- 25/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Menstrual disorder | COMIRNATY Not reported
10011382255 Professional |Economic Years (3mo - Not [TOZINAMERAN] (S -
Area Recovered/Not COVID-19 immunisation -
Resolved - ) Not applicable - [1d - 1{DF}
- Intramuscular])
EU-EC- 25/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Hypertension (n/a - |COMIRNATY Not reported
10011382267 Professional | Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Area =) COVID-19 immunisation -
Not applicable - [1d - 1{DF}
Influenza like illness |- Intramuscular])
(n/a-
Recovered/Resolved
EU-EC- 25/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Rash pruritic (12h - |COMIRNATY Not reported
10011382342 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area -) COVID-19 immunisation -
Not applicable - [1d - 1{DF}
- Intramuscular])
EU-EC- 25/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent | Male No Immunisation COMIRNATY Not reported
10011382387 Healthcare |Economic Years reaction (n/a - [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving | COVID-19 immunisation -
- Not applicable - [1d - 1{DF}
- Intramuscular])
EU-EC- 25/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Immunisation COMIRNATY Not reported
10011382388 Professional |Economic Years reaction (n/a - [TOZINAMERAN] (S -
Area Recovered/Resolved |COVID-19 immunisation -
- Not applicable - [1d - 1{DF}
- Intramuscular])
EU-EC- 25/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Dizziness (n/a - COMIRNATY Not reported
10011382392 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area -), COVID-19 immunisation -
Not applicable - [1d - 1{DF}
Influenza like illness |- Intramuscular])
(n/a-
Recovering/Resolving
Paraesthesia (n/a -
Recovering/Resolving
EU-EC- 25/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No Dizziness (n/a - COMIRNATY Not reported
10011382393 Professional |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Area -), COVID-19 immunisation -
Not applicable - [1d - 1{DF}
Influenza like illness |- Intradermal])
(n/a-
Recovered/Resolved
=)
Rash (n/a -
Recovered/Resolved
EU-EC- 25/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Chills (n/a - COMIRNATY Not reported
10011382407 Professional |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Area =), COVID-19 immunisation -
Not applicable - [1d - 1{DF}
Hypertension (n/a - |- Intramuscular])
Recovered/Resolved
Vertigo (n/a -
Recovered/Resolved
-)
EU-EC- 25/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Asthenia (n/a - COMIRNATY Not reported
10011382418 Professional |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Area -), COVID-19 immunisation -
Not applicable - [n/a - n/a -
Tachycardia (n/a - Intramuscular])
Recovered/Resolved
EU-EC- 25/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No Amenorrhoea (4mo - | COMIRNATY Not reported
10011382432 Professional | Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Area - COVID-19 immunisation -
n/a-[id-.3mL-
Intramuscular])
EU-EC- 25/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent | Male No Lymphadenopathy | COMIRNATY Not reported
10011382443 Healthcare |Economic Years (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not COVID-19 immunisation -
Resolved - ) Not applicable - [1d - 1{DF}
- Intramuscular])
https://dap.ema.europa.eu/analytics/saw.dlI?Go 8/63
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EU-EC- 25/01/2022

10011382825

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

Run Line Listing Report

12-17
Years

Not
Specified

Female

No

Vaccination failure
(n/a-
Recovering/Resolving

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

Not reported

EU-EC-
10011383389

25/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Influenza like illness

Recovered/Resolved

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

Not reported

EU-EC-
10011383482

25/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

Conduction disorder
(n/a-
Recovering/Resolving
- Disabling),

Dyspnoea (n/a -
Recovered/Resolved
=)
Electrocardiogram
repolarisation
abnormality (n/a -
Recovering/Resolving
- Disabling, Other
Medically Important
Condition),

Eye movement
disorder (0d -
Recovered/Resolved
=)

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

Infection (n/a -
Recovered/Resolved

7

Left ventricular
failure (n/a -
Recovering/Resolving
- Disabling, Other
Medically Important
Condition),

Lip discolouration
(n/a-
Recovered/Resolved
=)

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

Sinus bradycardia
(n/a-
Recovering/Resolving
- Disabling)

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

Not reported

EU-EC-
10011383506

25/01/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

Electrocardiogram ST
segment elevation
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

Palpitations (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/aj)

Not reported

EU-EC-
10011383509

25/01/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Abdominal pain (n/a
- Unknown -),

Dry mouth (n/a -
Unknown - ),

Fatigue (n/a -
Unknown - ),

Pallor (n/a -
Unknown -),

Pollakiuria (n/a -
Unknown - ),

Sleep disorder (n/a -
Unknown - ),

Thirst (n/a -
Unknown - ),

Type 1 diabetes
mellitus (n/a -
Unknown - Other
Medically Important
Condition)

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

Not reported

EU-EC-
10011383615

25/01/2022

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

Spontaneous

Healthcare
Professional

Non
European

Not available

12-17
Years

Not
Specified

Male

No

Blood pressure
increased (0d -
Recovered/Resolved

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

Not reported
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Economic
Area

Run Line Listing Report

- Other Medically
Important
Condition),

Heart rate increased
(0d -
Recovered/Resolved

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

EU-EC-
10011383670

25/01/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

Grip strength
decreased (n/a - Not
Recovered/Not
Resolved - ),

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

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

Muscle contractions
involuntary (n/a -
Not Recovered/Not
Resolved - ),

Muscle twitching
(n/a - Not
Recovered/Not
Resolved - ),

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

Myositis (n/a -
Unknown - ),

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

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

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

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

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

Not reported

EU-EC-
10011383686

25/01/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

Not reported

EU-EC-
10011383696

25/01/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Hodgkin's disease
(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-
10011384310

25/01/2022

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 - ),

Performance status
decreased (n/a - Not
Recovered/Not
Resolved - )

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

Not reported

EU-EC-
10011384396

25/01/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Blood iron decreased
(n/a - Unknown - ),

Malaise (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-
10011384538

25/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Condition aggravated
(30d -
Recovered/Resolved
- Other Medically
Important
Condition),

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

Seizure (30d -
Recovered/Resolved
- Other Medically
Important Condition)

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

Not reported

EU-EC-
10011384564

25/01/2022

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

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

Not reported
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Medically Important
Condition)

EU-EC-
10011384765

25/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

Heavy menstrual
bleeding (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-
10011384945

25/01/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

Blood urea
decreased (n/a -
Unknown - ),

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

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

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

Eating disorder (10d

Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

High density
lipoprotein (n/a -
Unknown - ),

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

Red blood cell count
increased (n/a -
Unknown - )

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

Not reported

EU-EC-
10011384970

25/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Headache (5h -
Recovered/Resolved

»

Vomiting (n/a -
Recovered/Resolved

-)

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

Not reported

EU-EC-
10011385244

25/01/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

C-reactive protein
increased (n/a -
Unknown - Other
Medically Important
Condition),

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

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

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

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

Tonsillar hypertrophy
(n/a - Unknown -
Other Medically
Important Condition)

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

Not reported

EU-EC-
10011385269

25/01/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Hypersensitivity (n/a

Recovering/Resolving

i

Swelling (n/a -
Recovering/Resolving

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

Not reported

EU-EC-
10011385288

25/01/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

Petechiae (n/a -
Recovering/Resolving

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

Not reported

EU-EC-
10011385352

25/01/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

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

Not available

12-17
Years

Adolescent

Male

No

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

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

Not reported
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Not applicable - [n/a - 1{DF}
- Intramuscular])
EU-EC- 25/01/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Discomfort (n/a - [TOZINAMERAN] (S - n/fa-  |Not reported
10011385490 Healthcare |Economic Years |Specified Recovered/Resolved |Unknown - [n/a - n/a - n/a])
Professional |Area =),
Fatigue (n/a -
Recovered/Resolved
=)
Herpes zoster (n/a -
Recovered/Resolved
With Sequelae - ),
Pharyngitis
streptococcal (n/a -
Unknown - )
EU-EC- 25/01/2022 |Spontaneous |Healthcare |Non Poussaint, T.. Multisystem 12-17 |Not Male No Central nervous TOZINAMERAN Not reported
10011385493 Professional |European |Inflammatory-like Syndrome in a Child |Years |Specified system lesion (n/a - |[TOZINAMERAN] (S -
Economic |Following COVID-19 mRNA Vaccination. Recovered/Resolved |COVID-19 immunisation -
Area Vaccines. - Life Threatening, Not applicable - [n/a - n/a -
2022;10(1):10.3390/vaccines10010043. Caused/Prolonged n/a])
doi:10.3390/vaccines10010043 Hospitalisation,
Other Medically
Important
Condition),
Encephalopathy (n/a
Recovered/Resolved
- Life Threatening,
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),
Multisystem
inflammatory
syndrome in children
(n/a-
Recovered/Resolved
- Life Threatening,
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),
Myocarditis (n/a -
Recovered/Resolved
- Life Threatening,
Caused/Prolonged
Hospitalisation,
Other Medically
Important Condition)
EU-EC- 25/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Pyrexia (n/a - Not COMIRNATY Not reported
10011385642 Professional | Economic Years Recovered/Not [TOZINAMERAN] (S -
Area Resolved - ) COVID-19 immunisation -
Not applicable - [1d - 1{DF}
-n/a])
EU-EC- 25/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Headache (n/a - Not |COMIRNATY Not reported
10011385651 Professional |Economic Years Recovered/Not [TOZINAMERAN] (S -
Area Resolved - ), COVID-19 immunisation -
Not applicable - [1d - 1{DF}
Pyrexia (n/a - Not - n/al)
Recovered/Not
Resolved - )
EU-EC- 25/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No Pyrexia (3d - COMIRNATY Not reported
10011385662 Professional |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Area - COVID-19 immunisation -
Not applicable - [1d - 1{DF}
- n/a])
EU-EC- 25/01/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Abdominal COMIRNATY Not reported
10011385680 Professional |Economic Years discomfort (n/a - [TOZINAMERAN] (S -
Area Unknown - ), COVID-19 immunisation -
Not applicable - [22d - 1{DF}
Pyrexia (n/a - - Unknown - More in ICSR])
Unknown - )
EU-EC- 25/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Lymphadenopathy | COMIRNATY Not reported
10011385887 Professional |Economic Years (n/a - Not [TOZINAMERAN] (S -
Area Recovered/Not COVID-19 immunisation -
Resolved - ) Not applicable - [1d - 1{DF}
- n/a])
EU-EC- 25/01/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Pain (n/a - Not COMIRNATY Not reported
10011385900 Professional |Economic Years Recovered/Not [TOZINAMERAN] (S -
Area Resolved - ), COVID-19 immunisation -
Not applicable - [1d - 1{DF}
Pyrexia (n/a - Not - n/a - More in ICSR])
Recovered/Not
Resolved - )
EU-EC- 25/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No Arthralgia (n/a - Not |COMIRNATY Not reported
10011385933 Professional |Economic Years Recovered/Not [TOZINAMERAN] (S -
Area Resolved - ), COVID-19 immunisation -
Not applicable - [1d - 1{DF}
Pyrexia (n/a - Not - n/a))
Recovered/Not
Resolved - )
EU-EC- 25/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Pyrexia (2d - COMIRNATY Not reported
10011385974 Professional | Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Area - COVID-19 immunisation -
Not applicable - [1d - 1{DF}
-n/a])
EU-EC- 25/01/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest pain (n/a - Not | COMIRNATY Not reported
10011386225 Professional |European Years |Specified Recovered/Not [TOZINAMERAN] (S -
Economic Resolved - ), COVID-19 immunisation -
Area Not applicable - [n/a - n/a -
Electrocardiogram n/a])
abnormal (n/a - Not
Recovered/Not
Resolved - ),
Palpitations (n/a -
Not Recovered/Not
Resolved - ),
Pericarditis (n/a -
Not Recovered/Not
https://dap.ema.europa.eu/analytics/saw.dlI?Go 12/63
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Resolved - Other
Medically Important
Condition)

EU-EC-
10011360949

24/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

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

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

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

COMIRNATY COVID-19
MRNA VACCINE
(NUCLEOSIDE MODIFIED)
[TOZINAMERAN] (S - n/a -
n/a - [n/a - n/a-n/a])

Not reported

EU-EC-
10011360971

24/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

Oral discomfort (n/a

Recovering/Resolving
- Other Medically
Important
Condition),

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

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

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

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

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

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

COMIRNATY COVID-19
MRNA VACCINE
(NUCLEOSIDE MODIFIED)
[TOZINAMERAN] (S - n/a -
n/a-[n/a-n/a-
Intramuscular])

Not reported

EU-EC-
10011360984

24/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

COMIRNATY COVID-19
MRNA VACCINE
(NUCLEOSIDE MODIFIED)
[TOZINAMERAN] (S - n/a -
n/a-[n/a-n/a-
Intramuscular])

Not reported

EU-EC-
10011360999

24/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

COMIRNATY COVID-19
MRNA VACCINE
(NUCLEOSIDE MODIFIED)
[TOZINAMERAN] (S - n/a -
n/a-[n/a-n/a-
Subcutaneous])

Not reported

EU-EC-
10011361024

24/01/2022

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

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

Pyrexia (n/a - Not
Recovered/Not

COMIRNATY COVID-19
MRNA VACCINE
(NUCLEOSIDE MODIFIED)
[TOZINAMERAN] (S - n/a -
n/a-[n/a-n/a-
Subcutaneous])

Not reported

13/63
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Resolved - Other
Medically Important
Condition)

EU-EC-
10011361094

24/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

Loss of personal
independence in
daily activities (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition),

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

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

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

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

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

COMIRNATY COVID-19
MRNA VACCINE
(NUCLEOSIDE MODIFIED)
[TOZINAMERAN] (S -
COVID-19 prophylaxis - n/a -
[n/a - n/a - Intramuscular])

Not reported

EU-EC-
10011361170

24/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Not
Specified

No

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

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

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

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

Not reported

EU-EC-
10011361194

24/01/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

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

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

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

Not reported

EU-EC-
10011361321

24/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

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

Not reported

https://dap.ema.europa.eu/analytics/saw.dll?Go
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EU-EC- 24/01/2022

10011361405

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

Run Line Listing Report

12-17
Years

Not
Specified

Female

No

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

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

Eczema impetiginous
(n/a-
Recovered/Resolved

=)

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

Eye discharge (n/a -
Recovered/Resolved
=)

Food allergy (n/a -
Unknown - ),

General physical
health deterioration
(n/a - Unknown - ),

Motion sickness (n/a
- Unknown -),

Pain (n/a -
Recovered/Resolved

=)

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

Skin discolouration
(n/a-
Recovered/Resolved

a

Swelling face (n/a -
Recovered/Resolved

)
Swelling of eyelid (5d

Recovered/Resolved

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

Not reported

EU-EC-
10011361424

24/01/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

Dysmenorrhoea (n/a

Recovered/Resolved
- Other Medically
Important
Condition),

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

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

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

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

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

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

Not reported

EU-EC-
10011361426

24/01/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Blood test abnormal
(n/a - Unknown - )

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

Not reported

EU-EC-
10011361977

24/01/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

Not reported

EU-EC-
10011362038

24/01/2022

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

Spontaneous

Healthcare
Professional

Non
European

Not available

12-17
Years

Not
Specified

Male

No

Asymptomatic
COVID-19 (n/a -

COMIRNATY
[TOZINAMERAN] (S -

Not reported
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Economic
Area

Run Line Listing Report

Unknown - Other
Medically Important
Condition),

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

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

EU-EC-
10011362042

24/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

Respiration abnormal
(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-
10011362080

24/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

Vaccination site pain
(0d -
Recovered/Resolved
- Other Medically
Important Condition)

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

Not reported

EU-EC-
10011363059

24/01/2022

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

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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

Chest discomfort
(n/a-
Recovered/Resolved
=)

Dizziness (n/a -
Recovered/Resolved

4

Dysphonia (n/a -
Recovered/Resolved
=)

Euphoric mood (n/a -
Recovered/Resolved
=)

Eye disorder (n/a -
Recovered/Resolved

a

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

Feeling of relaxation
(n/a-
Recovered/Resolved

=)

Head discomfort (n/a

Recovered/Resolved

=)

Heart rate decreased
(n/a-
Recovered/Resolved
=)

Hyperhidrosis (n/a -
Recovered/Resolved

=)

Hypoacusis (n/a -
Recovered/Resolved

»

Hypopnoea (n/a -
Recovered/Resolved
=)

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

Oxygen saturation
decreased (n/a -
Recovered/Resolved

)

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

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

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

Not reported

16/63



30.11.2022 17.20

Run Line Listing Report

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

Condition),
Tinnitus (n/a -
Recovered/Resolved
=)
Tremor (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),
Visual impairment
(n/a-
Recovered/Resolved
EU-EC- 24/01/2022 |Spontaneous |Non Non Not available 12-17 |Not Female |No Syncope (n/a - Not  |COMIRNATY Not reported
10011363220 Healthcare |European Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional | Economic Resolved - Other COVID-19 immunisation -
Area Medically Important |Not applicable - [1d - n/a -
Condition) n/a])
EU-EC- 24/01/2022 |Spontaneous |Non Non Not available 12-17 |Not Female |No Migraine (1d - COMIRNATY [ETHINYLESTRADI
10011363356 Healthcare |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S - LEVONORGESTRE!
Professional |Economic - Other Medically COVID-19 immunisation - (C-Oral
Area Important Not applicable - [n/a - n/fa - |contraception - n/:
Condition), n/a]) [n/a - n/a - n/a]),
Nausea (1d - [NYSTATIN,
Recovered/Resolved HYDROCORTISON
- Other Medically NYSTATIN,
Important HYDROCORTISON
Condition), BENZALKONIUM
CHLORIDE
Pain in extremity SOLUTION,
(n/a- DIMETHICONE 35(
Recovering/Resolving (C-n/a-n/a-[n/
- Other Medically n/a - n/al)
Important
Condition),
Tinnitus (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 24/01/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Chills (n/a - COMIRNATY Not reported
10011363484 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) COVID-19 immunisation -
Not applicable - [n/a - n/a -
Pain (n/a - Intramuscular])
Recovered/Resolved
Pain in extremity
(n/a-
Recovered/Resolved
EU-EC- 24/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Asthenia (n/a - COMIRNATY Not reported
10011363528 Professional |Economic Years |Specified Unknown - ), [TOZINAMERAN] (S -
Area COVID-19 immunisation -
Headache (n/a - n/a-[n/a-.3mL-
Unknown - ), Intramuscular])
Myalgia (n/a -
Unknown - ),
Pyrexia (n/a -
Unknown - )
EU-EC- 24/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Facial paralysis (n/a - | COMIRNATY Not reported
10011363769 Healthcare  |Economic Years Not Recovered/Not  |[TOZINAMERAN] (S -
Professional |Area Resolved - Other Immunisation - n/a - [n/a -
Medically Important |2{DF} - n/a])
Condition)
EU-EC- 24/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Facial paralysis (n/a - | COMIRNATY Not reported
10011363774 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area - Caused/Prolonged |Immunisation - n/a - [n/a -
Hospitalisation) 1{DF} - n/a])
EU-EC- 24/01/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Polymenorrhoea (n/a |COMIRNATY Not reported
10011364055 Healthcare |Economic Years |Specified - Not Recovered/Not |[TOZINAMERAN] (S -
Professional |Area Resolved - ) COVID-19 immunisation -
Not applicable - [n/a - n/a -
n/aj)
EU-EC- 24/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Asthenia (n/a - COMIRNATY Not reported
10011364279 Professional | Economic Years |Specified Unknown - ), [TOZINAMERAN] (S - n/a -
Area nfa-[n/a-nfa-
Lymph node pain Intramuscular])
(n/a - Unknown - ),
Pyrexia (n/a -
Unknown - ),
Vaccination site
oedema (n/a -
Unknown - ),
Vaccination site pain
(n/a - Unknown - )
EU-EC- 24/01/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Headache (n/a - COMIRNATY Not reported
10011364360 Professional |Economic Years |Specified Unknown - ), [TOZINAMERAN] (S - n/a -
Area n/a-[n/a-n/a-
Syncope (n/a - Intramuscular])
Unknown - ),
Vomiting (n/a -
Unknown - )
EU-EC- 24/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported
10011364444 Professional | Economic Years Unknown - Other [TOZINAMERAN] (S - n/a -
Area Medically Important |n/a - [n/a - n/a -
Condition), Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 24/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported
10011364446 Professional | Economic Years Unknown - Other [TOZINAMERAN] (S - n/a -
Area Medically Important |n/a - [n/a - n/a -
Condition), Intramuscular])
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Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 24/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported
10011364914 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S - n/a -
Area Medically Important |n/a -[n/a-n/a-
Condition), Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 24/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Headache (4d - COMIRNATY Not reported
10011365351 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area - Immunisation - n/a - [n/a -
n/a - n/al)
EU-EC- 24/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Loss of COMIRNATY Not reported
10011365711 Professional |Economic Years |Specified consciousness (n/a - |[TOZINAMERAN] (S - n/a -
Area Recovered/Resolved |n/a - [n/a-.3mL -
- Caused/Prolonged  |Intramuscular])
Hospitalisation)
EU-EC- 24/01/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Nausea (n/a - Not ~ |COMIRNATY Not reported
10011366006 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S - n/a -
Professional |Area Resolved - ), n/a - [n/a - n/a-n/a])
Vaccination site pain
(n/a - Not
Recovered/Not
Resolved - ),
Vaccination site
swelling (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 24/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported
10011366241 Professional | Economic Years Unknown - Other [TOZINAMERAN] (S - n/a -
Area Medically Important |n/a - [n/a - n/a -
Condition), Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 24/01/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Abdominal pain (n/a |COMIRNATY Not reported
10011366665 Healthcare |Economic Years |Specified - [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving | COVID-19 immunisation -
-), Not applicable - [n/a - 1{DF}
- n/a])
Menstruation
irregular (n/a -
Recovering/Resolving
EU-EC- 24/01/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Dysmenorrhoea (n/a |COMIRNATY Not reported
10011366675 Healthcare |Economic Years |Specified - Not Recovered/Not |[TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19 immunisation -
Not applicable - [n/a - 1{DF}
Fatigue (n/a - Not - n/a])
Recovered/Not
Resolved - )
EU-EC- 24/01/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Menstrual disorder | COMIRNATY Not reported
10011366890 Healthcare |Economic Years |Specified (76d - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |COVID-19 immunisation -
- Not applicable - [n/a - n/a -
n/aj)
EU-EC- 24/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Troponin I increased |COMIRNATY Not reported
10011367071 Professional | Economic Years (n/a - Not [TOZINAMERAN] (S -
Area Recovered/Not Immunisation - n/a - [n/a -
Resolved - Life n/a - n/al)
Threatening,
Caused/Prolonged
Hospitalisation)
EU-EC- 24/01/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Myocarditis (n/a - COMIRNATY Not reported
10011367092 Professional |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Area - Caused/Prolonged |Immunisation - n/a - [n/a -
Hospitalisation) n/a - n/al)
EU-EC- 24/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Angina pectoris (n/a |COMIRNATY Not reported
10011367114 Healthcare |Economic Years - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |Immunisation - n/a - [n/a -
- Caused/Prolonged |n/a - n/a])
Hospitalisation),
Dyspnoea (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Pericarditis (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)
EU-EC- 24/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Headache (n/a - COMIRNATY Not reported
10011367185 Professional |Economic Years |Specified Unknown - ), [TOZINAMERAN] (S - n/a -
Area n/a-[n/a-n/a-
Initial insomnia (n/a |Intramuscular])
- Unknown - ),
Muscle tightness (n/a
- Unknown - )
EU-EC- 24/01/2022 | Spontaneous |Non Non Not available 12-17 |Not Male No Abdominal pain COMIRNATY [INFLUENZA VIRU.
10011367721 Healthcare |European Years |Specified upper (n/a - [TOZINAMERAN] (S - (C - Immunisation
Professional |Economic Recovering/Resolving | COVID-19 immunisation - nfa-[id-nfa-n
Area - Other Medically Not applicable - [1d - n/a -
Important n/al)
Condition),
Axillary pain (n/a -
Unknown - Other
Medically Important
Condition),
Chest pain (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),

18/63
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Inappropriate
schedule of product
administration (n/a -
Unknown - )

EU-EC-
10011367747

24/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

Hypokinesia (n/a -
Recovered/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/al)

Not reported

EU-EC-
10011367763

24/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

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

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

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

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

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

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

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

Vomiting (8h -
Recovered/Resolved
- Other Medically
Important Condition)

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

Not applicable - [1d - n/a -

n/al)

Not reported

EU-EC-
10011367771

24/01/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

Guillain-Barre
syndrome (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-
10011367777

24/01/2022

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

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

COVID-19 (10d -
Recovered/Resolved

»

Chest pain (n/a -
Recovered/Resolved

i

Myocarditis (8d -
Recovered/Resolved
- Other Medically
Important
Condition),

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

Not applicable - [1d - n/a -

n/aj)

Not reported

19/63
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Pain (n/a -
Recovering/Resolving
=)
Palpitations (n/a -
Unknown -),
Pericarditis (n/a -
Unknown - Other
Medically Important
Condition),
Tachycardia (n/a -
Unknown - )
EU-EC- 24/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Lymphadenopathy | COMIRNATY Not reported
10011367779 Professional |Economic Years |Specified (n/a - Unknown - ), |[TOZINAMERAN] (S - n/a -
Area n/a-[n/a-n/a-
Vaccination site Intramuscular])
erythema (n/a -
Unknown - ),
Vaccination site pain
(n/a - Unknown - )
EU-EC- 24/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Asthenia (n/a - Not |COMIRNATY Not reported
10011368169 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - COVID-19 immunisation -
Caused/Prolonged Not applicable - [1d - .3mL -
Hospitalisation), Intramuscular])
Hepatocellular injury
(n/a-
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Infectious
mononucleosis (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Malaise (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Menstrual disorder
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 24/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Epilepsy (n/a - COMIRNATY Not reported
10011368235 Healthcare |Economic Years Recovering/Resolving | [TOZINAMERAN] (S -
Professional |Area - Caused/Prolonged |COVID-19 immunisation -
Hospitalisation) Not applicable - [1d - 1{DF}
- Intramuscular])
EU-EC- 24/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Headache (n/a - COMIRNATY Not reported
10011368284 Professional |Economic Years |Specified Recovering/Resolving | [TOZINAMERAN] (S -
Area =) Immunisation - n/a - [n/a -
n/a - n/al)
Menstrual disorder
(n/a-
Recovering/Resolving
EU-EC- 24/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Guillain-Barre COMIRNATY Not reported
10011368319 Professional |Economic Years syndrome (n/a - [TOZINAMERAN] (S -
Area Recovered/Resolved |COVID-19 immunisation -
- Caused/Prolonged |Not applicable - [n/a - 1{DF}
Hospitalisation) - Intramuscular])
EU-EC- 24/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Amenorrhoea (107d |COMIRNATY Not reported
10011368333 Professional |Economic Years |Specified - Unknown - ) [TOZINAMERAN] (S -
Area Immunisation - n/a - [n/a -
n/a - n/aj)
EU-EC- 24/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Urticaria (3d - COMIRNATY Not reported
10011368460 Professional |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Area - COVID-19 immunisation -
n/a - [n/a - 1{DF} -
Intramuscular])
EU-EC- 24/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Dysmenorrhoea COMIRNATY Not reported
10011368487 Professional |Economic Years (1mo - [TOZINAMERAN] (S -
Area Recovered/Resolved |COVID-19 immunisation -
- Not applicable - [1d - 1{DF}
- Intramuscular])
EU-EC- 24/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Urticaria (3min - COMIRNATY Not reported
10011368538 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area - COVID-19 immunisation -
Drug withdrawn - [1d -
1{DF} - Intramuscular])
EU-EC- 24/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Chest pain (n/a - Not | COMIRNATY Not reported
10011368552 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19 immunisation -
n/a - [n/a - 1{DF} -
Fatigue (n/a - Not Intramuscular])
Recovered/Not
Resolved - ),
Palpitations (n/a -
Not Recovered/Not
Resolved - )
EU-EC- 24/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Amenorrhoea (n/a - |COMIRNATY Not reported
10011368607 Healthcare |Economic Years Not Recovered/Not  |[TOZINAMERAN] (S -
Professional |Area Resolved - ) COVID-19 immunisation -
Not applicable - [1d - 1{DF}
- Intramuscular])
EU-EC- 24/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Rash (n/a - COMIRNATY Not reported
10011369063 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area - COVID-19 immunisation -
Not applicable - [n/a - 1{DF}
- Intramuscular])
EU-EC- 24/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Fatigue (n/a - Not COMIRNATY Not reported
10011369068 Healthcare  |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19 immunisation -
Not applicable - [n/a - 1{DF}
Lymphadenopathy - Intramuscular])
(n/a - Not
Recovered/Not
https://dap.ema.europa.eu/analytics/saw.dlI?Go 20/63
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Resolved - ),

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

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

EU-EC-
10011369268

24/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Guillain-Barre
syndrome (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-
10011369426

24/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Chest pain (5h -
Recovered/Resolved

»

Dyspnoea (5h -
Recovered/Resolved

»

Fatigue (5h -
Recovered/Resolved

i

Heart rate increased
(5h -
Recovered/Resolved

i

Heart rate irregular
(5h -
Recovered/Resolved

»

Palpitations (5h -
Recovered/Resolved

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

[CAFFEINE] (S - n/a -
Unknown - [n/a - n/a - n/a])

Not reported

EU-EC-
10011369496

24/01/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Hyperhidrosis (n/a -
Unknown - ),

Pallor (n/a -
Unknown - ),

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

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

Not reported

EU-EC-
10011369627

24/01/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

Not reported

EU-EC-
10011369870

24/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Fatigue (n/a -
Recovered/Resolved

=)

Syncope (0d -
Recovered/Resolved

»

Vomiting (0d -
Recovered/Resolved

COMIRNATY
[TOZINAMERAN] (S -
COVID-19 immunisation -
Not applicable - [n/a - .5mL -
Intramuscular])

Not reported

EU-EC-
10011370073

24/01/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

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

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

Pericarditis (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-
10011370275

24/01/2022

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

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

Malaise (3d -

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

[INFLUENZA VIRU.
(C - Immunisation
nfa-[id-nfa-n;

21/63



30.11.2022 17.20

Run Line Listing Report

Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 24/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Neuralgia (n/a - COMIRNATY Not reported
10011371286 Professional |Economic Years Unknown - [TOZINAMERAN] (S -
Area Caused/Prolonged  |COVID-19 immunisation -
Hospitalisation, Not applicable - [1d - 1{DF}
Other Medically - n/a])
Important
Condition),
Oedema peripheral
(n/a - Unknown -
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),
Vaccination site
nerve damage (n/a -
Unknown -
Caused/Prolonged
Hospitalisation,
Other Medically
Important Condition)
EU-EC- 24/01/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Rash pruritic (n/a - | COMIRNATY Not reported
10011371291 Professional |Economic Years Not Recovered/Not  |[TOZINAMERAN] (S -
Area Resolved - Other COVID-19 immunisation -
Medically Important |Not applicable - [1d - n/a -
Condition) n/a])
EU-EC- 24/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Headache (n/a - Not |COMIRNATY Not reported
10011371341 Professional | Economic Years Recovered/Not [TOZINAMERAN] (S -
Area Resolved - ), COVID-19 immunisation -
Not applicable - [1d - 1{DF}
Vaccination site pain |- n/a])
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 24/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Rash (n/a - Not COMIRNATY Not reported
10011371352 Professional |Economic Years Recovered/Not [TOZINAMERAN] (S -
Area Resolved - ) COVID-19 immunisation -
Not applicable - [1d - 1{DF}
- n/a])
EU-EC- 24/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Pyrexia (n/a - Not COMIRNATY Not reported
10011371372 Professional |Economic Years Recovered/Not [TOZINAMERAN] (S -
Area Resolved - ) COVID-19 immunisation -
Not applicable - [1d - 1{DF}
- n/al)
EU-EC- 24/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No Headache (n/a - Not |COMIRNATY Not reported
10011371772 Professional |Economic Years Recovered/Not [TOZINAMERAN] (S -
Area Resolved - ), COVID-19 immunisation -
Not applicable - [1d - 1{DF}
Lymphadenopathy |- n/a])
(n/a - Not
Recovered/Not
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 24/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Lymphadenopathy | COMIRNATY Not reported
10011371773 Professional |Economic Years (n/a - Unknown - )  |[TOZINAMERAN] (S -
Area COVID-19 immunisation -
Not applicable - [1d - 1{DF}
- n/a])
EU-EC- 24/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Pyrexia (n/a - Not COMIRNATY Not reported
10011371776 Professional |Economic Years Recovered/Not [TOZINAMERAN] (S -
Area Resolved - ) COVID-19 immunisation -
Not applicable - [1d - 1{DF}
- n/a])
EU-EC- 24/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Arthralgia (n/a - Not |COMIRNATY Not reported
10011371927 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - Other COVID-19 immunisation -
Medically Important |Not applicable - [1d - 1{DF}
Condition), - n/a])
Chills (4d -
Recovering/Resolving
- Other Medically
Important
Condition),
Fatigue (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Headache (3d -
Recovered/Resolved
- Other Medically
Important
Condition),
Lymphadenopathy
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Myalgia (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Pain (4d -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 24/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No Diarrhoea (n/a - Not |COMIRNATY Not reported
10011371968 Professional |Economic Years Recovered/Not [TOZINAMERAN] (S -
Area Resolved - ), COVID-19 immunisation -
Not applicable - [1d - 1{DF}
Headache (n/a - Not |- n/a])
Recovered/Not
https://dap.ema.europa.eu/analytics/saw.dlI?Go 22/63
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Resolved - ),

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

EU-EC-
10011371980

24/01/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

Neck pain (2d -
Recovered/Resolved

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

Not reported

EU-EC-
10011371998

24/01/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Headache (n/a -
Unknown -),

Pyrexia (n/a -
Recovered/Resolved

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

Not reported

EU-EC-
10011372014

24/01/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

Not reported

EU-EC-
10011360330

23/01/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

Hypersensitivity (n/a

Recovered/Resolved
- Other Medically
Important
Condition),

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

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

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

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

Rhinitis allergic (n/a

Recovered/Resolved
- Other Medically
Important
Condition),

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

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

Not reported

EU-EC-
10011360335

23/01/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Facial paralysis (n/a -
Unknown -
Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10011360478

23/01/2022

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

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

Hypersensitivity (n/a

Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

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

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

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

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

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

[METHOTREXATE,
METHOTREXATE
DISODIUM,
METHOTREXATE
SODIUM] (C - n/a
nfa-),

[SULFASALAZINE]
-nfa-nfa-)
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Rash (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Rash erythematous
(n/a-
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Urticaria (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Vomiting (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)
EU-EC- 23/01/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Chest pain (n/a - COMIRNATY COVID-19 Not reported
10011360655 Professional |Economic Years |Specified Recovering/Resolving | MRNA VACCINE
Area - Caused/Prolonged |(NUCLEOSIDE MODIFIED)
Hospitalisation), [TOZINAMERAN] (S - n/a -
n/a-[n/a-nfa-
Dizziness (n/a - Intramuscular])
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Dyspnoea (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Glossodynia (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Paraesthesia oral
(n/a-
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 23/01/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Heavy menstrual COMIRNATY COVID-19 Not reported
10011360660 Healthcare |Economic Years |Specified bleeding (n/a - Not |MRNA VACCINE
Professional |Area Recovered/Not (NUCLEOSIDE MODIFIED)
Resolved - Other [TOZINAMERAN] (S - n/a -
Medically Important |n/a - [n/a - n/a -
Condition) Intramuscular])
EU-EC- 23/01/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Syncope (n/a - COMIRNATY COVID-19 Not reported
10011360672 Healthcare |Economic Years |Specified Recovered/Resolved |MRNA VACCINE
Professional |Area - Caused/Prolonged |(NUCLEOSIDE MODIFIED)
Hospitalisation) [TOZINAMERAN] (S - n/a -
n/a-[n/a-n/a-
Subcutaneous])
EU-EC- 23/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No Eye oedema (n/fa- |COMIRNATY Not reported
10011360836 Professional |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Area - COVID-19 immunisation -
Unknown - [n/a - .3mL -
Intramuscular])
EU-EC- 22/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Diplopia (n/a - COMIRNATY Not reported
10011355120 Professional |Economic Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Area -), COVID-19 immunisation -
n/a-[n/a-.3mL-
Vision blurred (n/a - |Intramuscular])
Recovering/Resolving
EU-EC- 22/01/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Arthralgia (n/a - COMIRNATY Not reported
10011355229 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) COVID-19 immunisation -
n/a-[n/a-.3mL-
Axillary pain (n/a-  |Intramuscular])
Recovered/Resolved
=)
Fatigue (n/a -
Recovered/Resolved
=)
Pyrexia (n/a -
Recovered/Resolved
EU-EC- 22/01/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Arthralgia (n/a - COMIRNATY Not reported
10011355379 Healthcare |Economic Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area =) COVID-19 immunisation -
n/a-[n/a-nfa-
Chest pain (n/a - Intramuscular])
Recovering/Resolving
=)
Fatigue (n/a -
Recovering/Resolving
=)
Headache (n/a -
Recovering/Resolving
Injection site pain
(n/a-
Recovering/Resolving
Malaise (n/a -
Recovering/Resolving
=)
Pyrexia (n/a -
Recovering/Resolving
EU-EC- 22/01/2022 | Spontaneous |Healthcare  |European |Not available 12-17 |Not Male No Erythema (n/a - COMIRNATY Not reported
10011355463 Professional |Economic Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Area -), COVID-19 immunisation -
Not applicable - [n/a - .3mL -
Headache (n/a - Intramuscular])
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Recovering/Resolving
=)
Malaise (n/a -
Recovering/Resolving
=)
Nausea (n/a -
Recovering/Resolving
EU-EC- 22/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Chest pain (6d - COMIRNATY Not reported
10011355474 Professional |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Area - COVID-19 immunisation -
n/a-[n/a-.3mL-
Intramuscular])
EU-EC- 22/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Decreased appetite | COMIRNATY Not reported
10011355518 Professional |Economic Years |Specified (n/a- [TOZINAMERAN] (S -
Area Recovering/Resolving |COVID-19 immunisation -
=) Not applicable - [n/a - .3mL -
Intramuscular])
Diarrhoea (n/a -
Recovering/Resolving
=)
Pyrexia (n/a -
Recovering/Resolving
Vertigo (n/a -
Recovering/Resolving
Vomiting (n/a -
Recovering/Resolving
-)
EU-EC- 22/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Chest pain (n/a - COMIRNATY Not reported
10011355566 Professional | Economic Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Area =) COVID-19 immunisation -
n/a-[n/a-nfa-
Pyrexia (n/a - Intramuscular])
Recovering/Resolving
EU-EC- 22/01/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Malaise (1d - COMIRNATY Not reported
10011357245 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) COVID-19 immunisation -
Not applicable - [n/a - 1{DF}
Pyrexia (2d - - n/a])
Recovered/Resolved
EU-EC- 22/01/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Fatigue (n/a - Not COMIRNATY Not reported
10011357770 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19 immunisation -
Not applicable - [n/a - 1{DF}
Headache (n/a - Not |- n/a])
Recovered/Not
Resolved - ),
Malaise (n/a - Not
Recovered/Not
Resolved - ),
Myalgia (n/a - Not
Recovered/Not
Resolved - ),
Nausea (n/a -
Recovering/Resolving
EU-EC- 22/01/2022 |Spontaneous |Non European |Not available 12-17 |Child Female |No Headache (n/a - COMIRNATY Not reported
10011357809 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area =), COVID-19 immunisation -
Not applicable - [n/a - 1{DF}
Loss of - Intramuscular])
consciousness (n/a -
Recovering/Resolving
=)
Lymph node pain
(n/a -
Recovering/Resolving
Lymphadenopathy
(n/a-
Recovering/Resolving
Nausea (n/a -
Recovering/Resolving
=)
Pyrexia (n/a -
Recovering/Resolving
=)
Vaccination site
reaction (n/a -
Recovering/Resolving
EU-EC- 21/01/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Headache (n/a - Not |COMIRNATY Not reported
10011341757 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ) Immunisation - Drug
withdrawn - [n/a - 30ug -
n/a])
EU-EC- 21/01/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Arthralgia (n/a - COMIRNATY Not reported
10011341798 Healthcare |Economic Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area -), COVID-19 immunisation -
Not applicable - [n/a - n/a -
Decreased appetite | Intramuscular])
(n/a-
Recovering/Resolving
=)
Fatigue (n/a -
Recovering/Resolving
=)
Lymphadenopathy
https://dap.ema.europa.eu/analytics/saw.dlI?Go 25/63
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(n/a-
Recovering/Resolving
=)

Myalgia (n/a -
Recovering/Resolving
=)

Pyrexia (n/a -
Recovering/Resolving
=)

Somnolence (n/a -
Recovering/Resolving

EU-EC-
10011342107

21/01/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Not
Specified

No

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

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

Not reported

EU-EC-
10011342328

21/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Oedema mouth (n/a
Recovered/Resolved
- Life Threatening),

Oedema peripheral
(n/a-
Recovered/Resolved
- Life Threatening),

Tongue oedema (n/a

Recovered/Resolved
- Life Threatening),

Urticaria (n/a -
Recovered/Resolved
- Life Threatening)

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

Not reported

EU-EC-
10011342447

21/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

Not reported

EU-EC-
10011342463

21/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Lymph node pain
(n/a-
Recovered/Resolved
=)
Lymphadenopathy
(n/a -
Recovered/Resolved

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

Not reported

EU-EC-
10011342550

21/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

Not reported

EU-EC-
10011343052

21/01/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Altered state of
consciousness
(42030min -
Recovered/Resolved
With Sequelae -
Disabling, Other
Medically Important
Condition),

Drooling (42030min -
Recovered/Resolved
With Sequelae -
Disabling),

Epilepsy (72640min -
Recovered/Resolved
With Sequelae -
Disabling, Other
Medically Important
Condition),

Fall (72640min -
Recovered/Resolved
With Sequelae -
Disabling),

Seizure (72640min -
Recovered/Resolved
With Sequelae -
Disabling, Other
Medically Important
Condition),

Syncope (72640min -
Recovered/Resolved
With Sequelae -
Disabling, Other
Medically Important
Condition),

Tongue biting
(42030min -
Recovered/Resolved
With Sequelae -
Disabling)

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

Not reported

EU-EC-
10011343056

21/01/2022

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

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

Eye pain (n/a -
Unknown - ),

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

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

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

Vision blurred (n/a -
Unknown - )

EU-EC-
10011343089

21/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Swelling face (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-
10011344390

21/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

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

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

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

Not reported

EU-EC-
10011344449

21/01/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

Not reported

EU-EC-
10011344740

21/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

Not reported

EU-EC-
10011344846

21/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

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

Not reported

EU-EC-
10011344972

21/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

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

Not available

12-17
Years

Not
Specified

Female

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

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

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

Sensitive skin (n/a -

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

Not reported
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Not Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 21/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Myocarditis (n/a - COMIRNATY Not reported
10011345319 Professional |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Area - Life Threatening,  |Immunisation - n/a - [n/a -
Caused/Prolonged 2{DF} - n/a])
Hospitalisation),
Myositis (n/a -
Recovered/Resolved
- Life Threatening,
Caused/Prolonged
Hospitalisation)
EU-EC- 21/01/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Amenorrhoea (n/a - |COMIRNATY Not reported
10011346098 Healthcare |Economic Years |Specified Not Recovered/Not  |[TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19 immunisation -
Not applicable - [n/a - 1{DF}
Malaise (1d - - n/a])
Recovered/Resolved
=)
Pyrexia (1d -
Recovered/Resolved
EU-EC- 21/01/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Fatigue (3d - COMIRNATY Not reported
10011346103 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =), COVID-19 immunisation -
Not applicable - [n/a - 1{DF}
Headache (3d - - n/a])
Recovered/Resolved
=)
Malaise (3d -
Recovered/Resolved
=)
Menstruation delayed
(3mo -
Recovered/Resolved
=)
Nausea (3d -
Recovered/Resolved
EU-EC- 21/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Heavy menstrual COMIRNATY Not reported
10011346324 Professional |Economic Years |Specified bleeding (n/a - Not |[TOZINAMERAN] (S -
Area Recovered/Not Immunisation - n/a - [n/a -
Resolved - ), n/a - n/al)
Menstruation
irregular (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 21/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Myocarditis (n/a - COMIRNATY Not reported
10011346441 Professional |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S - n/a -
Area - Other Medically n/a - [n/a-.3mL - n/a]),
Important Condition)
COMIRNATY
[TOZINAMERAN] (S - n/a -
n/a - [n/a - n/a - n/al)
EU-EC- 21/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Epilepsy (n/a - COMIRNATY Not reported
10011346464 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area - Caused/Prolonged |Immunisation - n/a - [n/a -
Hospitalisation), 1{DF} - n/a])
Syncope (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 21/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Dizziness (2d - COMIRNATY Not reported
10011346476 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a - [n/a -
n/a - n/al)
Fatigue (3d -
Recovered/Resolved
=)
Headache (2d -
Recovered/Resolved
=)
Injection site pain
(3d-
Recovered/Resolved
=)
Limb discomfort (2d
Recovered/Resolved
=)
Malaise (2d -
Recovered/Resolved
=)
Myalgia (2d -
Recovered/Resolved
Nausea (1d -
Recovered/Resolved
=)
Vomiting (0d -
Recovered/Resolved
EU-EC- 21/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Pyrexia (1d - COMIRNATY Not reported
10011346479 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area - Immunisation - n/a - [n/a -
n/a - n/al)
EU-EC- 21/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Dizziness (2d - COMIRNATY Not reported
10011346485 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =), Immunisation - n/a - [n/a -
n/a - n/al)
Fatigue (2d -
Recovered/Resolved
https://dap.ema.europa.eu/analytics/saw.dlI?Go 28/63
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=)

Injection site pain

Recovered/Resolved

»

Nausea (2d -
Unknown -),

Pyrexia (2d -
Recovered/Resolved

EU-EC-
10011346497

21/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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

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

Not reported

EU-EC-
10011346572

21/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Fatigue (1d -
Recovering/Resolving

»

Headache (1d -
Recovering/Resolving

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

Not reported

EU-EC-
10011346754

21/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

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

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

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

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

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

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

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

Not reported

EU-EC-
10011347074

21/01/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

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

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

Not reported

EU-EC-
10011348346

21/01/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Pericardial effusion
(34d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10011348741

21/01/2022

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/a])

Not reported

EU-EC-
10011348944

21/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

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

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

Not reported

EU-EC-
10011348978

21/01/2022

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

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

Not reported
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Muscle twitching
(n/a - Unknown -
Other Medically
Important
Condition),

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

EU-EC-
10011348994

21/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

Not reported

EU-EC-
10011349003

21/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Heavy menstrual
bleeding (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-
10011349593

21/01/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Transverse sinus
thrombosis (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10011349687

21/01/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

Not reported

EU-EC-
10011349702

21/01/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

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

Not available

12-17
Years

Adolescent

Male

No

Immune
thrombocytopenia
(n/a-

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

[AMOXICILLIN
SODIUM,
CLAVULANIC ACID
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Recovered/Resolved |Not applicable - [1d - 1{DF} |AMOXICILLIN
- Caused/Prolonged |- Intramuscular]) TRIHYDRATE,
Hospitalisation) CLAVULANIC ACID
AMOXICILLIN
TRIHYDRATE,
POTASSIUM
CLAVULANATE,
AMOXICILLIN,
CLAVULANIC ACID
AMOXICILLIN,
POTASSIUM
CLAVULANATE] (C
Impetigo - Drug
withdrawn - [7d -
- Oral])
EU-EC- 21/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Eczema (n/a - Not |COMIRNATY Not reported
10011349808 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19 immunisation -
Not applicable - [1d - 1{DF}
Menstrual disorder |- Intramuscular])
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 21/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Asthenia (n/a - COMIRNATY Not reported
10011349841 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area -) COVID-19 immunisation -
Not applicable - [1d - 1{DF}
Gastrointestinal - Intramuscular])
disorder (n/a -
Recovering/Resolving
Headache (n/a -
Recovering/Resolving
=)
Nausea (n/a -
Recovering/Resolving
=)
Vomiting (n/a -
Recovering/Resolving
=)
Weight decreased
(n/a-
Recovering/Resolving
EU-EC- 21/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Epistaxis (n/a - COMIRNATY Not reported
10011350136 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =), COVID-19 immunisation -
Drug withdrawn - [1d -
Vaccination site 1{DF} - Intramuscular])
induration (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 21/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Tinnitus (n/a - Not | COMIRNATY Not reported
10011350184 Healthcare  |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ) COVID-19 immunisation -
Not applicable - [n/a - 1{DF}
- Intramuscular])
EU-EC- 21/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Menstrual disorder | COMIRNATY Not reported
10011350187 Healthcare |Economic Years (7d - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |COVID-19 immunisation -
- Drug withdrawn - [1d -
1{DF} - Intramuscular])
EU-EC- 21/01/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No COVID-19 (n/a - COMIRNATY Not reported
10011350437 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area - Other Medically COVID-19 immunisation -
Important Not applicable - [1d - n/a -
Condition), n/a])
Drug ineffective (n/a
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 21/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Lymphadenopathy ~ |COMIRNATY Not reported
10011350629 Healthcare |Economic Years 5d - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |COVID-19 immunisation -
- Not applicable - [0d - .3mL -
Intramuscular])
EU-EC- 21/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Cerebral venous COMIRNATY Not reported
10011350789 Professional |Economic Years sinus thrombosis [TOZINAMERAN] (S -
Area (n/a - Not Immunisation - n/a - [n/a -
Recovered/Not 2{DF} - n/a])
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 21/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Haemophagocytic COMIRNATY Not reported
10011350798 Professional |Economic Years lymphohistiocytosis | [TOZINAMERAN] (S -
Area (n/a- Immunisation - n/a - [n/a -
Recovered/Resolved |1{DF} - n/a])
- Life Threatening,
Caused/Prolonged
Hospitalisation),
Multisystem
inflammatory
syndrome in children
(n/a-
Recovered/Resolved
- Life Threatening,
Caused/Prolonged
Hospitalisation),
Prerenal failure (n/a
Recovered/Resolved
- Life Threatening,
Caused/Prolonged
Hospitalisation),
Respiratory failure
(n/a-
Recovered/Resolved
- Life Threatening,
https://dap.ema.europa.eu/analytics/saw.dll?Go 31/63
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Caused/Prolonged
Hospitalisation)

EU-EC-
10011350900

21/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

Not reported

EU-EC-
10011350942

21/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Bell's palsy (n/a -
Recovered/Resolved
With Sequelae -
Other Medically
Important Condition)

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

Not reported

EU-EC-
10011351491

21/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Menstruation delayed
(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-
10011351495

21/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

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

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

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

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

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

[INFLUENZA VIRU.
(C - Immunisation
n/a-[nfa-n/a-
n/al)

EU-EC-
10011351508

21/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Chest pain (n/a -
Unknown - ),

Dyspnoea (n/a -
Unknown - ),

Fatigue (n/a -
Unknown - ),

Myocarditis (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-
10011351518

21/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

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

Not reported

EU-EC-
10011351599

21/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

Not reported

EU-EC-
10011351848

21/01/2022

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

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Fatigue (n/a -
Recovered/Resolved
With Sequelae -
Disabling),

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

Mental fatigue (n/a -
Unknown -
Disabling),

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

Not reported
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Nausea (n/a -
Recovered/Resolved
With Sequelae -
Disabling),
Parosmia (n/a -
Unknown -
Disabling)
EU-EC- 21/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Dyspnoea (43d - COMIRNATY Not reported
10011352341 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area With Sequelae - ) Immunisation - n/a - [n/a -
n/a - n/a])
EU-EC- 21/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Lymphadenopathy =~ | COMIRNATY Not reported
10011352373 Healthcare |Economic Years (4d - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |Immunisation - n/a - [n/a -
- n/a - n/aj)
EU-EC- 21/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Fatigue (0d - COMIRNATY Not reported
10011352383 Healthcare |Economic Years Recovering/Resolving | [TOZINAMERAN] (S -
Professional |Area =), Immunisation - n/a - [n/a -
n/a - n/al)
Nausea (0d -
Recovering/Resolving
EU-EC- 21/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Fatigue (1d - COMIRNATY Not reported
10011352492 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a - [n/a -
n/a - n/al)
Headache (1d -
Recovered/Resolved
=)
Injection site pain
(2d - Not
Recovered/Not
Resolved - ),
Limb discomfort (1d
Recovered/Resolved
=)
Vaccination site
reaction (2d - Not
Recovered/Not
Resolved - )
EU-EC- 21/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Myalgia (74d - COMIRNATY Not reported
10011352552 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area -) Immunisation - n/a - [n/a -
n/a - n/a])
EU-EC- 21/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Paraesthesia (30d - |COMIRNATY Not reported
10011352642 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area - Immunisation - n/a - [n/a -
n/a - n/a])
EU-EC- 21/01/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Vaccination site pain | COMIRNATY Not reported
10011352761 Healthcare |Economic Years |Specified (n/a - Unknown - ) |[TOZINAMERAN] (S -
Professional |Area COVID-19 immunisation -
Not applicable - [n/a - n/a -
n/a])
EU-EC- 21/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Chest pain (n/a - COMIRNATY Not reported
10011353374 Professional |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Area - Life Threatening,  |COVID-19 immunisation -
Caused/Prolonged Drug withdrawn - [n/a -
Hospitalisation), 1{DF} - Intramuscular])
Myopericarditis (n/a -
Recovering/Resolving
- Life Threatening,
Caused/Prolonged
Hospitalisation),
Oropharyngeal pain
(n/a-
Recovering/Resolving
- Life Threatening,
Caused/Prolonged
Hospitalisation),
Pyrexia (n/a -
Recovering/Resolving
- Life Threatening,
Caused/Prolonged
Hospitalisation),
Tonsillitis (n/a -
Recovering/Resolving
- Life Threatening,
Caused/Prolonged
Hospitalisation)
EU-EC- 21/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Lymphadenopathy | COMIRNATY Not reported
10011353456 Professional |Economic Years (n/a - Not [TOZINAMERAN] (S -
Area Recovered/Not COVID-19 immunisation -
Resolved - ) Not applicable - [1d - 1{DF}
- n/a])
EU-EC- 21/01/2022 |Spontaneous |Healthcare  |European |Not available 12-17 |Adolescent |Female |No Inflammation (n/a - |COMIRNATY Not reported
10011353467 Professional |Economic Years Not Recovered/Not  |[TOZINAMERAN] (S -
Area Resolved - ), COVID-19 immunisation -
Not applicable - [1d - 1{DF}
Pyrexia (n/a - Not - n/a])
Recovered/Not
Resolved - )
EU-EC- 21/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No Lymphadenopathy | COMIRNATY Not reported
10011353481 Professional | Economic Years (22d - [TOZINAMERAN] (S -
Area Recovered/Resolved |COVID-19 immunisation -
- Not applicable - [1d - 1{DF}
- n/a])
EU-EC- 21/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Swelling (1d - COMIRNATY Not reported
10011353496 Professional |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Area - COVID-19 immunisation -
Not applicable - [1d - 1{DF}
- n/a])
EU-EC- 21/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Inflammation (3d - |COMIRNATY Not reported
10011353508 Professional |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Area - COVID-19 immunisation -
Not applicable - [n/a - 1{DF}
- n/a])
EU-EC- 21/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Lymphadenopathy COMIRNATY Not reported
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10011353906 Healthcare |Economic Years (n/a- [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving | Immunisation - n/a - [n/a -
- n/a - n/al)
EU-EC- 21/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Chills (1d - COMIRNATY Not reported
10011353979 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =), Immunisation - n/a - [n/a -
n/a - n/al)
Malaise (2d -
Recovered/Resolved
=)
Nausea (1d -
Recovered/Resolved
=)
Pyrexia (1d -
Recovered/Resolved
=)
Vomiting (0d -
Recovered/Resolved
EU-EC- 21/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Rash (n/a - COMIRNATY Not reported
10011353981 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area - Immunisation - n/a - [n/a -
n/a - n/al)
EU-EC- 21/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Fatigue (1d - Not COMIRNATY Not reported
10011353991 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), Immunisation - n/a - [n/a -
n/a - n/aj)
Feeling hot (1d - Not
Recovered/Not
Resolved - ),
Headache (n/a -
Unknown - ),
Injection site pain
(n/a - Unknown - ),
Myalgia (n/a -
Unknown - )
EU-EC- 21/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Limb discomfort (9d |COMIRNATY Not reported
10011354003 Healthcare |Economic Years - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |Immunisation - n/a - [n/a -
- n/a - n/al)
EU-EC- 21/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Tachycardia (59d - | COMIRNATY Not reported
10011354010 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area -) Immunisation - n/a - [n/a -
n/a - n/al)
EU-EC- 21/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Headache (65d - COMIRNATY Not reported
10011354016 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area With Sequelae - ), Immunisation - n/a - [n/a -
n/a - n/al)
Influenza like illness
(65d -
Recovered/Resolved
With Sequelae - )
EU-EC- 21/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Dizziness (n/a - Not |COMIRNATY Not reported
10011354018 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ) Immunisation - n/a - [n/a -
n/a - n/a])
EU-EC- 21/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Dizziness (n/a - COMIRNATY Not reported
10011354022 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area -) Immunisation - n/a - [n/a -
n/a - n/al)
EU-EC- 21/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Headache (5d - COMIRNATY Not reported
10011354030 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area - Immunisation - n/a - [n/a -
n/a - n/al)
EU-EC- 21/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Injection site pain COMIRNATY Not reported
10011354044 Healthcare |Economic Years (2d - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |Immunisation - n/a - [n/a -
=) n/a - n/a])
Myalgia (0d -
Recovered/Resolved
EU-EC- 20/01/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Asthenia (n/a - COMIRNATY Not reported
10011320739 Healthcare |Economic Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area =), COVID-19 immunisation -
n/a-[n/a-.3mL-
Migraine (n/a - Intramuscular])
Recovering/Resolving
=)
Nausea (n/a -
Recovering/Resolving
=)
Paraesthesia (n/a -
Recovering/Resolving
EU-EC- 20/01/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Pyrexia (n/a - COMIRNATY Not reported
10011320782 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area - COVID-19 immunisation -
Not applicable - [n/a - .3mL -
Intramuscular])
EU-EC- 20/01/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Hypoaesthesia (n/a - | COMIRNATY Not reported
10011320835 Healthcare |Economic Years |Specified Recovering/Resolving | [TOZINAMERAN] (S -
Professional |Area - Other Medically COVID-19 immunisation -
Important Not applicable - [n/a - n/a -
Condition), Intramuscular])
Loss of
consciousness (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Paraesthesia (n/a -
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 20/01/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Lymphadenopathy | COMIRNATY Not reported
10011320914 Healthcare |Economic Years | Specified (n/a- [TOZINAMERAN] (S -
https://dap.ema.europa.eu/analytics/saw.dlI?Go 34/63
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Recovered/Resolved

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

EU-EC-
10011321590

20/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Headache (1d -
Recovered/Resolved

7

Pyrexia (1d -
Recovered/Resolved

COMIRNATY
[TOZINAMERAN] (S -
COVID-19 immunisation -
n/a - [n/a - 30ug -
Intramuscular])

Not reported

EU-EC-
10011321598

20/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Abdominal pain (2d -
Recovered/Resolved

i

Back pain (2d -
Recovered/Resolved

=)

Diarrhoea (2d -
Recovered/Resolved

»

Headache (2d -
Recovered/Resolved

»

Nausea (2d -
Recovered/Resolved

)
Pain in extremity (2d

Recovered/Resolved
=)

Periorbital swelling

Recovered/Resolved

»

Peripheral swelling

Recovered/Resolved

)

Pyrexia (2d -
Recovered/Resolved

»

Vomiting (2d -
Recovered/Resolved

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

Not reported

EU-EC-
10011321684

20/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Back pain (n/a -
Recovered/Resolved
=)

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

Diarrhoea (n/a -
Recovered/Resolved
=)

Headache (n/a -
Recovered/Resolved

»

Nausea (n/a -
Recovered/Resolved
=)

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

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

Not reported

EU-EC-
10011321739

20/01/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

Not reported

EU-EC-
10011321774

20/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

Not reported

EU-EC-
10011321952

20/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

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

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

Not reported

EU-EC-
10011321995

20/01/2022

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

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

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

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

EU-EC-
10011322097

20/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

Vaccination site rash
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)

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

Not reported

EU-EC-
10011322190

20/01/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Soft tissue sarcoma
(n/a - Unknown -
Other Medically
Important Condition)

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

Not reported

EU-EC-
10011322194

20/01/2022

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

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

Monocyte count
increased (n/a -
Unknown - Other
Medically Important
Condition),

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

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

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

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

Neutrophil count
increased (n/a -
Unknown - Other
Medically Important
Condition),

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

Red cell distribution
width decreased (n/a
- Unknown - Other

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

Not reported
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Medically Important
Condition),

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

EU-EC-
10011322216

20/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

Not reported

EU-EC-
10011323165

20/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

Not reported

EU-EC-
10011323180

20/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Psoriasis (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 -
n/al)

Not reported

EU-EC-
10011323181

20/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

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

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

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

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

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

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

[DROSPIRENONE,
ETHINYLESTRADI(
(C-Acne-nfa-i
- n/a-n/a)),

[INFLUENZA VIRU.
(C - Immunisation
n/fa-[id-nfa-n;

EU-EC-
10011323218

20/01/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

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

Not available

12-17
Years

Not
Specified

Female

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

Vaccination failure

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

Not reported

37/63



30.11.2022 17.20

Run Line Listing Report

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

EU-EC-
10011323260

20/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

Not reported

EU-EC-
10011323277

20/01/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Chest pain (n/a -
Unknown - ),

Paraesthesia (n/a -
Unknown -),

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

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

Not reported

EU-EC-
10011323316

20/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Loss of
consciousness (2min
Recovered/Resolved
- Other Medically
Important
Condition),

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

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

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

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

Somnolence (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-
10011323358

20/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

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

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

Not reported

EU-EC-
10011323360

20/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

Painful respiration
(n/a - Unknown -
Other Medically
Important Condition)

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

Not reported

EU-EC-
10011323362

20/01/2022

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

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Abdominal pain (n/a

Recovering/Resolving
- Disabling, Other
Medically Important
Condition),

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

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

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

Not reported
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Muscular weakness
(n/a-
Recovering/Resolving
- Disabling, Other
Medically Important
Condition),

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

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

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

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

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

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

EU-EC-
10011323408

20/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Not
Specified

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

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

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

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

COMIRNATY
[TOZINAMERAN] (S -

COVID-19 immunisation -
Not applicable - [n/a - n/a -
n/al)

Not reported

EU-EC-
10011323411

20/01/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

COMIRNATY
[TOZINAMERAN] (S -

COVID-19 immunisation -
Not applicable - [1d - .3mL -

Intramuscular])

Not reported

EU-EC-
10011323413

20/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

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

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

TOZINAMERAN
[TOZINAMERAN] (S -

COVID-19 immunisation -
Not applicable - [n/a - n/a -

n/a])

Not reported

https://dap.ema.europa.eu/analytics/saw.dll?Go
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EU-EC- 20/01/2022

10011323417

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

Run Line Listing Report

12-17
Years

Not
Specified

Female

No

Anxiety (n/a -
Unknown -
Disabling),

Arthralgia (n/a -
Unknown -
Disabling),

Bone pain (n/a -
Unknown -
Disabling),

Depression (n/a -
Unknown -
Disabling),

Gait disturbance (n/a
- Unknown -
Disabling),

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

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

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

SILDENAFIL CITR/
[SILDENAFIL
CITRATE] (C - n/a
n/a-[nfa-n/a-

n/al)

EU-EC-
10011323421

20/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

[PARACETAMOL] (
nfa-nfa-[nfa-r
- n/al)

EU-EC-
10011323430

20/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

[PARACETAMOL] (
nfa-nfa-[nfa-r
- n/a])

EU-EC-
10011323438

20/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Breast swelling (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-
10011323612

20/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Chills (6d -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Headache (6d -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Injection site
reaction (6d -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Myalgia (éd -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Nausea (6d -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Orchitis (6d -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Pyrexia (6d -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10011323898

20/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Fatigue (0d -
Recovered/Resolved

=)

Headache (0d -
Recovered/Resolved
=)

Injection site pain
(1d -
Recovered/Resolved

)

Lymphadenopathy
(

Recovering/Resolving

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

Not reported

EU-EC-
10011323922

20/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Fatigue (5d -
Recovering/Resolving

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

n/a - n/al)

Not reported

EU-EC-
10011323929

20/01/2022

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

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Dizziness (n/a -
Unknown - ),

Fatigue (n/a -
Unknown - ),

Headache (n/a -
Unknown - ),

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

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

Not reported

40/63



30.11.2022 17.20

Run Line Listing Report

Malaise (n/a -
Unknown - )
EU-EC- 20/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Dizziness (1d - Not |COMIRNATY Not reported
10011324051 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), Immunisation - n/a - [n/a -
n/a - nfal)
Fatigue (3d - Not
Recovered/Not
Resolved - ),
Headache (1d -
Recovering/Resolving
Injection site pain
(2d -
Recovered/Resolved
=)
Malaise (3d -
Recovering/Resolving
=)
Nausea (0d - Not
Recovered/Not
Resolved - )
EU-EC- 20/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Fatigue (0d - COMIRNATY Not reported
10011324105 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area -), Immunisation - n/a - [n/a -
n/a - n/a])
Headache (1d -
Recovered/Resolved
=)
Injection site pain
Recovered/Resolved
EU-EC- 20/01/2022 | Spontaneous |Non Non Not available 12-17 |Not Male No Chest discomfort TOZINAMERAN [FEXOFENADINE
10011324197 Healthcare |European Years |Specified (n/a - Unknown - ), |[TOZINAMERAN] (S - HYDROCHLORIDE;
Professional |Economic COVID-19 immunisation - - Hypersensitivity -
Area Myocarditis (7d - Not applicable - [1d -n/a- |n/a-[n/a-n/a-
Recovered/Resolved |Intramuscular]) Oral])
- Other Medically
Important
Condition),
Testicular swelling
(n/a-
Recovered/Resolved
EU-EC- 20/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Cough (n/a - Not COMIRNATY Not reported
10011324346 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), Immunisation - n/a - [n/a -
n/a - n/al)
Headache (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 20/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Chills (0d - COMIRNATY Not reported
10011324464 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a - [n/a -
n/a - n/al)
Fatigue (1d -
Recovering/Resolving
=)
Headache (1d -
Recovering/Resolving
Myalgia (0d -
Recovering/Resolving
=)
Vomiting (0d -
Recovered/Resolved
EU-EC- 20/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Dyspnoea (n/a - COMIRNATY Not reported
10011324477 Healthcare |Economic Years Unknown -) [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a - [n/a -
n/a - n/al)
EU-EC- 20/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Arrhythmia (12d - COMIRNATY Not reported
10011324507 Healthcare |Economic Years Not Recovered/Not  |[TOZINAMERAN] (S -
Professional |Area Resolved - ) Immunisation - n/a - [n/a -
n/a - n/al)
EU-EC- 20/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Chills (n/a - COMIRNATY Not reported
10011324627 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a - [n/a -
n/a - n/al)
Headache (n/a -
Unknown - ),
Injection site pain
(n/a - Unknown - ),
Pyrexia (n/a -
Unknown - )
EU-EC- 20/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent | Male No Headache (1d - Not |COMIRNATY Not reported
10011324782 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), Immunisation - n/a - [n/a -
n/a - n/al)
Influenza (n/a -
Unknown -),
Injection site pain
(n/a - Not
Recovered/Not
Resolved - ),
Malaise (n/a -
Unknown - )
EU-EC- 20/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Chills (1d - COMIRNATY Not reported
10011324787 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area =), Immunisation - n/a - [n/a -
n/a - n/al)
Dizziness (2d -
Recovered/Resolved
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=)

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

Feeling hot (1d -
Recovered/Resolved

i

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

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

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

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

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

Vomiting (0d -
Recovered/Resolved

-)

EU-EC-
10011324821

20/01/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

Liver function test
abnormal (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),

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

Weight decreased
(n/a - Unknown -
Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10011324844

20/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

Dizziness (1d -
Recovered/Resolved

i

Fatigue (1d -
Recovered/Resolved

)

Headache (1d -
Recovered/Resolved
-)

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

n/a - nfal)

Not reported

EU-EC-
10011324875

20/01/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

Headache (n/a -
Unknown - ),

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

Vision blurred (n/a -
Recovering/Resolving

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

Not reported

EU-EC-
10011324911

20/01/2022

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

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

Rash macular (n/a -
Not Recovered/Not
Resolved - Other

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

[INFLUENZA VIRU:
(C - Immunisation
nfa-[ld-nfa-n
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Medically Important
Condition)

EU-EC-
10011324977

20/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Arrhythmia (16d -
Recovered/Resolved

-)

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

n/a - n/al)

Not reported

EU-EC-
10011325010

20/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

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

Not reported

EU-EC-
10011325036

20/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

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

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

Not reported

EU-EC-
10011325077

20/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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

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

Not reported

EU-EC-
10011325166

20/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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

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

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

Nausea (8d - Not
Recovered/Not
Resolved - ),

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

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

n/a - n/al)

Not reported

EU-EC-
10011325217

20/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Alopecia areata (n/a
- Not Recovered/Not
Resolved - )

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

Not reported

EU-EC-
10011325288

20/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Headache (1d -
Recovered/Resolved

»

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

Pyrexia (1d -
Unknown - ),

Vomiting (0d -
Recovered/Resolved
-)

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

Not reported

EU-EC-
10011325317

20/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Chills (2d -
Recovering/Resolving

»

Fatigue (1d -
Recovered/Resolved

»

Headache (8d - Not
Recovered/Not
Resolved - ),

Injection site pain
(4d -
Recovered/Resolved

»

Malaise (1d -
Recovered/Resolved
=)

Myalgia (1d -
Recovered/Resolved

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

n/a - n/al)

Not reported

EU-EC-
10011325376

20/01/2022

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

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

Oropharyngeal pain
(n/a - Not
Recovered/Not

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

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

Resolved - Other
Medically Important
Condition),
Pyrexia (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 20/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Headache (2d - COMIRNATY Not reported
10011325390 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area - Immunisation - n/a - [n/a -
n/a - n/al)
EU-EC- 20/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Chills (1d - COMIRNATY Not reported
10011325419 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area -), Immunisation - n/a - [n/a -
n/a - n/al)
Headache (2d -
Recovered/Resolved
=)
Lymphadenopathy
Recovered/Resolved
EU-EC- 20/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Headache (n/a - Not |COMIRNATY Not reported
10011325709 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ) Immunisation - n/a - [n/a -
n/a - n/al)
EU-EC- 20/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Headache (n/a - COMIRNATY Not reported
10011325731 Healthcare |Economic Years Unknown - ) [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a - [n/a -
n/a - n/a])
EU-EC- 20/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Dizziness (3d - COMIRNATY Not reported
10011326322 Healthcare |Economic Years Unknown - ) [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a - [n/a -
n/a - n/al)
EU-EC- 20/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Fatigue (14d - COMIRNATY Not reported
10011326602 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area =), Immunisation - n/a - [n/a -
n/a - n/al)
Headache (5d -
Recovering/Resolving
EU-EC- 20/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Dizziness (0d - COMIRNATY Not reported
10011326631 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area -), Immunisation - n/a - [n/a -
n/a - n/al)
Fatigue (2d -
Recovered/Resolved
=)
Headache (23d - Not
Recovered/Not
Resolved - ),
Injection site pain
13d -
Recovering/Resolving
Limb discomfort (2d
Recovered/Resolved
Myalgia (16d -
Unknown - ),
Pyrexia (1d -
Recovered/Resolved
=)
Tachycardia (23d -
Not Recovered/Not
Resolved - )
EU-EC- 20/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Fatigue (1d - COMIRNATY Not reported
10011326635 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a - [n/a -
n/a - n/al)
Headache (1d -
Recovered/Resolved
=)
Injection site pain
(2d -
Recovering/Resolving
EU-EC- 20/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Dizziness (n/a - Not |COMIRNATY Not reported
10011326766 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), Immunisation - n/a - [n/a -
n/a - n/al)
Headache (n/a - Not
Recovered/Not
Resolved - ),
Influenza (n/a - Not
Recovered/Not
Resolved - ),
Pyrexia (0d -
Recovering/Resolving
EU-EC- 20/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Dyspnoea (n/a - COMIRNATY Not reported
10011326877 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area - Immunisation - n/a - [n/a -
n/a - n/al)
EU-EC- 20/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent | Male No Dizziness (0d - COMIRNATY Not reported
10011326959 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area - Immunisation - n/a - [n/a -
n/a - n/al)
EU-EC- 20/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Headache (n/a - COMIRNATY Not reported
10011327020 Healthcare |Economic Years Unknown -) [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a - [n/a -
n/a - n/al)
EU-EC- 20/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Headache (0d - COMIRNATY Not reported
10011327029 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
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Professional |Area -) Immunisation - n/a - [n/a -
n/a - n/al)
EU-EC- 20/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Fatigue (2d - COMIRNATY Not reported
10011327055 Healthcare |Economic Years Unknown -) [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a - [n/a -
n/a - n/al)
EU-EC- 20/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Chills (4d - Unknown |COMIRNATY Not reported
10011327114 Healthcare |Economic Years -), [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a - [n/a -
Dizziness (4d - n/a - n/al)
Unknown - )
EU-EC- 20/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Chills (0d - Unknown |COMIRNATY Not reported
10011327492 Healthcare |Economic Years -), [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a - [n/a -
Dizziness (0d - n/a - n/al)
Unknown - ),
Feeling hot (0d -
Unknown - ),
Headache (0d -
Unknown - ),
Injection site pain
(1d - Unknown - )
EU-EC- 20/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Dizziness (n/a - Not |COMIRNATY Not reported
10011327528 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ) Immunisation - n/a - [n/a -
n/a - n/al)
EU-EC- 20/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Dizziness (n/a - Not |COMIRNATY Not reported
10011327563 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ) Immunisation - n/a - [n/a -
n/a - n/a])
EU-EC- 20/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Dizziness (4d - COMIRNATY Not reported
10011327686 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area -), Immunisation - n/a - [n/a -
n/a - n/a)
Fatigue (5d -
Recovered/Resolved
Headache (4d -
Recovering/Resolving
=)
Myalgia (4d -
Recovering/Resolving
EU-EC- 20/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Fatigue (2d - COMIRNATY Not reported
10011327932 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a - [n/a -
n/a - n/al)
Headache (1d -
Recovered/Resolved
=)
Injection site pain
Recovered/Resolved
Malaise (2d -
Recovered/Resolved
EU-EC- 20/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Chills (0d - COMIRNATY Not reported
10011328007 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area -), Immunisation - n/a - [n/a -
n/a - n/al)
Dizziness (0d -
Recovered/Resolved
=)
Fatigue (1d -
Recovering/Resolving
=)
Headache (0d -
Recovering/Resolving
=)
Injection site pain
(1d - Not
Recovered/Not
Resolved - ),
Limb discomfort (1d
- Not Recovered/Not
Resolved - ),
Malaise (1d - Not
Recovered/Not
Resolved - )
EU-EC- 20/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Fatigue (0d - COMIRNATY Not reported
10011328457 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a - [n/a -
n/a - n/al)
Injection site pain
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 20/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Vision blurred (n/a - |COMIRNATY Not reported
10011328493 Healthcare |Economic Years Not Recovered/Not  |[TOZINAMERAN] (S -
Professional |Area Resolved - Other COVID-19 immunisation -
Medically Important |n/a - [n/a-n/a -
Condition), Intramuscular])
Visual impairment
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 20/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Fatigue (1d - COMIRNATY Not reported
10011328620 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a - [n/a -
n/a - n/al)
Injection site
erythema (1d -
https://dap.ema.europa.eu/analytics/saw.dlI?Go 45/63
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Recovering/Resolving
=)
Injection site pain
Recovering/Resolving
EU-EC- 20/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Fatigue (n/a - COMIRNATY Not reported
10011328867 Healthcare |Economic Years Unknown - ), [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a - [n/a -
Injection site pain n/a - n/al)
(n/a -
Recovered/Resolved
EU-EC- 20/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Headache (1d - COMIRNATY Not reported
10011328878 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area - Immunisation - n/a - [n/a -
n/a - n/al)
EU-EC- 20/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Injection site pain COMIRNATY Not reported
10011328906 Healthcare |Economic Years - [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving | Immunisation - n/a - [n/a -
- n/a - n/al)
EU-EC- 20/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Fatigue (n/a - COMIRNATY Not reported
10011328935 Healthcare |Economic Years Unknown - ), [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a - [n/a -
Injection site pain n/a - n/al)
(n/a-
Recovered/Resolved
EU-EC- 20/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Dizziness (0d - Not |COMIRNATY Not reported
10011328939 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ) Immunisation - n/a - [n/a -
n/a - n/al)
EU-EC- 20/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Fatigue (0d - COMIRNATY Not reported
10011328941 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area -), Immunisation - n/a - [n/a -
n/a - n/a)
Injection site pain
Recovered/Resolved
EU-EC- 20/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Fatigue (0d - COMIRNATY Not reported
10011328953 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a - [n/a -
n/a - n/al)
Injection site pain
Recovering/Resolving
=)
Nausea (0d -
Recovering/Resolving
EU-EC- 20/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Injection site pain COMIRNATY Not reported
10011328975 Healthcare |Economic Years - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |Immunisation - n/a - [n/a -
- n/a - n/al)
EU-EC- 20/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Chills (2d - COMIRNATY Not reported
10011328987 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =), Immunisation - n/a - [n/a -
n/a - n/al)
Fatigue (2d -
Unknown - ),
Headache (2d -
Recovered/Resolved
=)
Injection site pain
(2d-
Recovered/Resolved
EU-EC- 20/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Injection site pain COMIRNATY Not reported
10011329080 Healthcare |Economic Years (1d - Unknown - ) [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a - [n/a -
n/a - n/al)
EU-EC- 20/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Injection site pain COMIRNATY Not reported
10011329207 Healthcare |Economic Years (1d- [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |Immunisation - n/a - [n/a -
-) n/a - n/a])
EU-EC- 20/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Headache (0d - COMIRNATY Not reported
10011329239 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a - [n/a -
n/a - n/a])
Injection site pain
(2d -
Recovered/Resolved
=)
Nausea (0d -
Recovered/Resolved
EU-EC- 20/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Chills (2d - COMIRNATY Not reported
10011329281 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a - [n/a -
n/a - n/a])
Headache (2d -
Recovered/Resolved
=)
Limb discomfort (2d
Recovered/Resolved
=)
Malaise (2d -
Recovered/Resolved
=)
Nausea (2d -
Recovered/Resolved
=)
Pyrexia (2d -
Recovered/Resolved
EU-EC- 20/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Injection site pain COMIRNATY Not reported
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10011329282 Healthcare |Economic Years (1d- [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |Immunisation - n/a - [n/a -
- n/a - n/a])
EU-EC- 20/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Headache (0d - COMIRNATY Not reported
10011329293 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =), Immunisation - n/a - [n/a -
n/a - nfal)
Injection site pain
Recovered/Resolved
EU-EC- 20/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Fatigue (n/a - COMIRNATY Not reported
10011329300 Healthcare |Economic Years Unknown -), [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a - [n/a -
Injection site pain n/a - n/al)
(n/a-
Recovering/Resolving
EU-EC- 20/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Injection site pain COMIRNATY Not reported
10011329342 Healthcare |Economic Years (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not Immunisation - n/a - [n/a -
Resolved - ) n/a - n/a])
EU-EC- 20/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Headache (0d - COMIRNATY Not reported
10011329357 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area - Immunisation - n/a - [n/a -
n/a - n/aj)
EU-EC- 20/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Injection site pain COMIRNATY Not reported
10011329392 Healthcare |Economic Years (3d- [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |Immunisation - n/a - [n/a -
=) n/a - n/a])
Myalgia (3d -
Recovered/Resolved
EU-EC- 20/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent [Not No Fatigue (n/a - COMIRNATY Not reported
10011329433 Healthcare |Economic Years Specified Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a - [n/a -
n/a - n/al)
Injection site pain
(n/a - Unknown - )
EU-EC- 20/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Headache (0d - COMIRNATY Not reported
10011329492 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =), Immunisation - n/a - [n/a -
n/a - n/a])
Injection site pain
(2d -
Recovered/Resolved
EU-EC- 20/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Dyspnoea (n/a - COMIRNATY Not reported
10011329500 Healthcare  |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area With Sequelae - ) Immunisation - n/a - [n/a -
n/a - n/al)
EU-EC- 20/01/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Menstruation delayed | COMIRNATY Not reported
10011329561 Healthcare |Economic Years |Specified (3wk - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |COVID-19 immunisation -
- Not applicable - [n/a - 1{DF}
- n/al)
EU-EC- 20/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Chills (1d - Not COMIRNATY Not reported
10011329720 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), Immunisation - n/a - [n/a -
n/a - n/al)
Pyrexia (2d -
Recovering/Resolving
EU-EC- 20/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Dizziness (0d - COMIRNATY Not reported
10011329738 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area - Immunisation - n/a - [n/a -
n/a - n/al)
EU-EC- 20/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Headache (0d - COMIRNATY Not reported
10011329743 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area - Immunisation - n/a - [n/a -
n/a - n/al)
EU-EC- 20/01/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Dizziness (0d - COMIRNATY Not reported
10011329745 Healthcare |Economic Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area =), Immunisation - n/a - [n/a -
n/a - n/al)
Headache (0d -
Recovering/Resolving
=)
Injection site pain
(0d -
Recovered/Resolved
=)
Nausea (0d -
Recovering/Resolving
Vomiting (0d -
Recovering/Resolving
EU-EC- 20/01/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Dizziness (0d - COMIRNATY Not reported
10011329759 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =), Immunisation - n/a - [n/a -
n/a - nfa])
Fatigue (0d -
Recovered/Resolved
=)
Headache (0d -
Recovered/Resolved
=)
Injection site pain
Recovered/Resolved
=)
Lymphadenopathy
2d -
Recovered/Resolved
EU-EC- 20/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Chills (1d - COMIRNATY Not reported
10011329810 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area -), Immunisation - n/a - [n/a -
n/a - n/a])
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Dizziness (1d -
Recovered/Resolved

»

Feeling hot (1d -
Recovered/Resolved

»

Headache (1d -
Recovered/Resolved

)
Limb discomfort (1d

Recovered/Resolved

=)

Malaise (1d -
Recovered/Resolved

-)

EU-EC-
10011329842

20/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Dizziness (0d -
Recovering/Resolving

»

Headache (0d -
Recovering/Resolving

»

Injection site pain

Recovered/Resolved

»

Nausea (0d -
Recovering/Resolving
=)

Vomiting (0d -
Recovering/Resolving

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

Not reported

EU-EC-
10011329852

20/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Chills (0d - Unknown

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

Not reported

EU-EC-
10011329884

20/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

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

Dizziness (1d -
Unknown - ),

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

Headache (2d -
Unknown - ),

Injection site pain
(2d - Unknown - ),

Limb discomfort (1d
- Unknown - ),

Malaise (1d -
Unknown -),

Myalgia (1d -
Unknown - ),

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

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

Not reported

EU-EC-
10011329960

20/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Hypersensitivity (0d -
Recovered/Resolved

=)

Seizure (n/a -
Recovered/Resolved

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

1{DF} - n/a])

Not reported

EU-EC-
10011330018

20/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

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

Vaccination failure
(n/a-
Recovered/Resolved

-)

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

2{DF} - n/a])

COMIRNATY

[TOZINAMERAN] (
Immunisation - n/i
[n/a - 1{DF} - n/a’

EU-EC-
10011330037

20/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adult

Male

No

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

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

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

2{DF} - n/a])

COMIRNATY

[TOZINAMERAN] (
Immunisation - n/:
[n/a - 1{DF} - n/a’

EU-EC-
10011330047

20/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Not
Specified

No

Chills (0d -
Recovering/Resolving

7

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

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

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

n/a - n/al)

Not reported

EU-EC-
10011330049

20/01/2022

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

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Fatigue (0d -
Recovered/Resolved

»

Injection site pain

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

n/a - n/al)

Not reported
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Recovered/Resolved
EU-EC- 20/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Headache (168d - COMIRNATY Not reported
10011330057 Healthcare |Economic Years Unknown -) [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a - [n/a -
n/a - n/al)
EU-EC- 20/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Headache (7d - COMIRNATY Not reported
10011330063 Healthcare |Economic Years Unknown - ) [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a - [n/a -
n/a - n/a])
EU-EC- 20/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Chills (1d - COMIRNATY Not reported
10011330066 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area -), Immunisation - n/a - [n/a -
n/a - n/al)
Dizziness (2d -
Recovered/Resolved
=)
Fatigue (2d -
Recovered/Resolved
=)
Limb discomfort (2d
Recovered/Resolved
EU-EC- 20/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Chills (0d - COMIRNATY Not reported
10011330100 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a - [n/a -
n/a - n/al)
Myalgia (0d -
Recovered/Resolved
-)
EU-EC- 20/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Dizziness (0d - COMIRNATY Not reported
10011330108 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area -), Immunisation - n/a - [n/a -
n/a - n/al)
Headache (0d -
Recovered/Resolved
EU-EC- 20/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Headache (n/a - COMIRNATY Not reported
10011330138 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area -), Immunisation - n/a - [n/a -
n/a - n/al)
Limb discomfort (n/a
- Unknown - )
EU-EC- 20/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Fatigue (2d - COMIRNATY Not reported
10011330140 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area - Immunisation - n/a - [n/a -
n/a - n/al)
EU-EC- 20/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Chills (0d - COMIRNATY Not reported
10011330282 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area - Immunisation - n/a - [n/a -
n/a - n/al)
EU-EC- 20/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Dizziness (4d - Not  |COMIRNATY Not reported
10011330323 Healthcare  |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), Immunisation - n/a - [n/a -
n/a - n/al)
Fatigue (4d - Not
Recovered/Not
Resolved - ),
Headache (3d - Not
Recovered/Not
Resolved - ),
Limb discomfort (4d
- Not Recovered/Not
Resolved - ),
Malaise (4d - Not
Recovered/Not
Resolved - )
EU-EC- 20/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Headache (1d - COMIRNATY Not reported
10011330457 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area - Immunisation - n/a - [n/a -
n/a - n/al)
EU-EC- 20/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Chills (1d - COMIRNATY Not reported
10011330459 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area -) Immunisation - n/a - [n/a -
n/a - n/al)
EU-EC- 20/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Dizziness (n/a - Not |COMIRNATY Not reported
10011330467 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), Immunisation - n/a - [n/a -
n/a - n/al)
Tachycardia (0d -
Recovered/Resolved
EU-EC- 20/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Dizziness (1d - COMIRNATY Not reported
10011330479 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area -), Immunisation - n/a - [n/a -
n/a - n/al)
Fatigue (3d -
Recovered/Resolved
=)
Headache (2d -
Recovered/Resolved
=)
Injection site
erythema (1d -
Recovered/Resolved
=)
Injection site pain
Recovered/Resolved
=)
Nausea (30d -
Recovered/Resolved
EU-EC- 20/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Dizziness (n/a - COMIRNATY Not reported
10011330488 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area -), Immunisation - n/a - [n/a -
n/a - n/al)
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Headache (n/a -
Recovered/Resolved
=)

Nausea (n/a -
Recovered/Resolved

EU-EC-
10011330588

20/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Chills (11d -
Recovering/Resolving

a

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

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

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

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

Nausea (12d - Not
Recovered/Not
Resolved - )

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

Not reported

EU-EC-
10011330612

20/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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

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

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

Feeling hot (3d -
Unknown - ),

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

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

Injection site
erythema (3d -
Recovered/Resolved
=)

Injection site pain
(3d-
Recovering/Resolving
=)

Injection site
swelling (2d -
Recovering/Resolving

»

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

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

Not reported

EU-EC-
10011330662

20/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Chills (0d -
Recovered/Resolved

=)

Headache (1d -
Recovered/Resolved

=)

Injection site pain

Recovered/Resolved

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

Not reported

EU-EC-
10011330860

20/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Fatigue (1d -
Recovering/Resolving

i

Headache (1d -
Unknown - )

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

Not reported

EU-EC-
10011330884

20/01/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Vaccination site
lymphadenopathy
(n/a-
Recovered/Resolved
- Other Medically
Important Condition)

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

Not reported

EU-EC-
10011331019

20/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

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

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

Not reported

EU-EC-
10011331048

20/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Injection site pain
(2d -
Recovered/Resolved

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

Not reported

EU-EC-
10011331111

20/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Injection site pain
(n/a - Unknown - )

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

Not reported

EU-EC-
10011331177

20/01/2022

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

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Injection site pain

(n/a-

COMIRNATY
[TOZINAMERAN] (S -

Not reported
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Recovering/Resolving | Immunisation - n/a - [n/a -
- n/a - n/al)
EU-EC- 20/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Chills (0d - COMIRNATY Not reported
10011331192 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area - Immunisation - n/a - [n/a -
n/a - n/al)
EU-EC- 20/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Headache (4d - Not |COMIRNATY Not reported
10011331222 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ) Immunisation - n/a - [n/a -
n/a - n/a])
EU-EC- 20/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Headache (1d - COMIRNATY Not reported
10011331230 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =), Immunisation - n/a - [n/a -
n/a - n/al)
Injection site pain
(3d-
Recovered/Resolved
=)
Lymphadenopathy
Recovered/Resolved
EU-EC- 20/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Dizziness (4d - COMIRNATY Not reported
10011331235 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area -), Immunisation - n/a - [n/a -
n/a - n/a])
Fatigue (5d -
Recovering/Resolving
=)
Headache (4d -
Recovering/Resolving
=)
Influenza (21d - Not
Recovered/Not
Resolved - ),
Injection site pain
(9d - Unknown - ),
Pyrexia (2d -
Recovered/Resolved
EU-EC- 20/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Feeling hot (0d - COMIRNATY Not reported
10011331238 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a - [n/a -
n/a - n/al)
Headache (0d -
Recovered/Resolved
EU-EC- 20/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Fatigue (0d - COMIRNATY Not reported
10011331288 Healthcare  |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a - [n/a -
n/a - n/al)
Injection site pain
(4d - Unknown - ),
Limb discomfort (1d
Recovered/Resolved
=)
Vomiting (0d -
Recovered/Resolved
EU-EC- 20/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Injection site pain COMIRNATY Not reported
10011331314 Healthcare |Economic Years - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |Immunisation - n/a - [n/a -
=) n/a - nfaj)
Injection site
swelling (1d -
Recovered/Resolved
=)
Limb discomfort (1d
Recovered/Resolved
=)
Nausea (1d -
Recovered/Resolved
EU-EC- 20/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Influenza (6d - COMIRNATY Not reported
10011331389 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area - Immunisation - n/a - [n/a -
n/a - n/a])
EU-EC- 20/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Injection site pain COMIRNATY Not reported
10011331400 Healthcare |Economic Years (1d - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not Immunisation - n/a - [n/a -
Resolved - ), n/a - n/al)
Injection site
swelling (0d -
Unknown - ),
Myalgia (1d - Not
Recovered/Not
Resolved - ),
Paraesthesia (0d -
Recovered/Resolved
-)
EU-EC- 20/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Injection site pain COMIRNATY Not reported
10011331476 Healthcare |Economic Years (2d - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |Immunisation - n/a - [n/a -
=) n/a - nja])
Lymphadenopathy
(2d-
Recovered/Resolved
Rash (9d -
Recovering/Resolving
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EU-EC- 20/01/2022

10011331570

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

Run Line Listing Report

12-17
Years

Adolescent

Female

No

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

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

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

Lymphocyte count
increased (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

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

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

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

Not reported

EU-EC-
10011331665

20/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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

Hypoglossal nerve
disorder (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)

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

2{DF} - n/a])

Not reported

EU-EC-
10011331854

20/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Chills (0d -
Recovered/Resolved

»

Fatigue (0d -
Recovered/Resolved
-)

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

n/a - n/al)

Not reported

EU-EC-
10011332392

20/01/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Facial paralysis (n/a -
Not Recovered/Not
Resolved - Disabling)

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

Not reported

EU-EC-
10011332979

20/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

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

Vaccination site
swelling (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)

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

[OMEPRAZOLE] (C
Gastrooesophagea
reflux disease - n/:
[n/a - n/a - n/a])

EU-EC-
10011333003

20/01/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

Haematidrosis (n/a -
Recovered/Resolved
=)

Skin haemorrhage
(n/a - Unknown -
Other Medically
Important Condition)

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

Not reported

EU-EC-
10011333005

20/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

Not reported

EU-EC-
10011333026

20/01/2022

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

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

Pain in extremity (1d

Recovered/Resolved

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

Not reported
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- Other Medically
Important Condition)
EU-EC- 20/01/2022 |Spontaneous |Non Non Not available 12-17 |Not Male No Chest pain (n/a - Not | COMIRNATY Not reported
10011333043 Healthcare |European Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional | Economic Resolved - Other COVID-19 immunisation -
Area Medically Important |Not applicable - [1d - n/a -
Condition), n/al)
Dyspnoea (n/a -
Unknown - Other
Medically Important
Condition),
Fatigue (n/a -
Unknown - Other
Medically Important
Condition),
Myocarditis (n/a -
Unknown - Other
Medically Important
Condition),
Pericarditis (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 20/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Dysuria (41d - COMIRNATY Not reported
10011333889 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area - Immunisation - n/a - [n/a -
n/a - n/al)
EU-EC- 20/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Back pain (n/a - COMIRNATY Not reported
10011333905 Healthcare |Economic Years Unknown - ), [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a - [n/a -
Limb discomfort (n/a |n/a - n/a])
- Unknown -)
EU-EC- 20/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Menstrual disorder | COMIRNATY Not reported
10011333907 Healthcare |Economic Years (7d - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |Immunisation - n/a - [n/a -
- n/a - n/al)
EU-EC- 20/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Chills (1d - COMIRNATY Not reported
10011333909 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area -), Immunisation - n/a - [n/a -
n/a - n/al)
Dizziness (3d -
Recovering/Resolving
Headache (2d -
Recovered/Resolved
=)
Limb discomfort (2d
Recovered/Resolved
=)
Lymphadenopathy
( -
Recovered/Resolved
Pyrexia (2d -
Recovered/Resolved
=)
Vaccination site
reaction (3d -
Recovering/Resolving
Vomiting (0d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)
EU-EC- 20/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Amenorrhoea (n/a - |COMIRNATY Not reported
10011333919 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area - Immunisation - n/a - [n/a -
n/a - n/a])
EU-EC- 20/01/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Lymphadenopathy | COMIRNATY Not reported
10011333921 Healthcare |Economic Years |Specified (n/a- [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving | Immunisation - n/a - [n/a -
- n/a - n/al)
EU-EC- 20/01/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Myalgia (2d - COMIRNATY Not reported
10011333922 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a - [n/a -
n/a - n/al)
Vaccination site pain
(1d -
Recovered/Resolved
EU-EC- 20/01/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Aphthous ulcer (n/a - | COMIRNATY Not reported
10011333923 Healthcare |Economic Years |Specified Not Recovered/Not  |[TOZINAMERAN] (S -
Professional |Area Resolved - ), Immunisation - n/a - [n/a -
n/a - n/al)
Tachycardia (1d -
Recovered/Resolved
EU-EC- 20/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Chills (n/a - COMIRNATY Not reported
10011333931 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =), Immunisation - n/a - [n/a -
n/a - n/al)
Paraesthesia (n/a -
Recovered/Resolved
=)
Pyrexia (n/a -
Recovered/Resolved
EU-EC- 20/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Amenorrhoea (58d - |COMIRNATY Not reported
10011333936 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area - Immunisation - n/a - [n/a -
n/a - n/a])
EU-EC- 20/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Influenza like iliness | COMIRNATY Not reported
10011333938 Healthcare |Economic Years (7d - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |Immunisation - n/a - [n/a -
- n/a - n/a])
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EU-EC- 20/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Heavy menstrual COMIRNATY Not reported
10011333940 Healthcare |Economic Years bleeding (n/a - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |Immunisation - n/a - [n/a -
- n/a - n/a])
EU-EC- 20/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Amenorrhoea (n/a - |COMIRNATY Not reported
10011333942 Healthcare |Economic Years Unknown - ), [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a - [n/a -
Dizziness (n/a - Not |n/a - n/a])
Recovered/Not
Resolved - ),
Limb discomfort (n/a
- Not Recovered/Not
Resolved - ),
Lymphadenopathy
(n/a - Unknown - )
EU-EC- 20/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Confusional state COMIRNATY Not reported
10011333943 Healthcare |Economic Years (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not Immunisation - n/a - [n/a -
Resolved - ) n/a - n/al)
EU-EC- 20/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Aphthous ulcer (n/a - |COMIRNATY Not reported
10011333944 Healthcare |Economic Years Not Recovered/Not  |[TOZINAMERAN] (S -
Professional |Area Resolved - ) Immunisation - n/a - [n/a -
n/a - n/a])
EU-EC- 20/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Amenorrhoea (n/a - |COMIRNATY Not reported
10011333953 Healthcare |Economic Years Not Recovered/Not  |[TOZINAMERAN] (S -
Professional |Area Resolved - ) Immunisation - n/a - [n/a -
n/a - n/al)
EU-EC- 20/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Fatigue (n/a - COMIRNATY Not reported
10011333955 Healthcare |Economic Years Unknown - ), [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a - [n/a -
Menstrual disorder  |n/a - n/a])
(n/a-
Recovered/Resolved
EU-EC- 20/01/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Appendicitis (2d - COMIRNATY Not reported
10011333958 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area - Other Medically Immunisation - n/a - [n/a -
Important Condition) |n/a - n/a])
EU-EC- 20/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Fatigue (n/a - COMIRNATY Not reported
10011334006 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area With Sequelae - ), Immunisation - n/a - [n/a -
n/a - n/al)
Injection site pain
(16d -
Recovered/Resolved
=)
Syncope (0d -
Unknown - Other
Medically Important
Condition)
EU-EC- 20/01/2022 |Spontaneous |Non Non Not available 12-17 |Not Female |No Back pain (n/a - COMIRNATY Not reported
10011334437 Healthcare |European Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Economic - Other Medically COVID-19 immunisation -
Area Important Not applicable - [1d - n/a -
Condition), n/al)
Dizziness (n/a -
Unknown - Other
Medically Important
Condition),
Dysmenorrhoea (1d -
Recovered/Resolved
- Other Medically
Important
Condition),
Heavy menstrual
bleeding (1d -
Recovered/Resolved
- Other Medically
Important
Condition),
Inappropriate
schedule of product
administration (n/a -
Unknown - ),
Pelvic pain (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 20/01/2022 | Spontaneous |Non Non Not available 12-17 |Not Female |No Pain (n/a - Not COMIRNATY Not reported
10011334761 Healthcare |European Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional | Economic Resolved - Other COVID-19 immunisation -
Area Medically Important |Not applicable - [1d - n/a -
Condition), n/a])
Pyrexia (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Tremor (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 20/01/2022 | Spontaneous |Non Non Not available 12-17 |Not Female |No Arthralgia (n/a - COMIRNATY [ETHINYLESTRADI
10011334764 Healthcare |European Years | Specified Unknown - Other [TOZINAMERAN] (S - LEVONORGESTREI
Professional |Economic Medically Important |COVID-19 immunisation - (C - Heavy menstr
Area Condition), Not applicable - [1d - n/fa- |bleeding - n/a - [n
n/a]) n/a - n/aj),
Axillary pain (n/a -
Unknown - Other [OMEPRAZOLE] (C
Medically Important Gastrooesophagea
Condition), reflux disease - n/i
[n/a - n/a - n/a])
Blood pressure
decreased (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
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Condition),

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

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

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

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

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

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

EU-EC-
10011334835

20/01/2022

Spontaneous

Healthcare
Professional

European
Economic

Area

Not available

12-17
Years

Child

Female

Abdominal pain (n/a

Recovered/Resolved

=)

Altered state of
consciousness
(15min -
Recovered/Resolved
- Other Medically
Important
Condition),

Nausea (n/a -
Recovered/Resolved
=)

Pain in extremity
(n/a -
Recovered/Resolved

i

Puncture site pain
(n/a-
Recovered/Resolved

)

Syncope (15s -
Recovered/Resolved
- Other Medically
Important Condition)

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

Not applicable - [n/a - 1{DF}

- Intramuscular])

Not reported

EU-EC-
10011334855

20/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

Vomiting (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-
10011334888

20/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

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

Not available

12-17
Years

Not
Specified

Female

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

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

Fatigue (n/a - Not

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

Not applicable - [1d - n/a -

n/a])

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

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

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

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

EU-EC-
10011335793

20/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

[SERTRALINE,
SERTRALINE
HYDROCHLORIDE!
- Depression,
Obsessive-compuls
disorder - n/a - [n;
n/a - n/al)

EU-EC-
10011335811

20/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

Disturbance in
attention (n/a -
Unknown - Disabling,
Other Medically
Important
Condition),

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

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

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

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

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

Not reported

EU-EC-
10011335912

20/01/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Cyanosis (n/a -
Recovered/Resolved

=)

Peripheral coldness
(n/a-
Recovered/Resolved

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

Not reported

EU-EC-
10011336176

20/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Circulatory collapse
Recovering/Resolving
- Other Medically
Important
Condition),

Cold sweat (0d -
Recovering/Resolving

i

Feeling jittery (0d -
Recovering/Resolving
- Other Medically
Important Condition)

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

Not reported

EU-EC-
10011336722

20/01/2022

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

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

Nausea (n/a -

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

Not reported
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Unknown - Other
Medically Important
Condition),

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

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

EU-EC-
10011336811

20/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

Pyrexia (0d -
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 - n/a -
n/a)

[INFLUENZA VIRU:
(C - Immunisation
n/a-[nfa-n/a-

n/a])

EU-EC-
10011336891

20/01/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Horie, K.. A case presented with acute
myocarditis after COVID-19 vaccination.
The 674th Kanto Regional Meeting of
the Japanese Society of Internal
Medicine. 2021;674th

12-17
Years

Not
Specified

Male

No

Chest discomfort
(1110min -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Chest pain (1110min

Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

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

Myocarditis (1110min

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

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

Troponin T increased
(1110min -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Vaccination site joint
pain (n/a - Unknown
- Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10011336895

20/01/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Arthralgia (n/a -
Unknown -),

Grip strength
decreased (n/a -
Recovering/Resolving
=)

Hypoaesthesia (56d -
Recovered/Resolved

=)

Neck pain (n/a -
Unknown - ),

Neuropathy
peripheral (1503h -
Recovered/Resolved
- Other Medically
Important
Condition),

Pain in extremity
(n/a-
Recovering/Resolving

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

Not reported

EU-EC-
10011337232

20/01/2022

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

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

Menstruation
irregular (n/a - Not

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

Not reported
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Recovered/Not
Resolved - )

EU-EC-
10011337290

20/01/2022

Spontaneous

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)

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

Not reported

EU-EC-
10011337296

20/01/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

Hypoaesthesia (n/a -
Recovered/Resolved

- Caused/Prolonged

Hospitalisation),

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

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

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

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

Not reported

EU-EC-
10011337299

20/01/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Dizziness (n/a -
Unknown -),

Dyspnoea (n/a -
Unknown - ),

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-
10011337320

20/01/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Chest pain (n/a -
Recovered/Resolved

i

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

Troponin increased
(n/a -
Recovered/Resolved

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

Not reported

EU-EC-
10011337770

20/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Lichenoid keratosis
(n/a - Not
Recovered/Not
Resolved - )

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

Not reported

EU-EC-
10011337797

20/01/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

Increased appetite
(n/a - Unknown - ),

Neurological
symptom (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),

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

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

Not reported

EU-EC-
10011337819

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

20/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

Appendicitis (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,

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

LEVETIRACETAM
[LEVETIRACETAM]
- Epilepsy - n/a - [
- n/a - Oral])
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Other Medically
Important
Condition),

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

Dizziness (n/a -
Unknown - ),

Headache (n/a -
Recovering/Resolving

i

Headache (n/a -
Unknown - ),

Myalgia (n/a -
Recovered/Resolved

=)

Pyrexia (n/a -
Recovered/Resolved
=)

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

Tremor (n/a -
Recovered/Resolved

EU-EC-
10011338097

20/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Chest pain (n/a -
Unknown - ),

Cough (n/a -
Unknown - ),

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

Headache (n/a -
Unknown - ),

Nasal congestion
(n/a - Unknown - ),

Nausea (n/a -
Unknown - ),

Oropharyngeal pain
(n/a - Unknown - ),

Pain (n/a - Unknown

)

Pyrexia (n/a -
Unknown - ),

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

Wheezing (n/a -
Unknown - )

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

[DESVENLAFAXINE
SUCCINATE] (C - r
-n/a-[n/a-25m¢
n/a - More in ICSR

[FLUOXETINE,
FLUOXETINE
HYDROCHLORIDE!
-n/a-n/a-[n/a-
n/a - n/a])

EU-EC-
10011338584

20/01/2022

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

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Child

Male

No

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

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

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

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

Pityriasis rosea (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Disabling),

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

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

[B/BRISBANE/60/2008
(VICTORIA LINEAGE)-LIKE
STRAIN
(B/BRISBANE/60/2008, MEDI
228030),
B/MASSACHUSETTS/2/2012
(YAMAGATA LINEAGE)-LIKE
STRAIN
(B/MASSACHUSETTS/2/2012,
MEDI 237751),
A/TEXAS/50/2012 (H3N2)-
LIKE STRAIN
(A/TEXAS/50/2012, X-223A),
A/CALIFORNIA/7/2009
(H1N1)PDMO9 - DERIVED
STRAIN USED NYMC X-179A,
B/BRISBANE/60/2008
(VICTORIA LINEAGE)-LIKE
STRAIN
(B/BRISBANE/60/2008, MEDI
228030),
B/PHUKET/3073/2013-LIKE
VIRUS
(B/PHUKET/3073/2013,
WILD TYPE),
A/MICHIGAN/45/2015
(H1N1)PDMO9-LIKE STRAIN
(A/MICHIGAN/45/2015,
NYMC X-275), A/HONG
KONG/4801/2014 (H3N2)-
LIKE STRAIN (A/HONG
KONG/4801/2014, NYMC X-
263B),
B/MASSACHUSETTS/2/2012
(YAMAGATA LINEAGE)-LIKE
STRAIN
(B/MASSACHUSETTS/2/2012,
MEDI 237751),
B/BRISBANE/60/2008-LIKE
STRAIN
(B/BRISBANE/60/2008,
WILD TYPE),

Not reported
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A/TEXAS/50/2012 (H3N2)-
LIKE STRAIN
(A/TEXAS/50/2012, X-223A),
A/CALIFORNIA/7/2009
(H1IN1)PDMO9 - DERIVED
STRAIN USED NYMC X-179A,
B/PHUKET/3073/2013-LIKE
VIRUS
(B/PHUKET/3073/2013,
WILD TYPE),
A/GUANGDONG-
MAONAN/SWL1536/2019
(H1N1)PDMO9 - LIKE VIRUS
(A/GUANGDONG-
MAONAN/SWL1536/2019,
CNIC-1909), A/HONG
KONG/2671/2019 (H3N2) -
LIKE VIRUS (A/HONG
KONG/2671/2019, IVR-208),
B/WASHINGTON/02/2019 -
LIKE VIRUS
(B/WASHINGTON/02/2019,
WILD TYPE),
B/PHUKET/3073/2013-LIKE
VIRUS
(B/PHUKET/3073/2013,
WILD TYPE),
A/MICHIGAN/45/2015
(H1N1)PDMO09-LIKE STRAIN
(A/MICHIGAN/45/2015,
NYMC X-275),
B/COLORADO/06/2017-LIKE
VIRUS (B/VICTORIA/2/87
LINEAGE)
(B/MARYLAND/15/2016,
NYMC BX-69A),
A/SINGAPORE/INFIMH-16-
0019/2016 (H3N2)-LIKE
STRAIN
(A/SINGAPORE/INFIMH-16~
0019/2016, IVR-186),
B/PHUKET/3073/2013-LIKE
VIRUS
(B/PHUKET/3073/2013,
WILD TYPE),
B/BRISBANE/60/2008-LIKE
STRAIN
(B/BRISBANE/60/2008,
WILD TYPE), A/HONG
KONG/4801/2014 (H3N2)-
LIKE STRAIN (A/HONG
KONG/4801/2014, NYMC X-
263B),
A/CALIFORNIA/7/2009
(H1N1)PDMO09 - DERIVED
STRAIN USED NYMC X-179A,
B/PHUKET/3073/2013-LIKE
VIRUS
(B/PHUKET/3073/2013,
WILD TYPE),
B/BRISBANE/60/2008-LIKE
STRAIN
(B/BRISBANE/60/2008,
WILD TYPE),
A/MICHIGAN/45/2015
(H1N1)PDMO09-LIKE STRAIN
(A/MICHIGAN/45/2015,
NYMC X-275), A/[HONG
KONG/4801/2014 (H3N2)-
LIKE STRAIN (A/HONG
KONG/4801/2014, NYMC X-
263B),
B/PHUKET/3073/2013-LIKE
VIRUS
(B/PHUKET/3073/2013,
WILD TYPE),
B/COLORADO/06/2017-LIKE
VIRUS (B/VICTORIA/2/87
LINEAGE)
(B/MARYLAND/15/2016,
NYMC BX-69A),
A/BRISBANE/02/2018
(H1N1)PDMO09-LIKE VIRUS
(A/BRISBANE/02/2018, IVR-
190), A/KANSAS/14/2017
(H3N2)-LIKE VIRUS
(A/KANSAS/14/2017, NYMC
X-327)] (S - Immunisation -
n/a-[n/a-nfa-
Intramuscular])

EU-EC-
10011338774

20/01/2022

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

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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

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

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

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

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

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

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

Malaise (n/a - Not

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

Not reported
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Recovered/Not
Resolved - ),

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

EU-EC-
10011339188

20/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

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

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

Swelling face (n/a -
Not Recovered/Not
Resolved - )

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

Not reported

EU-EC-
10011339530

20/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

[ISOTRETINOIN] (
nfa-nfa-[n/a-r
- n/al)

EU-EC-
10011339575

20/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Chills (3d -
Recovered/Resolved

»

Dizziness (5d -
Unknown - ),

Influenza (4d -
Recovered/Resolved

)

Nausea (10d -
Unknown - ),

Vomiting (10d -
Recovered/Resolved

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

Not reported

EU-EC-
10011339613

20/01/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Guillain-Barre
syndrome (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10011340075

20/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

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

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

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

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

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

Right atrial
enlargement (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition)

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

[FLUOXETINE,
FLUOXETINE
HYDROCHLORIDE,
-n/a-nfa-[n/a-
20mg - n/al),

[LEVOCETIRIZINE
DIHYDROCHLORIL
LEVOCETIRIZINE
HYDROCHLORIDE
-n/a-n/a-[n/a-
n/a - n/a]),

[VITAMIN D] (C -1
-nfa-[nfa-n/a-
n/a])

EU-EC-
10011340377

20/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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

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

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

Not reported

EU-EC-
10011340819

20/01/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

Not reported

EU-EC-
10011341368

20/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European

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

Not available

12-17
Years

Not
Specified

Female

Bell's palsy (n/a -
Recovering/Resolving
- Other Medically

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

Not reported
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Important
Condition),

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

Interchange of
vaccine products
(n/a - Unknown -
Other Medically
Important
Condition),

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

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

EU-EC-
10011306370

19/01/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

Not reported

EU-EC-
10011306642

19/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

Not reported

EU-EC-
10011307210

19/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Myalgia (1d -
Recovered/Resolved

=)

Pyrexia (1d -
Recovered/Resolved

COMIRNATY
[TOZINAMERAN] (S -
COVID-19 immunisation -
n/a-[n/a-30ug -
Intramuscular])

Not reported

EU-EC-
10011307522

19/01/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Chest discomfort (4d
Recovered/Resolved
- Caused/Prolonged

Hospitalisation),

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

Electrocardiogram ST
segment depression
(3d-
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Electrocardiogram ST
segment elevation
(3d-
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

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

Musculoskeletal
stiffness (2d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

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

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

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

Not reported

EU-EC-
10011307541

19/01/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

Not reported

EU-EC-
10011307563

19/01/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

Not reported

EU-EC-
10011307592

19/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

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

Not reported

EU-EC-
10011307594

19/01/2022

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

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

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

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

Not reported
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Pericardial effusion
(5d -
Recovered/Resolved
- Other Medically
Important
Condition),

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

EU-EC-
10011307595

19/01/2022 |Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Condition aggravated
(n/a - Unknown -
Disabling),

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

Taste disorder (n/a -
Unknown -
Disabling)

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

Not reported

EU-EC-
10011307610

19/01/2022 |Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

[METHYLPHENIDA
HYDROCHLORIDE!
- Attention deficit
hyperactivity disor
-n/a-[n/a-n/a-
n/al)

EU-EC-
10011307819

19/01/2022 |Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

Not reported

Return - Refresh - Print - Export

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

& b b ©- Rows 14001 - 14500

63/63



