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

Run Line Listing Report

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

Primary Suspect/interacting |Concomitant/Not
EV Primary Source patient Patient ) Parent Reactiqn List PT Drug‘ Lisl‘: (Drug Char A_dministered Drug
EU Local Gateyvay Report Type |Source Country Literature Reference Age Age Group |Patient Child (Dura'tlon—Outcome - Ir!dlcatlon PT - L|st'(D|jug Char - ) ICSR
umber Receipt Qualification for Group (as per Sex Report | Seriousness Action taken - Indication PT - Action |Form
Date Regulatory reporter) Criteria) [Duration - Dose - |taken - [Duration -
Purposes Route]) Dose - Route])
EU-EC- 18/03/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Erythema multiforme |COMIRNATY Not reported ICSR
10011929120 Professional |European Years |Specified (n/a - Not [TOZINAMERAN] (S
Economic Recovered/Not - COVID-19
Area Resolved - Other immunisation - Not
Medically Important |applicable - [1d -
Condition), n/a - n/al)
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 18/03/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female [No Dyspnoea (n/a - Not |COMIRNATY Not reported ICSR
10011929135 Professional |European Years |Specified Recovered/Not [TOZINAMERAN] (S
Economic Resolved - ), - COVID-19
Area immunisation - Not
Haematemesis (n/a - |applicable - [n/a -
Not Recovered/Not  |n/a - n/a])
Resolved - Other
Medically Important
Condition),
Nausea (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 18/03/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Affect lability (n/a - |COMIRNATY Not reported ICSR
10011930857 Healthcare |Economic Years |Specified Unknown - ), [TOZINAMERAN] (S
Professional |Area - Immunisation - n/a
Crying (n/a - -[n/a-n/a-
Unknown - ), Intramuscular])
Dysmenorrhoea (n/a
- Not Recovered/Not
Resolved - ),
Premenstrual
syndrome (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 18/03/2022 | Spontaneous |Non Non Not available 12-17 |Not Male No Hyperhidrosis (n/a - |TOZINAMERAN [FLUTICASONE ICSR
10011930977 Healthcare |European Years |Specified Unknown - ), [TOZINAMERAN] (S |PROPIONATE,
Professional |Economic - COVID-19 SALMETEROL
Area Loss of immunisation - Not | XINAFOATE] (C -
consciousness (0d - |applicable - [n/a-  |Prophylaxis - n/a -
Recovered/Resolved |n/a - n/a]) [n/a-n/a-
- Other Medically Respiratory
Important Condition) (inhalation)])
EU-EC- 18/03/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Aplastic anaemia COMIRNATY Not reported ICSR
10011931028 Professional |European Years |Specified (n/a - Unknown - [TOZINAMERAN] (S
Economic Caused/Prolonged - COVID-19
Area Hospitalisation, immunisation - Not
Other Medically applicable - [1d -
Important n/a-
Condition), Intramuscular])
Cardiac
resynchronisation
therapy (n/a -
Unknown - ),
Conjunctival pallor
(n/a - Unknown - ),
Contusion (n/a -
Unknown - ),
Ecchymosis (n/a -
Unknown - ),
Oropharyngeal pain
(n/a-
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Petechiae (n/a -
Unknown - ),
Pulse abnormal (n/a
- Unknown - ),
Pyrexia (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Thrombocytopenia
(nfa-
Recovering/Resolving
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),
Tongue dry (n/a -
Unknown - )
EU-EC- 18/03/2022 |Spontaneous | Non Non Not available 12-17 |Not Female |No Abdominal pain (n/a |COMIRNATY [COLECALCIFEROL] |ICSR
10011931104 Healthcare |European Years |Specified - Unknown - ), [TOZINAMERAN] (S |(C-n/a-n/a-[n/a-
Professional |Economic - COVID-19 1000[iU] - n/a - More
Area Amenorrhoea (n/a - |immunisation - Not |in ICSR]),
Unknown - ), applicable - [1d -
n/a - n/a]) [LEVOTHYROXINE,
Asthenia (n/a - LEVOTHYROXINE
Recovering/Resolving SODIUM] (C - Thyroid
=), disorder - n/a - [n/a -
37.5mg - n/a - More
Blood bilirubin in ICSR])
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increased (n/a -
Unknown - ),

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

Cardiac disorder (n/a
- Unknown - ),

Constipation (n/a -
Unknown - ),

Cortisol decreased
(n/a - Unknown - ),

Cryptosporidiosis
infection (n/a -
Unknown - ),

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

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

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

Dyspepsia (n/a -
Unknown - ),

Dysphagia (n/a -
Unknown - ),

Ear infection (n/a -
Unknown - ),

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

Fatigue (n/a -
Unknown - ),

Gait disturbance (n/a
- Unknown - ),

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

Hepatic enzyme
increased (n/a -
Unknown - ),

Hypoaesthesia (n/a -
Unknown - ),

Iliness (n/a -
Unknown - ),

Increased upper
airway secretion (n/a
- Unknown - ),

Joint range of motion
decreased (n/a -
Recovering/Resolving
=)
Menstruation
irregular (n/a -
Unknown - ),

Migraine (n/a -
Unknown - ),

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

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

Palpitations (n/a -
Recovering/Resolving

-

Pyrexia (n/a -
Unknown - ),

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

Sinusitis (n/a -
Unknown - Other
Medically Important

Condition),
Vision blurred (n/a -
Unknown - ),
Weight decreased
(n/a-
Recovering/Resolving
EU-EC- 18/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Lymphadenopathy COMIRNATY Not reported ICSR
10011931726 Professional |Economic Years |Specified (n/a - Unknown - ) |[TOZINAMERAN] (S
Area - COVID-19
immunisation - n/a -
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[n/a-n/a-
Intramuscular])
EU-EC- 18/03/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Heavy menstrual COMIRNATY Not reported ICSR
10011931957 Healthcare |Economic Years |Specified bleeding (n/a - Not  |[TOZINAMERAN] (S
Professional |Area Recovered/Not - Immunisation - n/a
Resolved - ) -[n/a-n/a-
Intramuscular])
EU-EC- 18/03/2022 |Spontaneous | Healthcare |European |Not available 12-17 |Not Male No Hypotonic- COMIRNATY Not reported ICSR
10011932271 Professional |Economic Years |Specified hyporesponsive [TOZINAMERAN] (S
Area episode (n/a - -nfa-nfa-[n/a-
Unknown - ), n/a-
Intramuscular])
Syncope (n/a -
Unknown - )
EU-EC- 18/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Headache (n/a - COMIRNATY Not reported ICSR
10011932431 Professional |Economic Years |Specified Recovering/Resolving | [TOZINAMERAN] (S
Area - Other Medically -nfa-nfa-[n/a-
Important .3mL -
Condition), Intramuscular])
Pyrexia (n/a -
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 18/03/2022 |Spontaneous | Non European |Not available 12-17 |Not Female [No Injection site pruritus | COMIRNATY Not reported ICSR
10011932586 Healthcare |Economic Years |Specified (n/a - Unknown - ), |[TOZINAMERAN] (S
Professional |Area - COVID-19
Injection site immunisation - Not
reaction (n/a - applicable - [n/a -
Unknown - ), n/a - n/al)
Skin disorder (n/a -
Unknown - )
EU-EC- 18/03/2022 |Spontaneous | Non European |Not available 12-17 |Not Male No Asthenia (n/a - COMIRNATY COVID- |Not reported ICSR
10011932639 Healthcare |Economic Years |Specified Recovered/Resolved (19 MRNA VACCINE
Professional |Area =) (NUCLEOSIDE
MODIFIED)
Body temperature [TOZINAMERAN] (S
increased (n/a - - COVID-19
Recovered/Resolved |immunisation - n/a -
=) [n/a - .2mL - n/a])
Headache (n/a -
Recovered/Resolved
Vaccination site pain
(n/a-
Recovered/Resolved
EU-EC- 18/03/2022 |Spontaneous | Healthcare |European |Not available 12-17 |Not Female [No Asthenia (n/a - COMIRNATY Not reported ICSR
10011932831 Professional |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Area - Caused/Prolonged |- n/a-n/a-[n/a-
Hospitalisation), n/a-
Intramuscular])
Blood pressure
decreased (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Cyanosis (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Dizziness (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Headache (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Malaise (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Tremor (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)
EU-EC- 18/03/2022 |Spontaneous | Healthcare |European |Not available 12-17 |Not Male No Chest pain (n/a - COMIRNATY Not reported ICSR
10011932982 Professional |Economic Years |Specified Unknown - [TOZINAMERAN] (S
Area Caused/Prolonged -nfa-nfa-[n/a-
Hospitalisation), .3mL -
Intramuscular])
Myocarditis (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),
Pyrexia (n/a -
Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 18/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Asthenia (n/a - COMIRNATY Not reported ICSR
10011933034 Professional |Economic Years |Specified Unknown - [TOZINAMERAN] (S
Area Caused/Prolonged -n/a-n/a-[n/a-
Hospitalisation), .2mL -
Intramuscular])
Chills (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),
Hypotonia (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),
Loss of
consciousness (n/a -
https://dap.ema.europa.eu/analytics/saw.dlI?Go 3/63
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Unknown -
Caused/Prolonged
Hospitalisation),

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

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

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

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

EU-EC-
10011933091

18/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Cardiac disorder (n/a
- Unknown -
Caused/Prolonged
Hospitalisation),

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

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

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

Not reported

I

(o}
{9}
0

EU-EC-
10011933137

18/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

[LAMOTRIGINE] (C -
nfa-n/a-)

=
%}
0

EU-EC-
10011933151

18/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Not
Specified

No

Guillain-Barre
syndrome (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),

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

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

Not reported

._.
|n
(2]
|0

EU-EC-
10011933353

18/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

Neck pain (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),

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

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

[DROSPIRENONE,
ETHINYLESTRADIOL,
LACTOSE, LACTOSE
HYDROUS, LACTOSE
MONOHYDRATE] (C -
nfa-n/a-),

[SERTRALINE] (C -
nfa-nfa-)

i
(9]
el

EU-EC-

18/03/2022

Spontaneous

Non

European

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

Not available

12-17

Child

Male

No

Cough (24h -

COMIRNATY

Not reported
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10011933565

Healthcare
Professional

Economic
Area

Years

Run Line Listing Report

Recovered/Resolved

1

Dental paraesthesia
(24h -
Recovered/Resolved

»

Headache (24h -
Recovered/Resolved

)

Pyrexia (24h -
Recovered/Resolved

-)

[TOZINAMERAN] (S
- COVID-19
immunisation - Not
applicable - [5s -
1{DF} -
Intramuscular -
More in ICSR])

EU-EC-
10011934750

18/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

Not reported

._.
(9]
7]

EU-EC-
10011934767

18/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

Not reported

H
(9}
7]

EU-EC-
10011934957

18/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

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-
n/a-
Intramuscular])

Not reported

e
@}
pe]

EU-EC-
10011934987

18/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

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

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

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

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

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

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

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

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

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

Not reported

—
@
o]
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Rash vesicular (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),
Sensitive skin (n/a -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 18/03/2022 |Spontaneous | Non Non Not available 12-17 |Not Male Yes Arthropathy (n/a - COMIRNATY Not reported ICSR
10011935008 Healthcare |European Years |Specified Not Recovered/Not |[TOZINAMERAN] (S
Professional |Economic Resolved - Other - COVID-19
Area Medically Important  |immunisation - Not
Condition), applicable - [n/a -
n/a - n/al)
Product administered
at inappropriate site
(n/a - Unknown -
Other Medically
Important
Condition),
Shoulder injury
related to vaccine
administration (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 18/03/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Seizure (n/a - COMIRNATY Not reported ICSR
10011935081 Healthcare |Economic Years |Specified Unknown - Other [TOZINAMERAN] (S
Professional |Area Medically Important |- COVID-19
Condition) immunisation - Not
applicable - [1d -
n/a - n/al)
EU-EC- 18/03/2022 |Spontaneous | Non European |Not available 12-17 |Not Female [No Amenorrhoea (n/fa - |COMIRNATY Not reported ICSR
10011935141 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area With Sequelae - ), - COVID-19
immunisation - Not
Inappropriate applicable - [1d -
schedule of product |n/a - n/a])
administration (n/a -
Unknown - ),
Menstrual disorder
(n/a-
Recovered/Resolved
With Sequelae - )
EU-EC- 18/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No Pyrexia (12h - COMIRNATY Not reported ICSR
10011935303 Professional | Economic Years Recovered/Resolved |[TOZINAMERAN] (S
Area -) - COVID-19
immunisation - Not
applicable - [1min -
.3mL -
Intramuscular])
EU-EC- 18/03/2022 |Spontaneous |Non Non Not available 12-17 |Not Male No Cardiomegaly (n/a - |COMIRNATY Not reported ICSR
10011935462 Healthcare |European Years |Specified Fatal - Results in [TOZINAMERAN] (S
Professional |Economic Death) - COVID-19
Area immunisation - Not
applicable - [n/a -
n/a - n/al)
EU-EC- 18/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Immunisation COMIRNATY Not reported ICSR
10011935666 Healthcare |Economic Years reaction (n/a - [TOZINAMERAN] (S
Professional |Area Unknown - ) - COVID-19
immunisation - Drug
withdrawn - [n/a -
1{DF} -
Intramuscular])
EU-EC- 18/03/2022 |Spontaneous | Non European |Not available 12-17 |Adolescent |[Female |No Menstrual disorder ~ |COMIRNATY Not reported ICSR
10011935816 Healthcare |Economic Years (n/a - Not [TOZINAMERAN] (S
Professional |Area Recovered/Not - COVID-19
Resolved - ) immunisation - Drug
withdrawn - [1d -
1{DF} -
Intramuscular])
EU-EC- 18/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Dyspepsia (n/a - Not |COMIRNATY Not reported ICSR
10011935915 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), - COVID-19
immunisation - Drug
Pyrexia (n/a - Not withdrawn - [1d -
Recovered/Not .3mL -
Resolved - ) Intramuscular])
EU-EC- 18/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Decreased appetite |COMIRNATY Not reported ICSR
10011935934 Healthcare |Economic Years (n/a- [TOZINAMERAN] (S
Professional |Area Recovering/Resolving |- COVID-19
=) immunisation - Drug
withdrawn - [1d -
Fatigue (n/a - 3mL -
Recovering/Resolving |Intramuscular])
=)
Headache (n/a -
Recovering/Resolving
=)
Nausea (n/a -
Recovering/Resolving
-)
EU-EC- 18/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Menstruation delayed | COMIRNATY Not reported ICSR
10011935945 Professional |Economic Years (n/a - Not [TOZINAMERAN] (S
Area Recovered/Not - COVID-19
Resolved - ) immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 18/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No Parotitis (n/a - Not  |COMIRNATY Not reported ICSR
10011935950 Professional | Economic Years Recovered/Not [TOZINAMERAN] (S
Area Resolved - ) - COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 18/03/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Skin disorder (n/a- |COMIRNATY [ISOTRETINOIN] (C - |ICSR
10011935975 Healthcare |Economic Years |Specified Unknown - ) [TOZINAMERAN] (S |Skin disorder - n/a -
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Professional |Area - COVID-19 [n/a - 30mg - n/a])
immunisation - Not
applicable - [n/a -
n/a - n/al)
EU-EC- 18/03/2022 |Spontaneous | Non European |Not available 12-17 |Not Female [No Dysmenorrhoea (n/a |COMIRNATY Not reported ICSR
10011935988 Healthcare |Economic Years |Specified - Unknown - ), [TOZINAMERAN] (S
Professional |Area - COVID-19
General physical immunisation - Not
health deterioration |applicable - [1d -
(n/a - Unknown - ), |n/a-n/a])
Menstrual disorder
(n/a - Unknown - ),
Menstruation
irregular (n/a -
Unknown - )
EU-EC- 18/03/2022 |Spontaneous | Non European |Not available 12-17 |Not Female |No Vaccination site pain |COMIRNATY Not reported ICSR
10011935990 Healthcare |Economic Years |Specified (n/fa- [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- COVID-19
- immunisation - Not
applicable - [n/a -
n/a-
Intramuscular])
EU-EC- 18/03/2022 | Spontaneous |Non European |Not available 12-17 |Not Not No Fatigue (3d - COMIRNATY Not reported ICSR
10011935993 Healthcare |Economic Years |Specified |Specified Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area =) - COVID-19
immunisation - Not
Headache (3d - applicable - [1d -
Recovered/Resolved |10ug - n/a])
=)
Product administered
to patient of
inappropriate age
(n/a - Unknown - ),
Underdose (n/a -
Unknown - ),
Vaccination site pain
(3d-
Recovered/Resolved
EU-EC- 18/03/2022 |Spontaneous | Non European |Not available 12-17 |Not Female |[No Vaccination site pain |COMIRNATY Not reported ICSR
10011935994 Healthcare |Economic Years |Specified (n/a- [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- COVID-19
=) immunisation - Not
applicable - [n/a -
Vaccination site n/a-
swelling (n/a - Intramuscular])
Recovered/Resolved
-)
EU-EC- 18/03/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Vaccination site pain |COMIRNATY Not reported ICSR
10011935998 Healthcare |Economic Years |Specified (n/a- [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- COVID-19
- immunisation - Not
applicable - [1d -
n/a - n/al)
EU-EC- 18/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Asthenia (n/a - Not |COMIRNATY Not reported ICSR
10011936079 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - - COVID-19
Disabling), immunisation - Not
applicable - [n/a -
Pain (n/a - Not .3mL -
Recovered/Not Intramuscular])
Resolved -
Disabling),
Paraesthesia (n/a -
Recovering/Resolving
=)
Sinus tachycardia
(n/a - Not
Recovered/Not
Resolved - Disabling)
EU-EC- 18/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Breast abscess (n/a - |COMIRNATY Not reported ICSR
10011936112 Professional |Economic Years Recovering/Resolving |[TOZINAMERAN] (S
Area - Caused/Prolonged |- COVID-19
Hospitalisation), immunisation - Not
applicable - [1d -
Dermatitis (n/a - 1{DF} -
Recovering/Resolving |Intramuscular])
-)
EU-EC- 18/03/2022 |Spontaneous | Non European |Not available 12-17 |Not Male No Myalgia (n/a - COMIRNATY Not reported ICSR
10011936296 Healthcare |Economic Years |Specified Unknown - ) [TOZINAMERAN] (S
Professional |Area - COVID-19
immunisation - Not
applicable - [n/a -
n/a - n/al)
EU-EC- 18/03/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Bell's palsy (n/a - COMIRNATY Not reported ICSR
10011936441 Professional |European Years |Specified Unknown - Other [TOZINAMERAN] (S
Economic Medically Important |- COVID-19
Area Condition) immunisation - Not
applicable - [1d -
n/a - n/al)
EU-EC- 18/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Loss of COMIRNATY [CETIRIZINE ICSR
10011936692 Professional |Economic Years |Specified consciousness (0d - |[TOZINAMERAN] (S |DIHYDROCHLORIDE]
Area Recovered/Resolved |- COVID-19 (C - Premedication -
- Caused/Prolonged |immunisation - Not |Unknown - ),
Hospitalisation, applicable - [n/a -
Other Medically 1{DF} - [FLUOXETINE,
Important Intramuscular]) FLUOXETINE
Condition), HYDROCHLORIDE] (C
- Panic attack - Dose
Oropharyngeal pain not changed - )
(0d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),
Syncope (0d -
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Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important Condition)
EU-EC- 18/03/2022 |Spontaneous | Non European |Not available 12-17 |Adolescent |Male No Dizziness (n/a - COMIRNATY Not reported ICSR
10011937128 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S
Professional |Area - Caused/Prolonged |- Immunisation - n/a
Hospitalisation), - [n/a-n/a-n/a])
Headache (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 18/03/2022 |Spontaneous | Non European |Not available 12-17 |Not Male No Feeling abnormal COMIRNATY Not reported ICSR
10011937278 Healthcare |Economic Years |Specified (n/a- [TOZINAMERAN] (S
Professional |Area Recovering/Resolving |- COVID-19
=) immunisation - Not
applicable - [1d -
Inappropriate n/a - n/al)
schedule of product
administration (n/a -
Unknown - ),
Malaise (n/a -
Recovering/Resolving
=)
Mobility decreased
(n/a-
Recovering/Resolving
Pain in extremity
(n/a-
Recovering/Resolving
EU-EC- 18/03/2022 |Spontaneous | Non European |Not available 12-17 |Not Male No Anxiety (n/a - COMIRNATY [ASCORBIC ACID] (C |ICSR
10011937369 Healthcare |Economic Years |Specified Recovering/Resolving |[TOZINAMERAN] (S |- n/a-n/a-[n/a-
Professional |Area =) - COVID-19 n/a - n/a]),
immunisation - Not
Dizziness (n/a - applicable - [1d - [PARACETAMOL] (C -
Recovering/Resolving |n/a - n/a - More in  |n/a - n/a - [n/a - n/a
=) ICSR]) - n/al),
Palpitations (n/a - [VITAMIN D] (C - n/a
Recovering/Resolving -n/a-[n/a-nfa-
=) n/aJ),
Panic attack (n/a - [ZINC] (C - n/a-n/a
Recovering/Resolving -[n/a-nfa-n/a])
EU-EC- 18/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011937894 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 17/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Chills (n/a - COMIRNATY Not reported ICSR
10011915786 Professional |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Area =), - COVID-19
immunisation -
Conjunctival Unknown - [n/a -
hyperaemia (n/a - 1{DF} -
Recovered/Resolved |Intramuscular])
=)
Dyspnoea (n/a -
Recovered/Resolved
Rhinorrhoea (n/a -
Recovered/Resolved
EU-EC- 17/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female [No Ecchymosis (17d - |COMIRNATY Not reported ICSR
10011916014 Professional |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Area - - COVID-19
immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 17/03/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Gait disturbance (n/a |COMIRNATY Not reported ICSR
10011916047 Healthcare |Economic Years |Specified - Not Recovered/Not |[TOZINAMERAN] (S
Professional |Area Resolved - Disabling) |- COVID-19
immunisation -
Unknown - [n/a -
30ug -
Intramuscular])
EU-EC- 17/03/2022 |Spontaneous | Healthcare |European |Not available 12-17 |Not Female [No Blood pressure COMIRNATY Not reported ICSR
10011916081 Professional |Economic Years |Specified fluctuation (n/a - Not |[TOZINAMERAN] (S
Area Recovered/Not - COVID-19
Resolved - Other immunisation - Drug
Medically Important  |withdrawn - [n/a -
Condition), 1{DF} -
Intramuscular])
Hyperpyrexia (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition),
Polydipsia (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Syncope (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 17/03/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Arthralgia (n/a - Not |COMIRNATY Not reported ICSR
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10011916128 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), - COVID-19
immunisation -
Headache (n/a - Not |Unknown - [n/a -
Recovered/Not .3mL -
Resolved - ), Intramuscular])
Nasopharyngitis (n/a
- Not Recovered/Not
Resolved - ),
Pain in extremity
(n/a - Not
Recovered/Not
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 17/03/2022 |Spontaneous | Non Non Not available 12-17 |Not Female [No Asthenia (n/a - COMIRNATY Not reported ICSR
10011916630 Healthcare |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Professional |Economic - Other Medically - COVID-19
Area Important immunisation - Not
Condition), applicable - [n/a -
n/a - n/al)
Chest discomfort
(n/fa-
Recovered/Resolved
- Other Medically
Important
Condition),
Dizziness (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),
Dyspnoea (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),
Fatigue (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 17/03/2022 | Spontaneous |Non Non Not available 12-17 |Not Female |No Dizziness (n/a - Not  |COMIRNATY Not reported ICSR
10011916740 Healthcare |European Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional | Economic Resolved - Other - COVID-19
Area Medically Important  |immunisation - Not
Condition) applicable - [n/a -
n/a - n/a])
EU-EC- 17/03/2022 |Spontaneous | Non Non Not available 12-17 |Not Female [No Amenorrhoea (n/a - |COMIRNATY Not reported ICSR
10011916758 Healthcare |European Years |Specified Not Recovered/Not |[TOZINAMERAN] (S
Professional | Economic Resolved - Other - COVID-19
Area Medically Important  |immunisation - Not
Condition), applicable - [n/a -
n/a - n/al)
Menstruation delayed
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 17/03/2022 |Spontaneous | Non European |Not available 12-17 |Adolescent |Female |No Fatigue (n/a - Not COMIRNATY Not reported ICSR
10011917163 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), -nfa-nfa-[nfa-
n/a - n/al)
Headache (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 17/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Application site pain  |COMIRNATY Not reported ICSR
10011917167 Healthcare |Economic Years (n/a- [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- n/a - n/a - [n/a -
=) n/a - n/a])
Fatigue (n/a -
Recovered/Resolved
=)
Headache (n/a -
Recovered/Resolved
EU-EC- 17/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Application site pain |COMIRNATY Not reported ICSR
10011917171 Healthcare |Economic Years (n/a- [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- n/a -n/a-[n/a-
- n/a - n/al)
EU-EC- 17/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Chest pain (n/a - COMIRNATY Not reported ICSR
10011917661 Professional |Economic Years Unknown - [TOZINAMERAN] (S
Area Caused/Prolonged - COVID-19
Hospitalisation), immunisation - Not
applicable - [n/a -
Pericardial effusion  |1{DF} - n/a])
(n/a - Unknown -
Caused/Prolonged
Hospitalisation),
Pericarditis (n/a -
Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 17/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Chest pain (5d - COMIRNATY Not reported ICSR
10011917701 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S
Professional |Area - Caused/Prolonged |- Immunisation - n/a
Hospitalisation) - [n/a - n/a - n/a])
EU-EC- 17/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Fatigue (n/a - Not ~ |COMIRNATY Not reported ICSR
10011917702 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), - Immunisation - n/a
- [n/a-n/a-n/a])
Headache (n/a - Not
Recovered/Not
Resolved - ),
Visual impairment
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(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 17/03/2022 |Spontaneous | Non European |Not available 12-17 |Not Male No Myocarditis (n/a - COMIRNATY Not reported ICSR
10011917899 Healthcare |Economic Years |Specified Unknown - Other [TOZINAMERAN] (S
Professional |Area Medically Important |- COVID-19
Condition) immunisation - Not
applicable - [n/a -
n/a - n/a])
EU-EC- 17/03/2022 |Spontaneous | Non European |Not available 12-17 |Not Female |No Intermenstrual COMIRNATY Not reported ICSR
10011917959 Healthcare |Economic Years |Specified bleeding (n/a - Not |[TOZINAMERAN] (S
Professional |Area Recovered/Not - Immunisation - n/a
Resolved - ) -[n/a-n/a-
Intramuscular])
EU-EC- 17/03/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Rash erythematous |COMIRNATY [VITAMIN D] (C - n/a |ICSR
10011917960 Healthcare |Economic Years |Specified (n/a - Unknown - ), |[TOZINAMERAN] (S |-n/a-[n/a-n/a-
Professional |Area - Immunisation - n/a |n/a]),
Rash papular (n/a- |-[n/a-n/a-
Unknown - ), Intramuscular]) [VITAMINS NOS] (C -
nfa-n/a-)
Rash pruritic (n/a -
Not Recovered/Not
Resolved - )
EU-EC- 17/03/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Amenorrhoea (n/a - |COMIRNATY Not reported ICSR
10011917972 Healthcare |Economic Years |Specified Not Recovered/Not |[TOZINAMERAN] (S
Professional |Area Resolved - ), - Immunisation - n/a
-[n/a-n/a-
COVID-19 Intramuscular]),
immunisation (n/a -
Unknown - ) SPIKEVAX [COVID-
19 MRNA VACCINE
MODERNA (CX-
024414)] (S -
Immunisation - n/a -
[n/a-n/a-
Intramuscular])
EU-EC- 17/03/2022 |Spontaneous | Healthcare |European |Not available 12-17 |Not Female [No Abdominal pain (n/a |COMIRNATY Not reported ICSR
10011918067 Professional |Economic Years |Specified - CONCENTRATE FOR
Area Recovered/Resolved |DISPERSION FOR
=) INJECTION COVID-
19 MRNA VACCINE
Abdominal pain (NUCLEOSIDE
lower (n/a - MODIFIED)
Recovered/Resolved |[TOZINAMERAN] (S
=) -nfa-nfa-[nfa-
.3mL -
Nausea (n/a - Intramuscular])
Unknown - ),
Pyrexia (n/a -
Recovered/Resolved
EU-EC- 17/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011918155 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 17/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011918405 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a - n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 17/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Headache (3d - COMIRNATY Not reported ICSR
10011918439 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area =) - COVID-19
immunisation - n/a -
Myalgia (n/a - [n/a - 1{DF} - n/a])
Recovered/Resolved
-)
EU-EC- 17/03/2022 |Spontaneous | Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011918453 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a - n/a - [n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 17/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011918456 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a - n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 17/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011918458 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a - [n/a -
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 17/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011918470 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a - n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
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EU-EC- 17/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011918472 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 17/03/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female [No Abdominal pain (n/a |COMIRNATY Not reported ICSR
10011918597 Professional |European Years |Specified - Unknown - Other  |[TOZINAMERAN] (S
Economic Medically Important |- COVID-19
Area Condition), immunisation - Not
applicable - [1d -
Chills (n/a - n/a-
Unknown - Other Intramuscular])
Medically Important
Condition),
Dehydration (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),
Gastroenteritis (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),
Mycoplasma infection
(n/a - Unknown -
Caused/Prolonged
Hospitalisation),
Pyrexia (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Vomiting (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 17/03/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Decreased appetite |COMIRNATY Not reported ICSR
10011918612 Professional |European Years |Specified (n/a - Unknown - ), |[TOZINAMERAN] (S
Economic - COVID-19
Area Dermatitis bullous immunisation - Not
(nfa- applicable - [1d -
Recovered/Resolved |n/a - n/a])
- Other Medically
Important
Condition),
Feeling hot (n/a -
Unknown - ),
Inappropriate
schedule of product
administration (n/a -
Unknown - ),
Malaise (n/a -
Recovered/Resolved
=)
Pallor (n/a -
Recovered/Resolved
=)
Pruritus (n/a -
Recovered/Resolved
=)
Pyrexia (n/a -
Recovered/Resolved
=)
Rash (n/a - Not
Recovered/Not
Resolved - ),
Rash papular (n/a -
Unknown - )
EU-EC- 17/03/2022 | Spontaneous |Non Non Not available 12-17 |Not Male Yes |Alopecia areata (n/a |COMIRNATY Not reported ICSR
10011918636 Healthcare |European Years |Specified - Not Recovered/Not |[TOZINAMERAN] (S
Professional |Economic Resolved - Other - COVID-19
Area Medically Important  |immunisation - Not
Condition) applicable - [1d -
n/a - n/al)
EU-EC- 17/03/2022 | Spontaneous |Non Non Not available 12-17 |Not Male No Dyspnoea (n/a - COMIRNATY Not reported ICSR
10011918648 Healthcare |European Years |Specified Recovering/Resolving |[TOZINAMERAN] (S
Professional |Economic - Other Medically - COVID-19
Area Important immunisation - Not
Condition), applicable - [n/a -
n/a - n/al)
Dyspnoea (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 17/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Lymphadenopathy ~ |COMIRNATY Not reported ICSR
10011918744 Professional |Economic Years |Specified (n/a - Unknown - ), |CONCENTRATE FOR
Area DISPERSION FOR
Pyrexia (n/a - INJECTION COVID-
Unknown - ) 19 MRNA VACCINE
(NUCLEOSIDE
MODIFIED)
[TOZINAMERAN] (S
-n/a-n/a-[n/a-
n/a-
Intramuscular])
EU-EC- 17/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011918945 Professional | Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
https://dap.ema.europa.eu/analytics/saw.dlI?Go 11/63
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(n/a - Unknown -
Other Medically
Important Condition)

EU-EC-
10011919019

17/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

Dairy intolerance
(n/a - Unknown - ),

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

Gastrointestinal
disorder (n/a -
Unknown - ),

Lactose intolerance
(n/a - Not
Recovered/Not
Resolved - )

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

Not reported

e
@}
wel

EU-EC-
10011919100

17/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Lymphadenopathy
(n/a - Unknown - )

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

Not reported

=
@}
0

EU-EC-
10011919106

17/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Rash (n/a - Unknown

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

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

Not reported

e
)
we]

EU-EC-
10011919121

17/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Dizziness (7d -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Fatigue (7d -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Palpitations (7d -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)

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

Not reported

i
(9]
7o

EU-EC-
10011919126

17/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Chills (2d -
Recovering/Resolving

),

Circulatory collapse
(

Recovering/Resolving
- Other Medically
Important
Condition),

Dizziness (2d -
Recovering/Resolving
- Other Medically
Important
Condition),

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

Fatigue (2d -
Recovering/Resolving

1

Feeling hot (2d -
Unknown - ),

Pyrexia (2d -
Recovering/Resolving

»

Vomiting (2d -
Recovering/Resolving

-)

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

Not reported

i
(%]
we]

EU-EC-
10011919134

17/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Headache (94d - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Sleep disorder (94d -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Somnolence (94d -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10011919151

17/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Dizziness (49d -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Paraesthesia (49d -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)

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

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

Not reported

—
(o}
{92}
70

EU-EC-
10011919152

17/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

Abdominal pain (30d
- Not Recovered/Not
Resolved - ),

Rash (90d -
Recovered/Resolved
With Sequelae -
Caused/Prolonged
Hospitalisation)

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

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

Not reported

—
(o}
(92}
70

https://dap.ema.europa.eu/analytics/saw.dll?Go
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EU-EC- 17/03/2022

10011919155

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Run Line Listing Report

Adolescent

Female

No

Rash (8d -
Recovered/Resolved
With Sequelae - )

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

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

Not reported

EU-EC-
10011919157

17/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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

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

Not reported

EU-EC-
10011919168

17/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Dizziness (55d - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Dyspnoea (55d - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Fatigue (55d -
Recovered/Resolved
With Sequelae -
Caused/Prolonged
Hospitalisation),

Feeling hot (47d -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Headache (55d - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Malaise (55d - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Myalgia (55d - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Nausea (55d - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Tachycardia (55d -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10011919171

17/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

Polyneuropathy (n/a

Recovered/Resolved
With Sequelae -
Caused/Prolonged
Hospitalisation)

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

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

Not reported

i
(%]
pe]

EU-EC-
10011919181

17/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Arrhythmia (42d -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Respiratory distress
(42d -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Tachycardia (7d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)

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

Not reported

._4
)
7]

EU-EC-
10011919183

17/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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

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

Not reported

EU-EC-
10011919186

17/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Dizziness (47d -
Recovering/Resolving

-

Nausea (47d -
Recovering/Resolving

=)

Syncope (47d -
Recovering/Resolving
- Other Medically
Important
Condition),

Tremor (47d -
Recovering/Resolving
- Other Medically
Important Condition)

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

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

Not reported

i
[}
pe]

EU-EC-
10011919189

17/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Dizziness (256d - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)

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

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

Not reported

i
%)
7o

https://dap.ema.europa.eu/analytics/saw.dll?Go
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EU-EC- 17/03/2022 |Spontaneous | Non European |Not available 12-17 |Adolescent |[Female |No Injection site pain COMIRNATY Not reported ICSR
10011919214 Healthcare |Economic Years - [TOZINAMERAN] (S
Professional |Area Recovering/Resolving |- Immunisation - n/a
- - [n/a - n/a - n/a])
EU-EC- 17/03/2022 |Spontaneous | Non European |Not available 12-17 |Not Male No Asthenia (7d - COMIRNATY Not reported ICSR
10011919595 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area =) - COVID-19
immunisation - Not
Chest pain (7d - applicable - [n/a -
Recovered/Resolved |n/a - n/a])
=)
Dizziness (7d -
Recovered/Resolved
=)
Dyspnoea (7d -
Recovered/Resolved
=)
Fatigue (7d -
Recovered/Resolved
With Sequelae - ),
Gait inability (7d -
Recovered/Resolved
=)
Malaise (7d -
Recovered/Resolved
With Sequelae - ),
Muscular weakness
(7d -
Recovered/Resolved
=)
Nausea (7d -
Recovered/Resolved
=)
Palpitations (7d -
Recovered/Resolved
=)
Physical
deconditioning (7d -
Recovered/Resolved
EU-EC- 17/03/2022 |Spontaneous | Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011919737 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 17/03/2022 | Spontaneous |[Non European |Not available 12-17 |Adolescent |Male No Dyspnoea (13d - Not |COMIRNATY 30 Not reported ICSR
10011919776 Healthcare |Economic Years Recovered/Not MICROGRAMS/DOSE
Professional |Area Resolved - ), DISPERSION FOR
INJECTION COVID-
Fatigue (13d - Not 19 MRNA VACCINE
Recovered/Not (NUCLEOSIDE
Resolved - ), MODIFIED)
[TOZINAMERAN] (S
Myalgia (13d - Not |- Immunisation -
Recovered/Not Not applicable - [n/a
Resolved - ), -.3mL -
Intramuscular])
Nausea (13d - Not
Recovered/Not
Resolved - ),
Pyrexia (3d -
Recovered/Resolved
-)
EU-EC- 17/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Headache (4d - COMIRNATY Not reported ICSR
10011920643 Professional | Economic Years Recovered/Resolved |[TOZINAMERAN] (S
Area - -nf/a-nfa-[n/a-
1{DF} - n/a])
EU-EC- 17/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Nausea (n/a- Not ~ |COMIRNATY Not reported ICSR
10011920793 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), - Immunisation - n/a
- [n/a-n/a-n/a])
Vomiting (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 17/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Chest discomfort COMIRNATY Not reported ICSR
10011920821 Healthcare |Economic Years (n/a - Unknown - ), |[TOZINAMERAN] (S
Professional |Area - Immunisation - n/a
Dysphagia (n/a - - [n/a - n/a - n/a])
Unknown - ),
Dyspnoea (4d -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Hypokinesia (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),
Myocarditis (n/a -
Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 17/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Psoriatic arthropathy |COMIRNATY Not reported ICSR
10011920827 Healthcare |Economic Years (n/a - Not [TOZINAMERAN] (S
Professional |Area Recovered/Not - Immunisation - n/a
Resolved - - [n/a - 2{DF} -
Caused/Prolonged n/a])
Hospitalisation)
EU-EC- 17/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011921099 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
https://dap.ema.europa.eu/analytics/saw.dlI?Go 14/63
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Area Medically Important |- n/a-n/a - [n/a -
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 17/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011921103 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a - n/a - [n/a -
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 17/03/2022 | Spontaneous [Non European |Not available 12-17 |Not Female |No Abdominal pain COMIRNATY [AMITRIPTYLINE ICSR
10011921258 Healthcare |Economic Years |Specified upper (78d - [TOZINAMERAN] (S |HYDROCHLORIDE] (C
Professional |Area Recovered/Resolved |- Immunisation - n/a |- Pain - n/a - [n/a -
=) -[n/a-n/a- n/a - Oral]),
Intramuscular])
Vaginal haemorrhage [MELATONIN] (C -
(78d - Insomnia - n/a - [n/a
Recovered/Resolved -n/a - Oral])
EU-EC- 17/03/2022 |Spontaneous | Non European |Not available 12-17 |Not Female [No Fatigue (n/a - Not COMIRNATY Not reported ICSR
10011921274 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), - Immunisation - n/a
-[n/a-nja-
Headache (n/a - Intramuscular])
Unknown - ),
Nausea (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 17/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female [No Lymphadenopathy ~ |COMIRNATY Not reported ICSR
10011921276 Professional |Economic Years |Specified (9d - [TOZINAMERAN] (S
Area Recovered/Resolved |- Immunisation - n/a
- -[n/a-n/a-
Intramuscular])
EU-EC- 17/03/2022 |Spontaneous | Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011921507 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 17/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011921514 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 17/03/2022 |Spontaneous | Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011921866 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 17/03/2022 |Spontaneous | Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011921902 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a -
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 17/03/2022 |Spontaneous | Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011921908 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a -
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 17/03/2022 |Spontaneous |Healthcare |Non Mcgann, P.. Multi inflammatory |12-17 |Not Male No Abdominal pain (n/a |TOZINAMERAN Not reported ICSR
10011922186 Professional |European |syndrome in a 16-year-old male |Years |Specified - [TOZINAMERAN] (S
Economic |following first dose of m-RNA Recovered/Resolved |- COVID-19
Area COVID-19 vaccination. Clinical - Caused/Prolonged |immunisation - Not
Infection in Practice. Hospitalisation), applicable - [n/a -
2022;14:100139. n/a - n/a])
doi:10.1016/j.clinpr.2022.100139 Abdominal
tenderness (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Acute respiratory
distress syndrome
(n/a-
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Alanine
aminotransferase
increased (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Aortic valve
incompetence (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
https://dap.ema.europa.eu/analytics/saw.dlI?Go 15/63
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Confusional state
(n/a-
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Emotional distress
(n/fa-
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

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

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

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

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

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

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

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

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

Pericardial effusion
(n/fa-
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

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

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

Rash erythematous
(n/fa-
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

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

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

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

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

EU-EC-
10011922333

17/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

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

Not available

12-17
Years

Adolescent

Male

No

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

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

Not reported

16/63
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Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 17/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011922743 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a - n/a - [n/a -
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 17/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Pain in extremity COMIRNATY Not reported ICSR
10011923175 Professional |Economic Years |Specified (48h - [TOZINAMERAN] (S
Area Recovered/Resolved |- COVID-19
- immunisation - Not
applicable - [1d -
n/a - n/aJ)
EU-EC- 17/03/2022 | Spontaneous |Non Non Not available 12-17 |Not Female |No Drug ineffective (n/a |TOZINAMERAN Not reported ICSR
10011923307 Healthcare |European Years |Specified - Unknown - Other  |[TOZINAMERAN] (S
Professional |Economic Medically Important |- COVID-19
Area Condition), immunisation - Not
applicable - [n/a -
Suspected COVID-19 |n/a - n/a])
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 17/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Cardiovascular COMIRNATY Not reported ICSR
10011923385 Healthcare |Economic Years disorder (1d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
- Other Medically - [n/a - 3{DF} -
Important n/a])
Condition),
Nasopharyngitis (1d
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 17/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Headache (n/a - COMIRNATY Not reported ICSR
10011923386 Healthcare |Economic Years Unknown - ), [TOZINAMERAN] (S
Professional |Area - Immunisation - n/a
Limb discomfort (n/a |- [n/a - 3{DF} -
- Unknown - ) n/al)
EU-EC- 17/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Chills (n/a - COMIRNATY Not reported ICSR
10011923489 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S
Professional |Area - Caused/Prolonged |- Immunisation - n/a
Hospitalisation), - [n/a - n/a-n/a])
Headache (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),
Limb discomfort (n/a
- Unknown -
Caused/Prolonged
Hospitalisation),
Nausea (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),
Oropharyngeal pain
(n/a - Unknown -
Caused/Prolonged
Hospitalisation),
Pyrexia (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),
Rash (n/a - Unknown
- Caused/Prolonged
Hospitalisation),
Vomiting (n/a -
Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 17/03/2022 |Spontaneous |Non Non Not available 12-17 |Not Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011923509 Healthcare |European Years |Specified Unknown - Other [TOZINAMERAN] (S
Professional |Economic Medically Important |- COVID-19
Area Condition), immunisation - Not
applicable - [1d -
Drug ineffective (n/a |n/a - n/al)
- Unknown - Other
Medically Important
Condition)
EU-EC- 17/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY COMIRNATY ICSR
10011923537 Healthcare |Economic Years Unknown - Other [TOZINAMERAN] (S |[TOZINAMERAN] (C -
Professional |Area Medically Important |- Immunisation - n/a |[Immunisation - n/a -
Condition), - [n/a - 2{DF} - [n/a - 1{DF} - n/a])
n/a])
Vaccination failure
(n/a - Unknown - )
EU-EC- 17/03/2022 | Spontaneous |Healthcare |Non Yamazawa, H.. Association of 12-17 |Not Female |No Chest discomfort COMIRNATY [ELDECALCITOL] (C - |ICSR
10011923828 Professional |European |Myocarditis with mRNA COVID- |Years |Specified (n/a- [TOZINAMERAN] (S |n/a-n/a-[n/a-n/a
Economic |19 Vaccine in a case of children. Recovering/Resolving |- COVID-19 - Oral]),
Area The journal of the Japan - Caused/Prolonged |immunisation - Not
pediatric society. Hospitalisation), applicable - [1d - [FAMOTIDINE] (C -
2022;126(2):321-(167) n/a - n/al) n/a-n/a-[n/fa-n/a
Chest pain (n/a - - Oral]),
Recovering/Resolving
- Caused/Prolonged [LISINOPRIL] (C - n/a
Hospitalisation), -n/fa-[nfa-n/a-
Oral]),
Coronary artery
disease (n/a - [MIZORIBINE] (C -
Recovering/Resolving n/fa-n/a-[nfa-n/a
- Caused/Prolonged - Oral]),
Hospitalisation),
[PREDNISOLONE] (C
https://dap.ema.europa.eu/analytics/saw.dlI?Go 17/63
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Myocarditis (n/a - -nfa-nfa-[n/a-
Recovering/Resolving n/a - Oral]),
- Caused/Prolonged
Hospitalisation, [VALSARTAN] (C - n/a
Other Medically -n/a-[nfa-n/a-
Important Oral])
Condition),
Viral myocarditis (n/a
Recovering/Resolving
- Caused/Prolonged
Hospitalisation,
Other Medically
Important Condition)
EU-EC- 17/03/2022 |Spontaneous | Non European |Not available 12-17 |Not Male No Condition aggravated | COMIRNATY Not reported ICSR
10011923867 Healthcare |Economic Years |Specified (n/a - Unknown - [TOZINAMERAN] (S
Professional |Area Caused/Prolonged - COVID-19
Hospitalisation), immunisation - Not
applicable - [n/a -
Exudative n/a - n/al)
retinopathy (n/a -
Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 17/03/2022 |Spontaneous | Non European |Not available 12-17 |Not Female [No Epistaxis (7d - COMIRNATY Not reported ICSR
10011923992 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area - - COVID-19
immunisation - Not
applicable - [1d -
n/a - n/al)
EU-EC- 17/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Asthenia (n/a - Not |COMIRNATY Not reported ICSR
10011924063 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - Other - COVID-19
Medically Important |prophylaxis - Not
Condition), applicable - [n/a -
1{DF} - Parenteral])
Malaise (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Pain (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 17/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Amenorrhoea (n/a - |COMIRNATY Not reported ICSR
10011924239 Healthcare |Economic Years Unknown - ) [TOZINAMERAN] (S
Professional |Area - COVID-19
immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 17/03/2022 |Spontaneous | Non European |Not available 12-17 |Adolescent |[Female |No Amenorrhoea (nfa - |COMIRNATY Not reported ICSR
10011924240 Healthcare |Economic Years Unknown - ) [TOZINAMERAN] (S
Professional |Area - COVID-19
immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 17/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adult Male No Angioedema (3wk - |COMIRNATY Not reported ICSR
10011924420 Professional |Economic Years Recovered/Resolved |[TOZINAMERAN] (S
Area - - COVID-19
immunisation - Not
applicable - [n/a -
2{DF} -
Intramuscular])
EU-EC- 17/03/2022 |Spontaneous | Non European |Not available 12-17 |Adolescent |[Female |No Immunisation COMIRNATY [ZINC GLUCONATE] |ICSR
10011924508 Healthcare |Economic Years reaction (n/a - [TOZINAMERAN] (S |(C-n/a-n/a-[n/a-
Professional |Area Recovering/Resolving |- COVID-19 n/a - n/a])
- immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 17/03/2022 |Spontaneous | Healthcare |European |Not available 12-17 |Not Female [No Menstruation COMIRNATY Not reported ICSR
10011924510 Professional |Economic Years |Specified irregular (n/a - Not  |[TOZINAMERAN] (S
Area Recovered/Not - COVID-19
Resolved - ) immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 17/03/2022 |Spontaneous | Non European |Not available 12-17 |Not Female [No Fatigue (1d - COMIRNATY [PARACETAMOL] (C - |ICSR
10011924765 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S |n/fa-n/a-[1d -
Professional |Area =) - COVID-19 500mg - n/a])
immunisation - Not
Headache (1d - applicable - [n/a -
Recovered/Resolved |n/a - n/a])
=)
Injection site
reaction (1d -
Recovered/Resolved
=)
Malaise (1d -
Recovered/Resolved
=)
Nausea (1d -
Recovered/Resolved
-)
EU-EC- 17/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011924967 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 17/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011924991 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition),
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n/a-
Vaccination failure Intramuscular])
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 17/03/2022 |Spontaneous | Non European |Not available 12-17 |Not Female [No Herpes zoster (n/a - |COMIRNATY Not reported ICSR
10011925263 Healthcare |Economic Years |Specified Not Recovered/Not |[TOZINAMERAN] (S
Professional |Area Resolved - ), - COVID-19
immunisation - Not
Pyrexia (n/a - applicable - [n/a -
Recovered/Resolved |1{DF} - n/a])
EU-EC- 17/03/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Chills (n/a - Not COMIRNATY Not reported ICSR
10011925274 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), - COVID-19
immunisation - Not
Extensive swelling of |applicable - [n/a -
vaccinated limb (n/a |1{DF} - n/a])
Recovering/Resolving
Fatigue (n/a - Not
Recovered/Not
Resolved - ),
Injection site
erythema (n/a -
Recovering/Resolving
=)
Injection site
haematoma (n/a -
Recovering/Resolving
=)
Malaise (n/a - Not
Recovered/Not
Resolved - ),
Myalgia (n/a - Not
Recovered/Not
Resolved - ),
Nausea (3min -
Recovered/Resolved
=)
Pyrexia (n/a -
Recovering/Resolving
EU-EC- 17/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011925421 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 17/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011925443 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 17/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011925460 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a - n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 17/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Abdominal pain COMIRNATY Not reported ICSR
10011925742 Professional |Economic Years |Specified upper (3d - [TOZINAMERAN] (S
Area Recovered/Resolved |- COVID-19
=), immunisation - Not
applicable - [1d -
General physical n/a-
health deterioration |Intramuscular])
(3d-
Recovered/Resolved
=)
Headache (3d -
Recovered/Resolved
=)
Pain in extremity (3d
Recovered/Resolved
EU-EC- 17/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011925803 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 17/03/2022 |Spontaneous | Healthcare |European |Not available 12-17 |Not Female [No Fatigue (n/a - Not COMIRNATY Not reported ICSR
10011926535 Professional |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S
Area Resolved - ), - COVID-19
immunisation - Not
Headache (n/a - Not |applicable - [n/a -
Recovered/Not 1{DF} - n/a])
Resolved - ),
Malaise (n/a - Not
Recovered/Not
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Resolved - ),

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

EU-EC-
10011926753

17/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Vaccination site mass
(n/a-
Recovering/Resolving

-

Vaccination site pain
(nfa-
Recovering/Resolving

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

GARDASIL 9 [HUMAN
PAPILLOMAVIRUS
TYPE 31 L1 PROTEIN
- ADSORBED - IN
THE FORM OF VIRUS-
LIKE PARTICLES
PRODUCED IN YEAST
CELLS
(SACCHAROMYCES
CEREVISIAE CANADE
3C-5 (STRAIN 1895))
BY RDNA, HUMAN
PAPILLOMAVIRUS
TYPE 33 L1 PROTEIN
- ADSORBED - IN
THE FORM OF VIRUS-
LIKE PARTICLES
PRODUCED IN YEAST
CELLS
(SACCHAROMYCES
CEREVISIAE CANADE
3C-5 (STRAIN 1895))
BY RDNA, HUMAN
PAPILLOMAVIRUS
TYPE 45 L1 PROTEIN
- ADSORBED - IN
THE FORM OF VIRUS-
LIKE PARTICLES
PRODUCED IN YEAST
CELLS
(SACCHAROMYCES
CEREVISIAE CANADE
3C-5 (STRAIN 1895))
BY RDNA, HUMAN
PAPILLOMAVIRUS
TYPE 52 L1 PROTEIN
- ADSORBED - IN
THE FORM OF VIRUS-
LIKE PARTICLES
PRODUCED IN YEAST
CELLS
(SACCHAROMYCES
CEREVISIAE CANADE
3C-5 (STRAIN 1895))
BY RDNA, HUMAN
PAPILLOMAVIRUS
TYPE 58 L1 PROTEIN
- ADSORBED - IN
THE FORM OF VIRUS-
LIKE PARTICLES
PRODUCED IN YEAST
CELLS
(SACCHAROMYCES
CEREVISIAE CANADE
3C-5 (STRAIN 1895))
BY RDNA, HUMAN
PAPILLOMAVIRUS
TYPE 11 L1 PROTEIN
- ADSORBED - IN
THE FORM OF VIRUS-
LIKE PARTICLES
PRODUCED IN YEAST
CELLS
(SACCHAROMYCES
CEREVISIAE CANADE
3C-5 (STRAIN 1895))
BY RDNA, HUMAN
PAPILLOMAVIRUS
TYPE 16 L1 PROTEIN
- ADSORBED - IN
THE FORM OF VIRUS-
LIKE PARTICLES
PRODUCED IN YEAST
CELLS
(SACCHAROMYCES
CEREVISIAE CANADE
3C-5 (STRAIN 1895))
BY RDNA, HUMAN
PAPILLOMAVIRUS
TYPE 18 L1 PROTEIN
- ADSORBED - IN
THE FORM OF VIRUS-
LIKE PARTICLES
PRODUCED IN YEAST
CELLS
(SACCHAROMYCES
CEREVISIAE CANADE
3C-5 (STRAIN 1895))
BY RDNA, HUMAN
PAPILLOMAVIRUS
TYPE 6 L1 PROTEIN -
ADSORBED - IN THE
FORM OF VIRUS-LIKE
PARTICLES
PRODUCED IN YEAST
CELLS
(SACCHAROMYCES
CEREVISIAE CANADE
3C-5 (STRAIN 1895))
BY RDNA,
AMORPHOUS
ALUMINIUM
HYDROXYPHOSPHATE
SULPHATE] (C - n/a -
n/a-[n/a-n/a-

n/a])

EU-EC-
10011927011

17/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

Lymphadenitis (n/a -
Unknown - )

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

Not reported
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EU-EC- 17/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No Angioedema (3d - COMIRNATY Not reported ICSR
10011927086 Professional |Economic Years Recovered/Resolved |[TOZINAMERAN] (S
Area - Other Medically - COVID-19
Important Condition) |immunisation - Not
applicable - [1d -
3mL -
Intramuscular])
EU-EC- 17/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Myocarditis (n/a - COMIRNATY [BECLOMETASONE ICSR
10011927087 Professional |Economic Years Recovering/Resolving |[TOZINAMERAN] (S |DIPROPIONATE,
Area - Caused/Prolonged |- COVID-19 FORMOTEROL
Hospitalisation, immunisation - Not |FUMARATE,
Other Medically applicable - [1d - BECLOMETASONE
Important Condition) |1{DF} - DIPROPIONATE,
Intramuscular]) FORMOTEROL
FUMARATE
DIHYDRATE] (C -
Asthma - Unknown -
[n/a - 1{DF} - n/a]),
[EBASTINE] (C -
Dermatitis atopic -
Unknown - [n/a - n/a
-n/a)),
[SALBUTAMOL] (C -
Asthma - Unknown - )
EU-EC- 17/03/2022 |Spontaneous | Healthcare |European |Not available 12-17 |Adolescent |Female |No Amenorrhoea (n/a - |COMIRNATY Not reported ICSR
10011927104 Professional |Economic Years Not Recovered/Not |[TOZINAMERAN] (S
Area Resolved - Other - COVID-19
Medically Important |immunisation - Not
Condition) applicable - [1d -
1{DF} - n/a])
EU-EC- 17/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011927285 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a -
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 17/03/2022 |Spontaneous | Non Non Not available 12-17 |Not Male No Axillary pain (n/fa- |COMIRNATY Not reported ICSR
10011927292 Healthcare |European Years |Specified Unknown - Other [TOZINAMERAN] (S
Professional |Economic Medically Important |- COVID-19
Area Condition), immunisation - Not
applicable - [n/a -
Lymph node pain n/a - n/al)
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Lymphadenopathy
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Vaccination site
swelling (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 17/03/2022 |Spontaneous | Non Non Not available 12-17 |Not Male No Decreased appetite | TOZINAMERAN Not reported ICSR
10011927341 Healthcare |European Years |Specified (n/a - Unknown - ), |[TOZINAMERAN] (S
Professional |Economic - COVID-19
Area Fatigue (n/a - immunisation - Not
Unknown - ), applicable - [1d -
n/a - Intramuscular
Iliness (n/a - - More in ICSR])
Unknown - ),
Paranasal sinus
discomfort (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Sinusitis (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Weight decreased
(n/a - Unknown - ),
White blood cell
count increased (n/a
Recovering/Resolving
EU-EC- 16/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Arthralgia (4d - COMIRNATY Not reported ICSR
10011903345 Professional |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Area =) - COVID-19
immunisation - n/a -
Headache (4d - [n/a-n/a-
Recovered/Resolved |Intramuscular])
=)
Pyrexia (4d -
Recovered/Resolved
EU-EC- 16/03/2022 |Spontaneous | Non European |Not available 12-17 |Not Female |No Abdominal pain (n/a |COMIRNATY Not reported ICSR
10011903593 Healthcare |Economic Years |Specified - [TOZINAMERAN] (S
Professional |Area Recovering/Resolving |- COVID-19
=) immunisation -
Unknown - [n/a -
Arthralgia (n/a - n/a - n/al)
Recovering/Resolving
=)
Headache (n/a -
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Recovering/Resolving
Hypotension (n/a -
Recovering/Resolving
=)
Myalgia (n/a -
Recovering/Resolving
=)
Nausea (n/a -
Recovering/Resolving
=)
Pyrexia (n/a -
Recovering/Resolving
EU-EC- 16/03/2022 |Spontaneous | Healthcare |European |Not available 12-17 |Not Male No Asthenia (n/a - COMIRNATY Not reported ICSR
10011903647 Professional |Economic Years |Specified Recovering/Resolving |[TOZINAMERAN] (S
Area =) - COVID-19
immunisation - n/a -
Fatigue (n/a - [n/a - .3mL - n/a])
Recovering/Resolving
EU-EC- 16/03/2022 |Spontaneous |Healthcare |Non Tanaka, R.. A case of Lipschutz [12-17 |Not Female [No Vulval ulceration (n/a | COMIRNATY Not reported ICSR
10011904512 Professional |European |ulcer which developed after Years |Specified - Unknown - Other  |[TOZINAMERAN] (S
Economic |COVID-19 vaccination. The Medically Important |- COVID-19
Area 313rd Hokkaido Regional Condition) immunisation - Not
Meeting of Japan Pediatric applicable - [n/a -
Society. 2022;313rd n/a - n/a])
EU-EC- 16/03/2022 |Spontaneous | Non Non Not available 12-17 |Not Male No Chest discomfort COMIRNATY Not reported ICSR
10011904520 Healthcare |European Years |Specified (n/a - Not [TOZINAMERAN] (S
Professional | Economic Recovered/Not - COVID-19
Area Resolved - Other immunisation - Not
Medically Important |applicable - [n/a -
Condition), n/a - n/al)
Chest pain (n/a -
Unknown - Other
Medically Important
Condition),
Dyspnoea (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Fatigue (n/a -
Unknown - Other
Medically Important
Condition),
Palpitations (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition),
Tachycardia (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 16/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male Yes  |Rash maculo-papular |[COMIRNATY [BILASTINE] (C - n/a |ICSR
10011904820 Professional | Economic Years (n/a - Unknown - ) |[TOZINAMERAN] (S |-n/a-[n/a-n/a-
Area - COVID-19 n/a])
immunisation -
Unknown - [n/a -
3mL -
Intramuscular])
EU-EC- 16/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Autoimmune COMIRNATY Not reported ICSR
10011904897 Professional |Economic Years pancreatitis (n/a - [TOZINAMERAN] (S
Area Not Recovered/Not |- n/a-n/a-[1d-
Resolved - n/a-
Caused/Prolonged Intramuscular])
Hospitalisation),
Fatigue (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 16/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Hypersensitivity (0d - | COMIRNATY Not reported ICSR
10011905109 Professional |Economic Years |Specified Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- COVID-19
Condition) immunisation - n/a -
[n/a-n/a-
Intramuscular])
EU-EC- 16/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Fatigue (n/a - COMIRNATY Not reported ICSR
10011905420 Healthcare |Economic Years Unknown - ), [TOZINAMERAN] (S
Professional |Area - Immunisation - n/a
Headache (n/a - - [n/a - n/a - n/a])
Unknown - ),
Myalgia (2d -
Recovering/Resolving
Pyrexia (1d -
Recovering/Resolving
EU-EC- 16/03/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Cough (n/a - COMIRNATY Not reported ICSR
10011905442 Healthcare |Economic Years |Specified Unknown - ), [TOZINAMERAN] (S
Professional |Area - COVID-19
Fatigue (n/a - immunisation - Not
Unknown - ), applicable - [n/a -
n/a - n/al)
Infection
susceptibility
increased (n/a -
Unknown - )
EU-EC- 16/03/2022 | Spontaneous [Non Non Not available 12-17 |Not Female |No Body temperature COMIRNATY Not reported ICSR
10011905497 Healthcare |European Years |Specified increased (n/a - [TOZINAMERAN] (S
Professional |Economic Recovering/Resolving |- COVID-19
Area - Other Medically immunisation - Not
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Important applicable - [1d -
Condition), n/a - n/al)
Headache (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Pain in extremity
(n/a - Unknown -
Other Medically
Important
Condition),
Vaccination site pain
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 16/03/2022 |Spontaneous | Non European |Not available 12-17 |Adolescent |[Female |No Headache (1d - COMIRNATY Not reported ICSR
10011905512 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area - - Immunisation - n/a
- [n/a - n/a - n/a])
EU-EC- 16/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Dizziness (46d - COMIRNATY Not reported ICSR
10011905519 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S
Professional |Area =) - Immunisation - n/a
- [n/a-n/a-n/a])
Nausea (46d -
Recovering/Resolving
=)
Tachycardia (46d -
Recovering/Resolving
EU-EC- 16/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011905896 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 16/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011905902 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 16/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011905910 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 16/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011905912 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 16/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011905928 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a -
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 16/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Arrhythmia (n/a - COMIRNATY Not reported ICSR
10011906033 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area With Sequelae - - Immunisation - n/a
Caused/Prolonged - [n/a-n/a-n/a])
Hospitalisation),
Bradycardia (n/a -
Recovered/Resolved
With Sequelae -
Caused/Prolonged
Hospitalisation),
Myocarditis (n/a -
Recovered/Resolved
With Sequelae -
Caused/Prolonged
Hospitalisation)
EU-EC- 16/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Myocarditis (n/a - COMIRNATY Not reported ICSR
10011906066 Healthcare |Economic Years Not Recovered/Not |[TOZINAMERAN] (S
Professional |Area Resolved - - Immunisation - n/a
Caused/Prolonged - [n/a-n/a-n/a))
Hospitalisation)
EU-EC- 16/03/2022 |Spontaneous | Non European |Not available 12-17 |Adolescent |[Female |No Tachycardia (n/a - COMIRNATY Not reported ICSR
10011906107 Healthcare |Economic Years Not Recovered/Not  |[TOZINAMERAN] (S
Professional |Area Resolved - - Immunisation - n/a
Caused/Prolonged - [n/a - n/a - n/a])
Hospitalisation)
EU-EC- 16/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Hypothyroidism (n/a |COMIRNATY Not reported ICSR
10011906118 Healthcare |Economic Years - Not Recovered/Not |[TOZINAMERAN] (S
Professional |Area Resolved - Other - Immunisation - n/a
Medically Important |- [n/a - n/a - n/a])
Condition),
Tachycardia (n/a -
Not Recovered/Not
Resolved - )
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EU-EC- 16/03/2022 |Spontaneous | Non European |Not available 12-17 |Adolescent |Not No Myalgia (n/a - Not COMIRNATY Not reported ICSR
10011906156 Healthcare |Economic Years Specified Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - - Immunisation - n/a
Caused/Prolonged - [n/a - n/a - n/a])
Hospitalisation)
EU-EC- 16/03/2022 |Spontaneous | Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011906359 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a - n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 16/03/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female [No Altered state of COMIRNATY Not reported ICSR
10011906620 Professional |European Years |Specified consciousness (2d - |[TOZINAMERAN] (S
Economic Recovered/Resolved |- COVID-19
Area - Caused/Prolonged |immunisation - Not
Hospitalisation, applicable - [n/a -
Other Medically n/a - n/al)
Important
Condition),
Chest discomfort (2d
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),
Chest pain (2d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),
Cyanosis (1590min -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),
Nausea (2d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),
Pyrexia (3d -
Recovered/Resolved
- Other Medically
Important
Condition),
Seizure (1590min -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),
Tachycardia (2d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important Condition)
EU-EC- 16/03/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest pain (n/a - TOZINAMERAN BEXSERO ICSR
10011906674 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S |[ALUMINIUM
Economic - Other Medically - COVID-19 HYDROXIDE,
Area Important immunisation - Not |RECOMBINANT
Condition), applicable - [1d - NEISSERIA
.3mL - MENINGITIDIS
Electrocardiogram T |Intramuscular]) GROUP B NHBA
wave inversion (n/a - FUSION PROTEIN
Unknown - Other PRODUCED IN E.
Medically Important COLI CELLS BY
Condition), RECOMBINANT DNA
TECHNOLOGY
Erythema (n/a - ADSORBED ON
Unknown - ), ALUMINIUM
HYDROXIDE,
Myocarditis (n/a - RECOMBINANT
Recovering/Resolving NEISSERIA
- Other Medically MENINGITIDIS
Important GROUP B NADA
Condition), PROTEIN PRODUCED
IN E. COLI CELLS BY
Pyrexia (4d - RECOMBINANT DNA
Recovered/Resolved TECHNOLOGY
- Other Medically ADSORBED ON
Important ALUMINIUM
Condition), HYDROXIDE,
RECOMBINANT
Rash (n/a - NEISSERIA
Recovering/Resolving MENINGITIDIS
- Other Medically GROUP B FHBP
Important FUSION PROTEIN
Condition), PRODUCED IN E.
COLI CELLS BY
Troponin increased RECOMBINANT DNA
(n/a - Unknown -) TECHNOLOGY
ADSORBED ON
ALUMINIUM
HYDROXIDE, OUTER
MEMBRANE VESICLES
(OMV) FROM
NEISSERIA
https://dap.ema.europa.eu/analytics/saw.dll?Go 24/63
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MENINGITIDIS
GROUP B STRAIN
NZ98/254 MEASURED
AS AMOUNT OF
TOTAL PROTEIN
CONTAINING THE
PORA P1.4
ADSORBED ON
ALUMINIUM
HYDROXIDE,
RECOMBINANT
NEISSERIA
MENINGITIDIS
GROUP B NHBA
FUSION PROTEIN
PRODUCED IN E.
COLI CELLS BY
RECOMBINANT DNA
TECHNOLOGY
ADSORBED ON
ALUMINIUM
HYDROXIDE,
RECOMBINANT
NEISSERIA
MENINGITIDIS
GROUP B NADA
PROTEIN PRODUCED
IN E. COLI CELLS BY
RECOMBINANT DNA
TECHNOLOGY
ADSORBED ON
ALUMINIUM
HYDROXIDE,
RECOMBINANT
NEISSERIA
MENINGITIDIS
GROUP B FHBP
FUSION PROTEIN
PRODUCED IN E.
COLI CELLS BY
RECOMBINANT DNA
TECHNOLOGY
ADSORBED ON
ALUMINIUM
HYDROXIDE, OUTER
MEMBRANE VESICLES
(OMV) FROM
NEISSERIA
MENINGITIDIS
GROUP B STRAIN
NZ98/254 MEASURED
AS AMOUNT OF
TOTAL PROTEIN
CONTAINING THE
PORA P1.4
ADSORBED ON
ALUMINIUM
HYDROXIDE] (C - n/a
-n/a-[1d-n/a-
Intramuscular]),

MENVEO
[MENINGOCOCCAL
GROUP Y
OLIGOSACCHARIDE
CONJUGATED TO
CORYNEBACTERIUM
DIPHTHERIAE
CRM197 PROTEIN, N.
MENINGITIDIS
GROUP C (STRAIN
ci1)
POLYSACCHARIDE
CONJUGATED
CRM197, N.
MENINGITIDIS
GROUP A
OLIGOSACCHARIDE
CONJUGATED
CRM197, N.
MENINGITIDIS
GROUP W135
OLIGOSACCHARIDE
CONJUGATED
CRM197,
MENINGOCOCCAL
GROUP Y
OLIGOSACCHARIDE
CONJUGATED TO
CORYNEBACTERIUM
DIPHTHERIAE
CRM197 PROTEIN,
NEISSERIA
MENINGITIDIS
GROUP C
OLIGOSACCHARIDE,
N. MENINGITIDIS
GROUP A
OLIGOSACCHARIDE
CONJUGATED
CRM197, N.
MENINGITIDIS
GROUP W135
OLIGOSACCHARIDE
CONJUGATED
CRM197] (C-n/a -
nfa-[ld-n/a-
Intramuscular])

EU-EC-
10011906805

16/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

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

Not available

12-17
Years

Not
Specified

Female

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

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

Nausea (n/a - Not
Recovered/Not

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

Not reported

25/63
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Resolved - ),

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

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

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

EU-EC-
10011906839

16/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Lymphadenitis (n/a -
Recovered/Resolved

1

Pyrexia (n/a -
Recovered/Resolved

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

Not reported

—
(o}
{93
pel

EU-EC-
10011906846

16/03/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

Not reported

—
(9]
{92
70

EU-EC-
10011906945

16/03/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

COVID-19 (10d -
Recovered/Resolved
- Other Medically
Important
Condition),

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

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

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

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

Nausea (11d -
Recovered/Resolved
- Other Medically
Important
Condition),

Pruritus (11d -
Recovered/Resolved
- Other Medically
Important
Condition),

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

Swelling (12d -
Recovered/Resolved
- Other Medically
Important
Condition),

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

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

[COVID-19
VACCINE] (S -
COVID-19
immunisation -
Unknown - [n/a -
n/a - n/al)

Not reported

EU-EC-
10011907090

16/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Asthenia (3d -
Recovered/Resolved

-

Headache (3d -
Recovered/Resolved

)

Injection site pain
Recovered/Resolved

=)

Pyrexia (3d -
Recovered/Resolved

»

Vomiting (3d -
Recovered/Resolved

-)

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

Not reported

EU-EC-
10011907201

16/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

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

Not available

12-17
Years

Adolescent

Male

Dizziness (2d -
Recovering/Resolving

)

Fatigue (1d -
Recovering/Resolving

=)

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

Not reported

26/63
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Headache (2d -
Recovering/Resolving
=)
Lymphadenopathy
(1d -
Recovering/Resolving
Pyrexia (1d -
Recovering/Resolving
EU-EC- 16/03/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Dysmenorrhoea (n/a |COMIRNATY IRON [IRON] (C - n/a |ICSR
10011907307 Healthcare |Economic Years |Specified - Unknown - ) [TOZINAMERAN] (S |-n/a-),
Professional |Area - Immunisation - n/a
-[n/a-n/a- [VITAMIN D] (C - n/a
Intramuscular]) -nfa-)
EU-EC- 16/03/2022 |Spontaneous | Non European |Not available 12-17 |Not Female |No Dysmenorrhoea (2d - | COMIRNATY Not reported ICSR
10011907314 Healthcare |Economic Years |Specified Unknown - ), [TOZINAMERAN] (S
Professional |Area - Immunisation - n/a
Lymphadenopathy -[n/a-n/a-
(n/a- Intramuscular])
Recovering/Resolving
EU-EC- 16/03/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Blister (n/a - Not COMIRNATY Not reported ICSR
10011907320 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), - Immunisation - n/a
-[n/a-n/a-
Cold urticaria (n/a - |Intramuscular])
Unknown - ),
Hypersensitivity (n/a
- Not Recovered/Not
Resolved - ),
Pruritus (n/a - Not
Recovered/Not
Resolved - ),
Sensitive skin (n/a -
Unknown - )
EU-EC- 16/03/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Heavy menstrual COMIRNATY [DESOGESTREL] (C - |ICSR
10011907382 Healthcare |Economic Years |Specified bleeding (n/a - Not  |[TOZINAMERAN] (S |Contraception - n/a -
Professional |Area Recovered/Not - Immunisation - n/a |[n/a - n/a - n/a])
Resolved - ), -[n/a-n/a-
Intramuscular])
Menstruation
irregular (n/a - Not
Recovered/Not
Resolved - ),
Menstruation
irregular (n/a -
Unknown - )
EU-EC- 16/03/2022 |Spontaneous | Non European |Not available 12-17 |Not Female [No Dysmenorrhoea (n/fa |COMIRNATY Not reported ICSR
10011907385 Healthcare |Economic Years |Specified - Not Recovered/Not |[TOZINAMERAN] (S
Professional |Area Resolved - ), - Immunisation - n/a
-[n/a-n/a-
Dysmenorrhoea (n/a |Intramuscular])
- Unknown - )
EU-EC- 16/03/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Axillary pain (n/a -  |COMIRNATY [VITAMINS NOS] (C - |ICSR
10011907386 Healthcare |Economic Years |Specified Not Recovered/Not  |[TOZINAMERAN] (S |n/a-n/a-)
Professional |Area Resolved - ), - Immunisation - n/a
-[n/a-n/a-
Chest pain (n/a - Not |Intramuscular])
Recovered/Not
Resolved - )
EU-EC- 16/03/2022 |Spontaneous | Non European |Not available 12-17 |Adolescent |Male No Chills (n/a - COMIRNATY Not reported ICSR
10011907475 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area =) - COVID-19
immunisation - n/a -
Headache (n/a - [n/a - 1{DF} - n/a])
Recovered/Resolved
=)
Lymphadenopathy
(n/a-
Recovered/Resolved
=)
Myalgia (n/a -
Recovered/Resolved
=)
Pyrexia (n/a -
Recovered/Resolved
EU-EC- 16/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Application site pain |COMIRNATY Not reported ICSR
10011907476 Healthcare |Economic Years (n/a- [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- COVID-19
=) immunisation - n/a -
[n/a - 1{DF} - n/a])
Chills (n/a -
Recovered/Resolved
=)
Fatigue (n/a -
Recovered/Resolved
=)
Lymphadenopathy
(n/a-
Recovered/Resolved
=)
Pyrexia (n/a -
Recovered/Resolved
EU-EC- 16/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Dizziness (n/a - COMIRNATY Not reported ICSR
10011908006 Healthcare |Economic Years Unknown - ), [TOZINAMERAN] (S
Professional |Area - Immunisation - n/a
Myocarditis (n/a - - [n/a - 3{DF} -
Unknown - Other n/al)
Medically Important
Condition),
https://dap.ema.europa.eu/analytics/saw.dlI?Go 27/63
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Neurological
symptom (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

Peripheral vascular
disorder (n/a - Not
Recovered/Not
Resolved - )

EU-EC-
10011908823

16/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Amenorrhoea (n/a -
Unknown - ),

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

Hypomenorrhoea
(n/a - Unknown - ),

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

Menstruation
irregular (n/a -
Unknown - )

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

SPIKEVAX [COVID-
19 MRNA VACCINE
MODERNA (CX-
024414)] (S -
Immunisation - n/a -
[n/a-n/a-
Intramuscular])

Not reported

EU-EC-
10011908923

16/03/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Abdominal
discomfort (n/a -
Unknown - ),

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

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

Headache (n/a -
Unknown - ),

Iliness (n/a -
Unknown - ),

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

Loss of personal
independence in
daily activities (n/a -
Unknown - ),

Pain (n/a - Unknown

i

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

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

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

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

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

Not reported

EU-EC-
10011909478

16/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

Not reported

EU-EC-
10011909493

16/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

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

Not reported

EU-EC-
10011909751

16/03/2022

Spontaneous

Non
Healthcare

European
Economic

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

Not available

12-17
Years

Not
Specified

Male

No

Herpes zoster (n/a -
Unknown - ),

COMIRNATY
[TOZINAMERAN] (S

Not reported

28/63
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Professional |Area - COVID-19
Pyrexia (n/a - immunisation - Not
Unknown - ), applicable - [1d -
n/a - n/al)
Synovial cyst (n/a -
Unknown - )
EU-EC- 16/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Headache (n/a - COMIRNATY Not reported ICSR
10011909806 Professional |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Area =), - COVID-19
immunisation - Not
Influenza like illness |applicable - [1d -
(n/a - n/a - n/a])
Recovered/Resolved
=)
Pyrexia (n/a -
Unknown - ),
Tremor (n/a -
Recovered/Resolved
EU-EC- 16/03/2022 |Spontaneous | Non European |Not available 12-17 |Not Female [No Headache (n/a - COMIRNATY Not reported ICSR
10011909892 Healthcare |Economic Years |Specified Recovering/Resolving |[TOZINAMERAN] (S
Professional |Area =) - COVID-19
immunisation - Not
Inappropriate applicable - [n/a -
schedule of product |n/a - n/a])
administration (n/a -
Unknown - ),
Pyrexia (n/a -
Recovering/Resolving
-)
EU-EC- 16/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Body temperature COMIRNATY Not reported ICSR
10011910301 Professional |Economic Years |Specified increased (n/a - [TOZINAMERAN] (S
Area Recovered/Resolved |- COVID-19
=) immunisation - Not
applicable - [1d -
Lymphocyte n/a-
percentage increased |Intramuscular])
(n/a - Unknown - ),
Monoparesis (4d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Vaccination site
hypoaesthesia (4d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Vaccination site pain
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Vaccination site
paraesthesia (4d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)
EU-EC- 16/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Axillary pain (n/fa - |COMIRNATY Not reported ICSR
10011910305 Professional |Economic Years |Specified Unknown - ), [TOZINAMERAN] (S
Area - COVID-19
Chest pain (n/a - immunisation - Not
Unknown - ), applicable - [n/a -
n/a - n/al)
Fatigue (n/a -
Unknown - ),
Hyperventilation (n/a
- Unknown - ),
Limb discomfort (n/a
- Unknown - ),
Pain in extremity
(n/a - Unknown - ),
Pyrexia (n/a -
Unknown - )
EU-EC- 16/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female [No Fatigue (1wk - COMIRNATY Not reported ICSR
10011910317 Professional |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Area =) - COVID-19
immunisation - Not
Headache (1wk - applicable - [1d -
Recovered/Resolved |n/a - n/a])
=)
Nausea (1wk -
Recovered/Resolved
=)
Pain in extremity
(1wk -
Recovered/Resolved
Pyrexia (1wk -
Recovered/Resolved
EU-EC- 16/03/2022 |Spontaneous | Non European |Not available 12-17 |Not Female [No Angina pectoris (n/a |COMIRNATY Not reported ICSR
10011910584 Healthcare |Economic Years |Specified - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- COVID-19
- Other Medically immunisation - Not
Important Condition) |applicable - [n/a -
n/a - n/al)
EU-EC- 16/03/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Dizziness (n/a - COMIRNATY Not reported ICSR
10011910604 Healthcare |Economic Years |Specified Unknown - ), [TOZINAMERAN] (S
Professional |Area - COVID-19
Lethargy (n/a - immunisation - Not
Unknown - ), applicable - [n/a -
n/a-
Pyrexia (n/a - Intramuscular])
https://dap.ema.europa.eu/analytics/saw.dll?Go 29/63



30.11.2022 16.37

Run Line Listing Report

Recovered/Resolved
EU-EC- 16/03/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest discomfort COMIRNATY Not reported ICSR
10011910722 Professional |European Years |Specified (n/a- [TOZINAMERAN] (S
Economic Recovered/Resolved |- COVID-19
Area - Other Medically immunisation - Not
Important applicable - [1d -
Condition), n/a-
Intramuscular])
Chest pain (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),
Palpitations (n/a -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 16/03/2022 |Spontaneous | Non Non Not available 12-17 |Not Male No Allergy to vaccine COMIRNATY Not reported ICSR
10011911201 Healthcare |European Years |Specified (n/a - Unknown - ), |[TOZINAMERAN] (S
Professional |Economic - COVID-19
Area Chest pain (n/a - immunisation - Not
Unknown - Life applicable - [1d -
Threatening), n/a - Intravenous
(not otherwise
Dyspnoea (n/a - specified)])
Unknown - Life
Threatening),
Heart rate irregular
(n/a - Unknown -
Life Threatening),
Incorrect route of
product
administration (n/a -
Unknown - )
EU-EC- 16/03/2022 |Spontaneous | Non European |Not available 12-17 |Adolescent |Male No Dizziness (n/a - Not |COMIRNATY Not reported ICSR
10011911421 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), - Immunisation - n/a
- [n/a-n/a-n/a])
Fatigue (n/a - Not
Recovered/Not
Resolved - ),
Headache (n/a - Not
Recovered/Not
Resolved - ),
Vision blurred (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 16/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Pericarditis (n/a - COMIRNATY Not reported ICSR
10011911773 Professional |Economic Years Recovered/Resolved |[TOZINAMERAN] (S
Area - Caused/Prolonged |- COVID-19
Hospitalisation) immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 16/03/2022 |Spontaneous | Healthcare |European |Not available 12-17 |Adolescent |Male No Conjunctivitis (n/a - |COMIRNATY Not reported ICSR
10011911791 Professional |Economic Years Recovered/Resolved |[TOZINAMERAN] (S
Area =) - COVID-19
immunisation - Not
Immunisation applicable - [1d -
reaction (n/a - 3mL -
Recovered/Resolved |Intramuscular])
=)
Myocarditis (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 16/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Headache (n/a - Not |COMIRNATY Not reported ICSR
10011911872 Professional |Economic Years Recovered/Not [TOZINAMERAN] (S
Area Resolved - ) -nfa-nfa-[n/a-
n/a-
Intramuscular])
EU-EC- 16/03/2022 |Spontaneous | Non European |Not available 12-17 |Adolescent |[Female |No Amenorrhoea (n/a - |COMIRNATY Not reported ICSR
10011911927 Healthcare |Economic Years Not Recovered/Not  |[TOZINAMERAN] (S
Professional |Area Resolved - ) - COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 16/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Bronchitis (n/a - Not |COMIRNATY Not reported ICSR
10011912001 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), - COVID-19
immunisation - Not
Disease recurrence |applicable - [n/a -
(n/a - Not 1{DF} -
Recovered/Not Intramuscular])
Resolved - )
EU-EC- 16/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Abdominal pain (24h |COMIRNATY Not reported ICSR
10011912005 Healthcare |Economic Years - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- COVID-19
=), immunisation - Not
applicable - [1d -
Malaise (24h - 1{DF} -
Recovered/Resolved |Intramuscular])
=)
Nausea (24h -
Recovered/Resolved
=)
Tinnitus (24h -
Recovered/Resolved
EU-EC- 16/03/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Asthenia (n/a - COMIRNATY Not reported ICSR
10011912035 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area =) - COVID-19
immunisation - Not
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Pyrexia (n/a - applicable - [1d -
Recovered/Resolved |1{DF} -
=), Intramuscular])
Urticaria (3d -
Recovered/Resolved
EU-EC- 16/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Influenza like illness |COMIRNATY Not reported ICSR
10011912088 Professional |Economic Years (n/a- [TOZINAMERAN] (S
Area Recovered/Resolved |- COVID-19
- immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 16/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Swelling face (n/a - |COMIRNATY Not reported ICSR
10011912109 Professional |Economic Years Recovering/Resolving |[TOZINAMERAN] (S
Area =), - COVID-19
immunisation - Not
Urticaria (n/a - applicable - [1d -
Recovering/Resolving | 1{DF} -
- Intramuscular])
EU-EC- 16/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Rash (n/a - COMIRNATY Not reported ICSR
10011912118 Professional |Economic Years Recovering/Resolving |[TOZINAMERAN] (S
Area - - COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 16/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Crohn's disease (n/fa |COMIRNATY Not reported ICSR
10011912127 Professional |Economic Years - [TOZINAMERAN] (S
Area Recovering/Resolving |- COVID-19
=) immunisation - Not
applicable - [1d -
Unmasking of 1{DF} -
previously Intramuscular])
unidentified disease
(n/a-
Recovering/Resolving
EU-EC- 16/03/2022 |Spontaneous | Non European |Not available 12-17 |Not Female |No Heavy menstrual COMIRNATY Not reported ICSR
10011912224 Healthcare |Economic Years |Specified bleeding (n/a - Not |[TOZINAMERAN] (S
Professional |Area Recovered/Not - COVID-19
Resolved - ) immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 16/03/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Fatigue (n/a - COMIRNATY Not reported ICSR
10011912319 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area - - COVID-19
immunisation - Not
applicable - [n/a -
n/a - n/al)
EU-EC- 16/03/2022 |Spontaneous | Non European |Not available 12-17 |Not Female |No Heavy menstrual COMIRNATY Not reported ICSR
10011912740 Healthcare |Economic Years |Specified bleeding (n/a - Not |[TOZINAMERAN] (S
Professional |Area Recovered/Not - Immunisation - n/a
Resolved - ) -[n/a-n/a-
Intramuscular])
EU-EC- 16/03/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Fatigue (n/a - COMIRNATY Not reported ICSR
10011912744 Healthcare |Economic Years |Specified Unknown - ), [TOZINAMERAN] (S
Professional |Area - Immunisation - n/a
Heavy menstrual -[n/a-n/a-
bleeding (n/a - Intramuscular])
Unknown - ),
Menstrual disorder
(n/a-
Recovering/Resolving
Somnolence (n/a -
Unknown - )
EU-EC- 16/03/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Dysmenorrhoea (n/a |COMIRNATY [ASCORBIC ACID] (C |ICSR
10011912750 Healthcare |Economic Years |Specified - Not Recovered/Not |[TOZINAMERAN] (S |-n/a-n/a-),
Professional |Area Resolved - ), - Immunisation - n/a
-[n/a-n/a- [COD-LIVER OIL] (C -
Headache (n/a - Intramuscular]) nfa-nfa-),
Unknown - ),
[THIAMINE
Heavy menstrual HYDROCHLORIDE,
bleeding (n/a - Not RETINOL] (C - n/a -
Recovered/Not nfa-)
Resolved - ),
Increased viscosity
of upper respiratory
secretion (n/a -
Unknown - ),
Nasal congestion
(n/a - Unknown - ),
Nasopharyngitis (n/a
- Unknown - )
EU-EC- 16/03/2022 |Spontaneous | Non European |Not available 12-17 |Not Female |No Genital burning COMIRNATY Not reported ICSR
10011912809 Healthcare |Economic Years |Specified sensation (n/a - [TOZINAMERAN] (S
Professional |Area Unknown - ), - Immunisation - n/a
-[n/a-n/a-
Genital haemorrhage |Intramuscular])
(n/a - Unknown - ),
Genital pain (n/a -
Unknown - ),
Genital ulceration
(12d -
Recovered/Resolved
=)
Pyrexia (n/a -
Unknown - ),
SARS-CoV-2 test
positive (n/a -
Unknown - )
EU-EC- 16/03/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Oligomenorrhoea COMIRNATY Not reported ICSR
10011912819 Healthcare |Economic Years |Specified (n/a - Not [TOZINAMERAN] (S
Professional |Area - Immunisation - n/a
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Recovered/Not -[n/a-n/a-
Resolved - ) Intramuscular])
EU-EC- 16/03/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Arthralgia (n/a - Not |COMIRNATY Not reported ICSR
10011913636 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), - COVID-19
immunisation - Not
Headache (n/a - Not |applicable - [1d -
Recovered/Not n/a - n/a])
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - ),
Vaccination site
pruritus (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 16/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Rash pruritic (n/a - |COMIRNATY Not reported ICSR
10011913874 Professional |Economic Years |Specified Unknown - ) [TOZINAMERAN] (S
Area - COVID-19
immunisation - Not
applicable - [n/a -
n/a - n/a])
EU-EC- 16/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Pyrexia (2d - COMIRNATY Not reported ICSR
10011914202 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area =) - n/a - Drug
withdrawn - [n/a -
Vaginal discharge .3mL - n/al)
Recovered/Resolved
EU-EC- 16/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No Menstruation COMIRNATY Not reported ICSR
10011914237 Professional |Economic Years irregular (91d - [TOZINAMERAN] (S
Area Recovered/Resolved |- COVID-19
- immunisation - Not
applicable - [91d -
1{DF} -
Intramuscular])
EU-EC- 16/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Headache (n/a - COMIRNATY Not reported ICSR
10011914255 Professional |Economic Years Unknown - ), [TOZINAMERAN] (S
Area - COVID-19
Pyrexia (n/a - immunisation - Not
Unknown - ) applicable - [1d -
1{DF} - Unknown])
EU-EC- 16/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Pyrexia (n/a - COMIRNATY Not reported ICSR
10011914280 Professional |Economic Years Unknown -) [TOZINAMERAN] (S
Area - COVID-19
immunisation - Not
applicable - [1d -
1{DF} - Unknown])
EU-EC- 16/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Vaccination site mass | COMIRNATY Not reported ICSR
10011914313 Professional |Economic Years (n/a - Unknown -) |[TOZINAMERAN] (S
Area - COVID-19
immunisation - Not
applicable - [1d -
1{DF} - Unknown])
EU-EC- 16/03/2022 |Spontaneous | Healthcare |Non Not available 12-17 |Not Female [No Abdominal pain COMIRNATY Not reported ICSR
10011914420 Professional |European Years |Specified upper (n/a - [TOZINAMERAN] (S
Economic Recovered/Resolved |- COVID-19
Area =) immunisation - Not
applicable - [1d -
Back pain (n/a - n/a - n/a])
Recovered/Resolved
=)
COVID-19 (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),
Chest pain (n/a -
Recovered/Resolved
=)
Conjunctivitis
bacterial (n/a -
Recovered/Resolved
=)
Cough (n/a -
Recovered/Resolved
=)
Decreased appetite
(n/a -
Recovered/Resolved
=)
Echocardiogram (n/a
Recovered/Resolved
=)
Multisystem
inflammatory
syndrome in children
(n/a-
Recovered/Resolved
- Other Medically
Important
Condition),
Myocarditis (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),
Neck pain (n/a -
Recovered/Resolved
Pulmonary oedema
(n/a-
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Recovered/Resolved
- Other Medically
Important
Condition),

Pyrexia (n/a -
Recovered/Resolved

»

Tongue disorder (n/a

Recovered/Resolved

=)

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

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

EU-EC-
10011914458

16/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Acute sinusitis (16d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Nasopharyngitis (16d

Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

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

Periorbital cellulitis
(n/a - Unknown -

Caused/Prolonged
Hospitalisation),

Periorbital swelling
(n/a - Unknown -

Caused/Prolonged
Hospitalisation),

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

Vision blurred (n/a -
Unknown -
Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10011914584

16/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Menstruation
irregular (21d - Not
Recovered/Not
Resolved - )

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

[BUDESONIDE,
FORMOTEROL
FUMARATE
DIHYDRATE] (C -
Asthma - n/a - [n/a -
n/a - Respiratory
(inhalation)]),

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

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

EU-EC-
10011914915

16/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

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

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

Not reported

._.
(9]
(9%}
P

EU-EC-
10011914927

16/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

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

Not reported

._.
(9
7]

EU-EC-
10011914932

16/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

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

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

Not reported

=
%}
0

EU-EC-
10011914933

16/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

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

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

Not reported

—
(%]
o0

EU-EC-
10011915170

16/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

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

Not available

12-17
Years

Adolescent

Female

No

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

Vaccination failure

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

Not reported

—
%}
el

33/63
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(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 16/03/2022 |Spontaneous | Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011915321 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a -
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 15/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female [No Chills (n/a - COMIRNATY Not reported ICSR
10011887461 Professional |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Area =), - COVID-19
immunisation - n/a -
Pain in extremity [n/a - 1{DF} -
(n/a- Intramuscular])
Recovered/Resolved
EU-EC- 15/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Diarrhoea (6d - COMIRNATY Not reported ICSR
10011887464 Professional |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Area =) - COVID-19
immunisation - n/a -
Pyrexia (6d - [n/a - 1{DF} -
Recovered/Resolved |Intramuscular])
=)
Vomiting (6d -
Recovered/Resolved
-)
EU-EC- 15/03/2022 |Spontaneous | Healthcare |European |Not available 12-17 |Not Male No Pain in extremity COMIRNATY Not reported ICSR
10011887514 Professional |Economic Years |Specified (n/a- [TOZINAMERAN] (S
Area Recovering/Resolving |- COVID-19
=), immunisation - Not
applicable - [n/a -
Peripheral swelling  |.3mL -
(nfa- Intramuscular])
Recovering/Resolving
Pyrexia (n/a -
Recovering/Resolving
Vertigo (n/a -
Recovering/Resolving
EU-EC- 15/03/2022 |Spontaneous | Non European |Not available 12-17 |Not Female [No Back pain (n/a - COMIRNATY Not reported ICSR
10011887580 Healthcare |Economic Years |Specified Recovering/Resolving |[TOZINAMERAN] (S
Professional |Area =) - COVID-19
immunisation - Not
Vaccination site pain |applicable - [n/a -
(n/a- 1{DF} -
Recovering/Resolving |Intramuscular])
EU-EC- 15/03/2022 |Spontaneous | Non European |Not available 12-17 |Adolescent |Male No Fatigue (n/a - COMIRNATY Not reported ICSR
10011889072 Healthcare |Economic Years Unknown - ), [TOZINAMERAN] (S
Professional |Area - Immunisation - n/a
Headache (n/a - - [n/a-n/a-n/a])
Unknown - ),
Myalgia (n/a -
Recovering/Resolving
=)
Pyrexia (n/a -
Recovering/Resolving
EU-EC- 15/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Myocarditis (n/a - COMIRNATY Not reported ICSR
10011889094 Professional |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Area - Other Medically - COVID-19
Important Condition) |immunisation - Not
applicable - [n/a -
n/a - n/a])
EU-EC- 15/03/2022 |Spontaneous | Non European |Not available 12-17 |Adolescent |Male No Application site pain |COMIRNATY Not reported ICSR
10011889511 Healthcare |Economic Years (n/a - Not [TOZINAMERAN] (S
Professional |Area Recovered/Not -nfa-nfa-[n/a-
Resolved - ), n/a - n/al)
Fatigue (n/a -
Recovered/Resolved
EU-EC- 15/03/2022 |Spontaneous | Non European |Not available 12-17 |Adolescent |Male No Fatigue (n/a - COMIRNATY Not reported ICSR
10011889603 Healthcare |Economic Years Unknown - ), [TOZINAMERAN] (S
Professional |Area - Immunisation - n/a
Headache (n/a - -[n/a-n/a-n/a])
Unknown - ),
Myalgia (n/a -
Recovering/Resolving
=)
Pyrexia (n/a -
Recovering/Resolving
EU-EC- 15/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Myocarditis (n/a - COMIRNATY Not reported ICSR
10011889628 Healthcare |Economic Years Not Recovered/Not  |[TOZINAMERAN] (S
Professional |Area Resolved - Other - Immunisation - n/a
Medically Important |- [n/a - 3{DF} -
Condition) n/a])
EU-EC- 15/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Feeling hot (0d - COMIRNATY Not reported ICSR
10011889639 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area =) - Immunisation - n/a
- [n/a-n/a-n/a])
Headache (0d -
Recovered/Resolved
=)
Injection site pain
(n/a -
Recovering/Resolving
=)
Malaise (0d -
Recovered/Resolved
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=)
Pyrexia (0d -
Recovered/Resolved
-)
EU-EC- 15/03/2022 |Spontaneous | Non European |Not available 12-17 |Adolescent |Male No Myocarditis (n/a - COMIRNATY Not reported ICSR
10011889664 Healthcare |Economic Years Not Recovered/Not |[TOZINAMERAN] (S
Professional |Area Resolved - - Immunisation - n/a
Caused/Prolonged - [n/a - 3{DF} -
Hospitalisation) n/a])
EU-EC- 15/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Influenza like illness |COMIRNATY Not reported ICSR
10011889694 Healthcare |Economic Years (n/a - Not [TOZINAMERAN] (S
Professional |Area Recovered/Not - COVID-19
Resolved - ), immunisation - Not
applicable - [n/a -
Puncture site pain 1{DF} -
(n/a - Not Intramuscular])
Recovered/Not
Resolved - ),
Sleep disorder (n/a -
Not Recovered/Not
Resolved - ),
Toothache (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 15/03/2022 |Spontaneous | Non European |Not available 12-17 |Not Female [No Arthralgia (n/a - COMIRNATY Not reported ICSR
10011890084 Healthcare |Economic Years |Specified Unknown - ), [TOZINAMERAN] (S
Professional |Area - COVID-19
Axillary pain (n/a - |immunisation - Not
Unknown - ), applicable - [1d -
n/a - n/al)
Pain in extremity
(n/a - Unknown - ),
Paraesthesia (n/a -
Unknown - ),
Somnolence (1d -
Recovered/Resolved
=)
Vaccination site pain
(n/a - Unknown - )
EU-EC- 15/03/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female [No C-reactive protein COMIRNATY Not reported ICSR
10011890316 Professional |European Years |Specified increased (n/a - [TOZINAMERAN] (S
Economic Unknown - ), - COVID-19
Area immunisation - Not
Chest pain (219h - |applicable - [n/a -
Recovered/Resolved |n/a -
- Other Medically Intramuscular])
Important
Condition),
Headache (n/a -
Recovered/Resolved
=)
Malaise (n/a -
Recovered/Resolved
=)
Myocarditis (219h -
Recovered/Resolved
- Other Medically
Important
Condition),
Pyrexia (n/a -
Recovered/Resolved
-)
EU-EC- 15/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Injection site pain COMIRNATY Not reported ICSR
10011890912 Healthcare |Economic Years - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
- - [n/a - n/a - n/a])
EU-EC- 15/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Myocarditis (n/a - COMIRNATY INTUNIV 4 MG ICSR
10011891400 Professional |Economic Years |Specified Not Recovered/Not  |[TOZINAMERAN] (S |PROLONGED-
Area Resolved - -n/a-nfa-[nfa- |RELEASE TABLETS
Caused/Prolonged n/a - n/al) [GUANFACINE] (C -
Hospitalisation) n/a-n/a-[n/a-n/a
- Oral]),
[MELATONIN] (C -
n/fa-n/a-[nfa-n/a
- Oral]),
[MIDAZOLAM] (C -
n/a-n/a-[n/a-n/a
- Intravenous (not
otherwise specified)])
EU-EC- 15/03/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Amenorrhoea (n/a - |COMIRNATY Not reported ICSR
10011891437 Healthcare |Economic Years |Specified Not Recovered/Not |[TOZINAMERAN] (S
Professional |Area Resolved - ) - COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 15/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Breast mass (n/a- |COMIRNATY Not reported ICSR
10011891501 Professional |Economic Years |Specified Not Recovered/Not  |[TOZINAMERAN] (S
Area Resolved - Other -nfa-nfa-[n/a-
Medically Important |n/a - n/a])
Condition)
EU-EC- 15/03/2022 |Spontaneous | Non European |Not available 12-17 |Not Female [No Dysmenorrhoea (n/fa |COMIRNATY [ETONOGESTREL] (C |ICSR
10011891960 Healthcare |Economic Years |Specified - Not Recovered/Not |[TOZINAMERAN] (S |- Contraception - n/a
Professional |Area Resolved - ), - Immunisation - n/a |- [n/a - n/a - n/a])
-[n/a-nfa-
Headache (n/a - Not |Intramuscular])
Recovered/Not
Resolved - ),
Heavy menstrual
bleeding (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 15/03/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Influenza like illness |COMIRNATY PROTEINPULVER ICSR
10011892015 Healthcare |Economic Years |Specified (n/a - Not [TOZINAMERAN] (S |[NOT AVAILABLE] (C
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Professional |Area Recovered/Not - Immunisation - n/a |- n/a-n/a - [n/a -
Resolved - ), -[n/a-n/a- n/a - n/a]),
Intramuscular])
Myalgia (n/a - [CREATINE] (C - n/a -
Unknown - ), n/a-[n/fa-n/a-
n/a])
Nasal congestion
(n/a - Unknown - ),
Oropharyngeal pain
(n/a - Unknown - ),
Pyrexia (n/a -
Unknown - ),
Rhinorrhoea (n/a -
Unknown - )
EU-EC- 15/03/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Heart rate increased |COMIRNATY Not reported ICSR
10011892061 Healthcare |Economic Years |Specified (2d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
) -[n/a-nfa-
Intramuscular])
Hypoaesthesia (3d -
Recovered/Resolved
=)
Influenza like illness
(n/a - Unknown - )
EU-EC- 15/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011892210 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a - n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 15/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011892222 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a - n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 15/03/2022 |Spontaneous | Non European |Not available 12-17 |Not Female [No Heavy menstrual COMIRNATY Not reported ICSR
10011892463 Healthcare |Economic Years |Specified bleeding (n/a - [TOZINAMERAN] (S
Professional |Area Unknown - ), - Immunisation - n/a
-[n/a-n/a-
Menstruation Intramuscular -
irregular (n/a - Not  |More in ICSR])
Recovered/Not
Resolved - )
EU-EC- 15/03/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Axillary pain (n/fa - |COMIRNATY Not reported ICSR
10011892487 Healthcare |Economic Years |Specified Not Recovered/Not  |[TOZINAMERAN] (S
Professional |Area Resolved - ), - Immunisation - n/a
-[n/a - n/a - n/a])
Lymphadenopathy
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 15/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011892575 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 15/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011892576 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 15/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Chills (n/a - COMIRNATY Not reported ICSR
10011892770 Healthcare |Economic Years Unknown - ), [TOZINAMERAN] (S
Professional |Area - Immunisation - n/a
Dyspnoea (n/a - - [n/a-n/a-n/a])
Unknown - ),
Fatigue (n/a -
Unknown - ),
Feeling hot (n/a -
Unknown - ),
Headache (n/a -
Unknown - ),
Injection site pain
(n/a - Unknown - ),
Malaise (n/a -
Unknown - ),
Nausea (n/a -
Unknown - ),
Pyrexia (n/a -
Unknown - ),
Vaccination site
reaction (n/a -
Unknown - )
EU-EC- 15/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011892966 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
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(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 15/03/2022 |Spontaneous | Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011892971 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a -
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 15/03/2022 |Spontaneous | Non Non Not available 12-17 |Not Male No Erythema (n/a - Not |TOZINAMERAN Not reported ICSR
10011893109 Healthcare |European Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional |Economic Resolved - ), - COVID-19
Area immunisation - Not
Lymphadenopathy applicable - [1d -
(n/a - Not n/a - n/al)
Recovered/Not
Resolved - Other
Medically Important
Condition),
Pain (n/a - Not
Recovered/Not
Resolved - ),
Paraesthesia (n/a -
Not Recovered/Not
Resolved - ),
Pruritus (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 15/03/2022 | Spontaneous |Non European |Not available 12-17 |Child Male No Influenza like illness |COMIRNATY Not reported ICSR
10011893836 Healthcare |Economic Years (3d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- COVID-19
- immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 15/03/2022 |Spontaneous | Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011893932 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a - n/a- [n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 15/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Amenorrhoea (n/a - |COMIRNATY NOT AVAILABLE (C- |ICSR
10011894128 Healthcare |Economic Years Not Recovered/Not  |[TOZINAMERAN] (S |n/a-n/a-[n/a-n/a
Professional |Area Resolved - ) - COVID-19 - n/a])
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 15/03/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Adverse reaction COMIRNATY Not reported ICSR
10011894295 Healthcare |Economic Years |Specified (n/a- [TOZINAMERAN] (S
Professional |Area Recovering/Resolving |- Immunisation - n/a
=) -[n/a-n/a-
Intramuscular])
General symptom
(n/a - Unknown - ),
Heart rate increased
(n/a - Unknown - ),
Palpitations (n/a -
Unknown - )
EU-EC- 15/03/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Decreased appetite |COMIRNATY IRON [IRON] (C - n/a |ICSR
10011894307 Healthcare |Economic Years |Specified (n/a - Unknown - ), |[TOZINAMERAN] (S |-n/a-[n/a-n/a-
Professional |Area - Immunisation - n/a |n/a])
Fatigue (n/a - -[n/a-n/a-
Recovered/Resolved |Intramuscular])
With Sequelae - ),
Fatigue (n/a -
Unknown - ),
Headache (n/a -
Recovered/Resolved
With Sequelae - ),
Pyrexia (n/a -
Unknown - )
EU-EC- 15/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011894319 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a - [n/a -
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 15/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011894322 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 15/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011894332 Professional | Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a - n/a - [n/a -
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 15/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011894346 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a - n/a-[n/a-
Condition),
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n/a-
Vaccination failure Intramuscular])
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 15/03/2022 |Spontaneous | Non European |Not available 12-17 |Adolescent |[Female |No Malaise (2d - COMIRNATY Not reported ICSR
10011894519 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S
Professional |Area - - Immunisation - n/a
-[n/a - n/a - n/a])
EU-EC- 15/03/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Abdominal pain (n/a |COMIRNATY Not reported ICSR
10011895098 Professional |European Years |Specified - Not Recovered/Not |[TOZINAMERAN] (S
Economic Resolved - ), - COVID-19
Area immunisation - Not
Malaise (n/a - Not applicable - [n/a -
Recovered/Not n/a-
Resolved - ), Intramuscular])
Myocarditis (10d -
Recovered/Resolved
- Other Medically
Important
Condition),
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 15/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No Amenorrhoea (1mo - |COMIRNATY Not reported ICSR
10011895314 Professional |Economic Years Recovered/Resolved |[TOZINAMERAN] (S
Area -), - COVID-19
immunisation - Not
Intermenstrual applicable - [n/a -
bleeding (n/a - Not  |1{DF} -
Recovered/Not Intramuscular])
Resolved - )
EU-EC- 15/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Influenza (4d - COMIRNATY Not reported ICSR
10011895410 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area =) - Immunisation - n/a
- [n/a-n/a-n/a])
Injection site pain
Recovered/Resolved
=)
Tachycardia (14d -
Recovering/Resolving
EU-EC- 15/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Malaise (19d - COMIRNATY Not reported ICSR
10011895412 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area =) - Immunisation - n/a
- [n/a - n/a-n/a])
Menstrual disorder
(19d -
Recovered/Resolved
EU-EC- 15/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Influenza (4d - COMIRNATY Not reported ICSR
10011895424 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area =) - Immunisation - n/a
- [n/a-n/a-n/a])
Injection site pain
(3d-
Recovered/Resolved
=)
Tachycardia (14d -
Recovering/Resolving
EU-EC- 15/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Abdominal pain (33d |COMIRNATY Not reported ICSR
10011895425 Healthcare |Economic Years - [TOZINAMERAN] (S
Professional |Area Recovering/Resolving |- Immunisation - n/a
-) -[n/a - n/a - n/a])
EU-EC- 15/03/2022 |Spontaneous | Non European |Not available 12-17 |Adolescent |[Female |No Chest pain (n/a - Not | COMIRNATY Not reported ICSR
10011895489 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), - Immunisation - n/a
-[n/a-n/a-n/a])
Tachycardia (n/a -
Not Recovered/Not
Resolved - )
EU-EC- 15/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Back pain (n/a - COMIRNATY Not reported ICSR
10011895493 Healthcare |Economic Years Unknown - ), [TOZINAMERAN] (S
Professional |Area - Immunisation - n/a
Dizziness (n/a - - [n/a-n/a-n/a])
Unknown - ),
Fatigue (n/a -
Unknown - ),
Headache (n/a -
Unknown - ),
Injection site pain
(n/a - Unknown - ),
Pyrexia (n/a -
Unknown - )
EU-EC- 15/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Swelling face (6d - |COMIRNATY Not reported ICSR
10011895496 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area - - Immunisation - n/a
- [n/a - n/a - n/a])
EU-EC- 15/03/2022 | Spontaneous [Non European |Not available 12-17 |Adolescent |Female |No Musculoskeletal COMIRNATY Not reported ICSR
10011895497 Healthcare |Economic Years chest pain (2d - [TOZINAMERAN] (S
Professional |Area Unknown - ) - Immunisation - n/a
- [n/a - n/a - n/a])
EU-EC- 15/03/2022 |Spontaneous | Non European |Not available 12-17 |Adolescent |Female |No Fatigue (n/a - COMIRNATY Not reported ICSR
10011895498 Healthcare |Economic Years Unknown - ), [TOZINAMERAN] (S
Professional |Area - Immunisation - n/a
Headache (n/a - - [n/a-n/a-n/a])
Unknown - ),
Somnolence (n/a -
Unknown - )
EU-EC- 15/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Disturbance in COMIRNATY Not reported ICSR
10011895501 Healthcare |Economic Years attention (129d - [TOZINAMERAN] (S
Professional |Area Recovering/Resolving |- Immunisation - n/a
=) -[n/a-n/a-n/a])
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Fatigue (129d -
Recovering/Resolving
=)
Headache (129d -
Recovering/Resolving
EU-EC- 15/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Menstrual disorder ~ |COMIRNATY Not reported ICSR
10011895504 Healthcare |Economic Years (51d - [TOZINAMERAN] (S
Professional |Area Recovering/Resolving |- Immunisation - n/a
- -[n/a - n/a - n/a])
EU-EC- 15/03/2022 |Spontaneous | Non European |Not available 12-17 |Adolescent |Female |No Influenza like illness |COMIRNATY Not reported ICSR
10011895505 Healthcare |Economic Years (2d - Not [TOZINAMERAN] (S
Professional |Area Recovered/Not - Immunisation - n/a
Resolved - ), - [n/a-n/a-n/a])
Pyrexia (2d - Not
Recovered/Not
Resolved - ),
SARS-CoV-2 test
positive (2d - Not
Recovered/Not
Resolved - )
EU-EC- 15/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Arthralgia (n/a - COMIRNATY Not reported ICSR
10011895515 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S
Professional |Area =) - Immunisation - n/a
- [n/a-n/a-n/a])
Influenza like illness
(n/a-
Recovering/Resolving
Pyrexia (n/a -
Recovering/Resolving
EU-EC- 15/03/2022 |Spontaneous | Non European |Not available 12-17 |Adolescent |Female |No Menstrual disorder ~ |COMIRNATY Not reported ICSR
10011895517 Healthcare |Economic Years (221d - [TOZINAMERAN] (S
Professional |Area Recovering/Resolving |- Immunisation - n/a
- - [n/a - n/a - n/a])
EU-EC- 15/03/2022 |Spontaneous | Non European |Not available 12-17 |Adolescent |[Female |No Chest pain (n/a - COMIRNATY Not reported ICSR
10011895518 Healthcare |Economic Years Unknown - ), [TOZINAMERAN] (S
Professional |Area - Immunisation - n/a
Cough (n/a - -[n/a-n/a-n/a])
Unknown - ),
Nausea (n/a -
Unknown - )
EU-EC- 15/03/2022 |Spontaneous | Non European |Not available 12-17 |Adolescent |Female |No Heavy menstrual COMIRNATY Not reported ICSR
10011895521 Healthcare |Economic Years bleeding (39d - Not |[TOZINAMERAN] (S
Professional |Area Recovered/Not - Immunisation - n/a
Resolved - ) - [n/a - n/a - n/a])
EU-EC- 15/03/2022 |Spontaneous | Non European |Not available 12-17 |Adolescent |[Female |No Menstrual disorder ~ |COMIRNATY Not reported ICSR
10011895524 Healthcare |Economic Years (19d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
- - [n/a - n/a - n/a])
EU-EC- 15/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Abdominal pain (2d - |COMIRNATY Not reported ICSR
10011895528 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area =), - Immunisation - n/a
- [n/a-n/a-n/a])
Epistaxis (2d -
Recovered/Resolved
=)
Headache (3d -
Recovered/Resolved
EU-EC- 15/03/2022 |Spontaneous | Non European |Not available 12-17 |Not Male No Lymphadenopathy ~ |COMIRNATY Not reported ICSR
10011895533 Healthcare |Economic Years |Specified (2d - [TOZINAMERAN] (S
Professional |Area Recovering/Resolving |- Immunisation - n/a
- - [n/a - n/a - n/a])
EU-EC- 15/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Hyperventilation COMIRNATY Not reported ICSR
10011895535 Healthcare |Economic Years (12d - [TOZINAMERAN] (S
Professional |Area Recovering/Resolving |- Immunisation - n/a
=) - [n/a - n/a - n/a])
Tachycardia (12d -
Recovering/Resolving
EU-EC- 15/03/2022 |Spontaneous | Non European |Not available 12-17 |Adolescent |[Female |No Impetigo (27d - COMIRNATY Not reported ICSR
10011895536 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S
Professional |Area =) - Immunisation - n/a
- [n/a - n/a-n/a])
Rash (27d -
Recovering/Resolving
EU-EC- 15/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Chest pain (30d - COMIRNATY Not reported ICSR
10011895537 Healthcare |Economic Years Unknown - ) [TOZINAMERAN] (S
Professional |Area - Immunisation - n/a
-[n/a - n/a - n/a])
EU-EC- 15/03/2022 |Spontaneous | Non European |Not available 12-17 |Adolescent |Male No Alopecia areata (n/fa |COMIRNATY Not reported ICSR
10011895539 Healthcare |Economic Years - Not Recovered/Not |[TOZINAMERAN] (S
Professional |Area Resolved - ) - Immunisation - n/a
- [n/a - n/a - n/a])
EU-EC- 15/03/2022 |Spontaneous | Non European |Not available 12-17 |Adolescent |Male No Pain (2d - COMIRNATY Not reported ICSR
10011895541 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S
Professional |Area =), - Immunisation - n/a
- [n/a-n/a-n/a])
Pyrexia (2d -
Recovering/Resolving
EU-EC- 15/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Chest discomfort COMIRNATY Not reported ICSR
10011895598 Professional |Economic Years |Specified (30min - [TOZINAMERAN] (S
Area Recovered/Resolved |- COVID-19
=) immunisation - Not
applicable - [n/a -
Headache (30min - |.3mL - n/a])
Recovered/Resolved
EU-EC- 15/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Not No Thrombosis (n/a - |COMIRNATY Not reported ICSR
10011895719 Professional |Economic Years |Specified |Specified Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- COVID-19
Condition) immunisation - Not
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applicable - [n/a -
n/a - n/al)
EU-EC- 15/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Anaemia (n/a - Not |COMIRNATY Not reported ICSR
10011895849 Professional |Economic Years Recovered/Not [TOZINAMERAN] (S
Area Resolved - Other - COvVID-19
Medically Important  |immunisation - Not
Condition), applicable - [1d -
3mL -
Heavy menstrual Intramuscular])
bleeding (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 15/03/2022 |Spontaneous | Non European |Not available 12-17 |Adolescent |[Female |No Arthralgia (n/a - Not |COMIRNATY Not reported ICSR
10011895869 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - - COVID-19
Caused/Prolonged immunisation - Not
Hospitalisation), applicable - [1d -
3mL -
Pericarditis (n/a - Intramuscular])
Not Recovered/Not
Resolved - Other
Medically Important
Condition),
Raynaud's
phenomenon (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 15/03/2022 |Spontaneous |Non Non Not available 12-17 |Not Female |No Seizure (n/a - Not COMIRNATY Not reported ICSR
10011896108 Healthcare |European Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional | Economic Resolved - Other - COVID-19
Area Medically Important  |immunisation - Not
Condition) applicable - [n/a -
n/a-
Intramuscular])
EU-EC- 15/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Muscle spasms (n/a - | COMIRNATY Not reported ICSR
10011896401 Professional |Economic Years Recovered/Resolved |[TOZINAMERAN] (S
Area -), - COVID-19
immunisation - Drug
Syncope (n/a - withdrawn - [n/a -
Recovered/Resolved |1{DF} -
- Intramuscular])
EU-EC- 15/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Bruxism (1d - COMIRNATY Not reported ICSR
10011896467 Professional |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Area =) - COVID-19
immunisation - Drug
Malaise (1d - withdrawn - [1d -
Recovered/Resolved |.3mL -
- Intramuscular])
EU-EC- 15/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Lymphadenopathy | COMIRNATY METHOTREXATE ICSR
10011896508 Healthcare |Economic Years (nfa- [TOZINAMERAN] (S |[METHOTREXATE] (C
Professional |Area Recovering/Resolving |- COVID-19 - Juvenile idiopathic
- immunisation - Not |arthritis - Not
applicable - [1d - applicable - [n/a - n/a
1{DF} - - n/a])
Intramuscular])
EU-EC- 15/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No Face oedema (n/a - |COMIRNATY Not reported ICSR
10011896548 Professional |Economic Years Not Recovered/Not  |[TOZINAMERAN] (S
Area Resolved - ) - COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 15/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Chills (n/a - Not COMIRNATY Not reported ICSR
10011896549 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), - COVID-19
immunisation - Not
Vomiting (n/a - Not |applicable - [1d -
Recovered/Not 1{DF} -
Resolved - ) Intramuscular])
EU-EC- 15/03/2022 | Spontaneous | Non European |Not available 12-17 |Adolescent |[Female |No Heavy menstrual COMIRNATY Not reported ICSR
10011896575 Healthcare |Economic Years bleeding (n/a - Not |[TOZINAMERAN] (S
Professional |Area Recovered/Not - COVID-19
Resolved - ) immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 15/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Dysmenorrhoea (n/a |COMIRNATY Not reported ICSR
10011896584 Healthcare |Economic Years - Not Recovered/Not |[TOZINAMERAN] (S
Professional |Area Resolved - ), - COVID-19
immunisation - Not
Intermenstrual applicable - [1d -
bleeding (n/a - Not  |1{DF} -
Recovered/Not Intramuscular])
Resolved - )
EU-EC- 15/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Pain in extremity COMIRNATY Not reported ICSR
10011896843 Healthcare |Economic Years (n/a - Not [TOZINAMERAN] (S
Professional |Area Recovered/Not - COVID-19
Resolved - ) immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 15/03/2022 |Spontaneous | Non European |Not available 12-17 |Child Female |No Herpes zoster (n/a - |COMIRNATY Not reported ICSR
10011896952 Healthcare |Economic Years Unknown - Other [TOZINAMERAN] (S
Professional |Area Medically Important |- n/a - n/a - [n/a -
Condition) n/a - n/al)
EU-EC- 15/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Pericarditis (n/a - COMIRNATY Not reported ICSR
10011897023 Professional |Economic Years |Specified Unknown - [TOZINAMERAN] (S
Area Caused/Prolonged - Immunisation - n/a
Hospitalisation) -[n/a-nja-
Intramuscular -
More in ICSR])
EU-EC- 15/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Facial paresis (n/a - |COMIRNATY Not reported ICSR
10011897055 Healthcare |Economic Years Not Recovered/Not  |[TOZINAMERAN] (S
Professional |Area Resolved - - Immunisation - n/a
Caused/Prolonged - [n/a - 2{DF} -
Hospitalisation) n/al)
EU-EC- 15/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Angioedema (n/a -  |COMIRNATY Not reported ICSR
10011897069 Healthcare |Economic Years Not Recovered/Not  |[TOZINAMERAN] (S
Professional |Area Resolved - Life - Immunisation - n/a
Threatening,
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Caused/Prolonged - [n/a - 3{DF} -
Hospitalisation, n/a])
Other Medically
Important
Condition),
Hypersensitivity (n/a
- Not Recovered/Not
Resolved - Life
Threatening,
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),
Sinus bradycardia
(n/a - Not
Recovered/Not
Resolved - Life
Threatening,
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),
Urticaria (n/a - Not
Recovered/Not
Resolved - Life
Threatening,
Caused/Prolonged
Hospitalisation,
Other Medically
Important Condition)
EU-EC- 15/03/2022 | Spontaneous |Non Non Not available 12-17 |Not Female |No Cough (n/a - Not COMIRNATY [CARBIMAZOLE] (C- |ICSR
10011897174 Healthcare |European Years |Specified Recovered/Not [TOZINAMERAN] (S |Hyperthyroidism - n/a
Professional |Economic Resolved - Other - COVID-19 - [n/a - n/a-n/a]),
Area Medically Important  |immunisation - Not
Condition), applicable - [n/a -  |[ETHINYLESTRADIOL,
n/a - n/a]) LEVONORGESTREL]
Lymphadenopathy (C - Heavy menstrual
(n/a - Not bleeding - n/a - [n/a -
Recovered/Not n/a - n/a))
Resolved - Other
Medically Important
Condition),
Oropharyngeal pain
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 15/03/2022 |Spontaneous | Non European |Not available 12-17 |Not Female |No Skin discolouration | COMIRNATY Not reported ICSR
10011897542 Healthcare |Economic Years |Specified (nfa- [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- COVID-19
-) immunisation - Not
applicable - [n/a -
n/a - n/al)
EU-EC- 15/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Lymphadenopathy ~ |COMIRNATY Not reported ICSR
10011897586 Healthcare |Economic Years (n/a - Not [TOZINAMERAN] (S
Professional |Area Recovered/Not -nfa-nfa-[n/a-
Resolved - ) n/a - n/al)
EU-EC- 15/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Application site pain |COMIRNATY Not reported ICSR
10011897594 Healthcare |Economic Years (n/a - Not [TOZINAMERAN] (S
Professional |Area Recovered/Not -nf/a-nfa-[n/a-
Resolved - ) n/a - n/al)
EU-EC- 15/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011897608 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 15/03/2022 | Spontaneous |Non European |Not available 12-17 |Not Not No Erythema nodosum | COMIRNATY Not reported ICSR
10011897687 Healthcare |Economic Years |Specified |Specified (n/a - Unknown -) |[TOZINAMERAN] (S
Professional |Area - COVID-19
immunisation - Not
applicable - [1d -
n/a - n/al)
EU-EC- 15/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Headache (n/a - COMIRNATY Not reported ICSR
10011900557 Professional |Economic Years Unknown - ) [TOZINAMERAN] (S
Area - COVID-19
immunisation - Not
applicable - [1d -
1{DF} - Unknown])
EU-EC- 15/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Lymphadenopathy ~ |COMIRNATY Not reported ICSR
10011900613 Healthcare |Economic Years (n/a- [TOZINAMERAN] (S
Professional |Area Recovering/Resolving |- COVID-19
- immunisation - Drug
withdrawn - [1d -
n/a-
Intramuscular])
EU-EC- 15/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Guillain-Barre COMIRNATY Not reported ICSR
10011900627 Professional |Economic Years syndrome (9d - [TOZINAMERAN] (S
Area Recovered/Resolved |- COVID-19
- Caused/Prolonged |immunisation - Drug
Hospitalisation) withdrawn - [1d -
n/a-
Intramuscular])
EU-EC- 14/03/2022 | Spontaneous |Non Non Not available 12-17 |Not Female |No Back pain (n/a - COMIRNATY Not reported ICSR
10011875045 Healthcare |European Years |Specified Unknown - Other [TOZINAMERAN] (S
Professional |Economic Medically Important |- COVID-19
Area Condition), immunisation - Not
applicable - [n/a -
Chest pain (9d - n/a - n/al)
Recovered/Resolved
- Other Medically
Important
Condition),
Cough (n/a -
Recovering/Resolving
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- Other Medically
Important
Condition),

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

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

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

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

EU-EC-
10011875087

14/03/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

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

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

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

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

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

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

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

Not reported

EU-EC-
10011875100

14/03/2022

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

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

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

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

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

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

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

Headache (19d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Disabling, Other
Medically Important
Condition),

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

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

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

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

Tachycardia (n/a -
Unknown -
Caused/Prolonged
Hospitalisation,
Disabling, Other
Medically Important

Condition)
EU-EC- 14/03/2022 |Spontaneous | Healthcare |Non Not available 12-17 |Not Male No Syncope (35min - COMIRNATY Not reported ICSR
10011875173 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Economic - Other Medically - COVID-19
Area Important Condition) |immunisation - Not
applicable - [1d -
n/a-
Intramuscular])
EU-EC- 14/03/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female [No Dizziness (65min -  |COMIRNATY Not reported ICSR
10011875177 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Economic =) - COVID-19
Area immunisation - Not
Incorrect route of applicable - [1d -
product n/a - Endosinusial])
administration (n/a -
Unknown - ),
Syncope (65min -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 14/03/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Abdominal pain (n/a |COMIRNATY Not reported ICSR
10011875202 Professional |European Years |Specified - [TOZINAMERAN] (S
Economic Recovering/Resolving |- COVID-19
Area - Caused/Prolonged |immunisation - Not
Hospitalisation), applicable - [1d -
n/a-
Chills (n/a - Intramuscular])
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Decreased appetite
(n/a-
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Headache (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Malaise (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Vomiting (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
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EU-EC- 14/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female [No Feeling cold (n/a-  |COMIRNATY Not reported ICSR
10011875617 Professional |Economic Years |Specified Recovering/Resolving |[TOZINAMERAN] (S
Area =), - COVID-19
immunisation - Not
Pain in extremity applicable - [1d -
(n/a- n/a - n/al)
Recovering/Resolving
Peripheral artery
thrombosis (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Peripheral ischaemia
(n/a-
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 14/03/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Arthralgia (n/a - Not |COMIRNATY Not reported ICSR
10011875634 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - - COVID-19
Caused/Prolonged immunisation - Not
Hospitalisation), applicable - [n/a -
n/a - n/al)
Pyrexia (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Still's disease (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Other Medically
Important Condition)
EU-EC- 14/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Syncope (n/a - COMIRNATY Not reported ICSR
10011875636 Professional |Economic Years |Specified Unknown - [TOZINAMERAN] (S
Area Caused/Prolonged - COVID-19
Hospitalisation, immunisation - Not
Other Medically applicable - [n/a -
Important Condition) |n/a - n/a])
EU-EC- 14/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Chills (2d - COMIRNATY Not reported ICSR
10011876253 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S
Professional |Area =) - Immunisation - n/a
-[n/a-n/a-n/a])
Feeling hot (0d -
Recovered/Resolved
=)
Headache (1d -
Recovered/Resolved
=)
Injection site pain
(2d -
Recovering/Resolving
Myalgia (n/a - Not
Recovered/Not
Resolved - ),
Pyrexia (1d -
Recovered/Resolved
=)
Vomiting (0d -
Recovered/Resolved
-)
EU-EC- 14/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Headache (n/a - Not |COMIRNATY Not reported ICSR
10011876274 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ) - Immunisation - n/a
- [n/a - n/a - n/a])
EU-EC- 14/03/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Tachycardia (0d - COMIRNATY Not reported ICSR
10011876317 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area - - Immunisation - n/a
- [n/a - n/a - n/a])
EU-EC- 14/03/2022 | Spontaneous |Non Non Not available 12-17 |Not Female [No Abdominal pain (n/a |COMIRNATY [COLECALCIFEROL] |ICSR
10011877237 Healthcare |European Years |Specified - [TOZINAMERAN] (S |(C-n/a-n/a-[n/a-
Professional |Economic Recovering/Resolving |- COVID-19 n/a - n/a]),
Area =), immunisation - Not
applicable - [1d - [FEXOFENADINE,
Heavy menstrual n/a - n/al) FEXOFENADINE
bleeding (n/a - HYDROCHLORIDE] (C
Recovering/Resolving -n/fa-nfa-[n/a-
=) 120mg - n/a]),
Thrombosis (n/a - [PIZOTIFEN,
Recovering/Resolving PIZOTIFEN MALATE]
- Other Medically (C-nfa-nfa-[n/a-
Important Condition) n/a - n/a])
EU-EC- 14/03/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female [No Dyspnoea (n/a - COMIRNATY Not reported ICSR
10011877263 Professional |European Years |Specified Recovering/Resolving |[TOZINAMERAN] (S
Economic - Other Medically - COVID-19
Area Important immunisation - Not
Condition), applicable - [1d -
n/a-
Erythema (n/a - Intramuscular])
Recovering/Resolving
- Other Medically
Important
Condition),
Hypersensitivity (n/a
Recovering/Resolving
- Other Medically
Important
Condition),
Periorbital swelling
(n/a - Unknown -
Other Medically
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Important
Condition),

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

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

EU-EC-
10011877275

14/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Syncope (80min -
Recovered/Resolved
- Other Medically
Important Condition)

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

Not reported

—
(o}
{93
70

EU-EC-
10011877300

14/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Arthralgia (n/a -
Recovered/Resolved

-

Discomfort (n/a -
Recovered/Resolved

»

Pyrexia (n/a -
Recovered/Resolved

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

Not reported

e
(9]
we]

EU-EC-
10011877328

14/03/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

Eye pain (n/a -
Unknown - ),

Eye swelling (n/a -
Recovering/Resolving

-

Fear (n/a - Unknown

i

Feeling of despair
(n/a - Unknown - ),

Mental disorder (n/a
- Unknown - ),

Ocular hyperaemia
(n/a - Unknown - )

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

Not reported

—
9]
(93]
0

EU-EC-
10011877380

14/03/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Hypersensitivity (n/a

Recovered/Resolved
- Other Medically
Important
Condition),

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

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

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

Not reported

EU-EC-
10011877454

14/03/2022

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

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

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

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

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

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

Muscle injury (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),

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

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

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

Not reported
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Other Medically
Important
Condition),
Pericarditis (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),
Pleural effusion (n/a
- Unknown -
Caused/Prolonged
Hospitalisation),
Tachycardia (n/a -
Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 14/03/2022 |Spontaneous | Non Non Not available 12-17 |Not Female [No Polyarthritis (n/a - TOZINAMERAN Not reported ICSR
10011877538 Healthcare |European Years |Specified Recovering/Resolving |[TOZINAMERAN] (S
Professional |Economic - Other Medically - COVID-19
Area Important immunisation - Not
Condition), applicable - [n/a -
n/a - n/al)
Rheumatic fever (n/a
Recovering/Resolving
- Other Medically
Important
Condition),
Rheumatic heart
disease (n/a -
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 14/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Blood creatine COMIRNATY Not reported ICSR
10011877586 Professional |Economic Years |Specified phosphokinase [TOZINAMERAN] (S
Area increased (n/a - - COVID-19
Recovered/Resolved |immunisation - Not
- Caused/Prolonged |applicable - [1d -
Hospitalisation), n/a-
Intramuscular])
Bundle branch block
right (n/a - Unknown
=)
Electrocardiogram ST
segment elevation
(n/a-
Recovered/Resolved
- Other Medically
Important
Condition),
Electrocardiogram T
wave abnormal (n/a
- Unknown - )
EU-EC- 14/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011878754 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 14/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Lymphadenopathy ~ [COMIRNATY Not reported ICSR
10011878962 Professional |Economic Years |Specified (n/a - Not [TOZINAMERAN] (S
Area Recovered/Not - Immunisation - n/a
Resolved - ) - [n/a - 3{DF} -
n/a])
EU-EC- 14/03/2022 |Spontaneous | Healthcare |European |Not available 12-17 |Not Female |No Chest discomfort COMIRNATY Not reported ICSR
10011879877 Professional |Economic Years |Specified (30min - [TOZINAMERAN] (S
Area Recovered/Resolved |- COVID-19
- immunisation - Not
applicable - [n/a -
.3mL - n/a])
EU-EC- 14/03/2022 |Spontaneous | Non European |Not available 12-17 |Not Male No Chills (2d - COMIRNATY Not reported ICSR
10011880037 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area With Sequelae - ), - COVID-19
immunisation - n/a -
Pain in extremity (2d |[n/a - 1{DF} - n/a])
Recovered/Resolved
With Sequelae - ),
Pyrexia (2d -
Recovered/Resolved
With Sequelae - )
EU-EC- 14/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Eye movement COMIRNATY Not reported ICSR
10011880263 Professional |Economic Years |Specified disorder (30min - [TOZINAMERAN] (S
Area Recovered/Resolved |- COVID-19
=) immunisation - Not
applicable - [n/a -
Seizure (30min - .3mL - n/a])
Recovered/Resolved
- Other Medically
Important
Condition),
Tremor (30min -
Recovered/Resolved
=)
Unresponsive to
stimuli (2min -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 14/03/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Pain in extremity COMIRNATY Not reported ICSR
10011880342 Healthcare |Economic Years |Specified (n/a - Unknown - ) |[TOZINAMERAN] (S
Professional |Area - COVID-19
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immunisation - n/a -
[n/a - 1{DF} - n/a])
EU-EC- 14/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011880369 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 14/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Chest pain (n/a - COMIRNATY Not reported ICSR
10011880629 Healthcare |Economic Years Unknown - Life [TOZINAMERAN] (S
Professional |Area Threatening, - Immunisation - n/a
Caused/Prolonged - [n/a - 2{DF} -
Hospitalisation), n/al)
Pain in extremity
(n/a - Unknown - ),
Pulmonary embolism
(n/a - Unknown -
Life Threatening,
Caused/Prolonged
Hospitalisation)
EU-EC- 14/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Injection site pain COMIRNATY Not reported ICSR
10011880681 Healthcare |Economic Years (21d - Unknown - ) |[TOZINAMERAN] (S
Professional |Area - Immunisation - n/a
- [n/a - n/a - n/a])
EU-EC- 14/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011880820 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a -
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 14/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011880844 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 14/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011880892 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 14/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Heavy menstrual COMIRNATY Not reported ICSR
10011880950 Healthcare |Economic Years bleeding (n/a - Not |CONCENTRATE FOR
Professional |Area Recovered/Not DISPERSION FOR
Resolved - ) INJECTION COVID-
19 MRNA VACCINE
(NUCLEOSIDE
MODIFIED)
[TOZINAMERAN] (S
- COVID-19
immunisation -
Unknown - [n/a -
n/a - n/al)
EU-EC- 14/03/2022 |Spontaneous | Non Non Not available 12-17 |Not Female [No Somnolence (n/a - |COMIRNATY Not reported ICSR
10011881309 Healthcare |European Years |Specified Unknown - Other [TOZINAMERAN] (S
Professional |Economic Medically Important |- COVID-19
Area Condition), immunisation - Not
applicable - [n/a -
Vomiting (1d - n/a - n/al)
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 14/03/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male Yes  |Mouth swelling (n/a - | COMIRNATY Not reported ICSR
10011881344 Professional |European Years |Specified Unknown - Other [TOZINAMERAN] (S
Economic Medically Important |- COVID-19
Area Condition), immunisation - Not
applicable - [1d -
Mouth ulceration n/a - n/a])
(n/a - Unknown -
Other Medically
Important
Condition),
Stevens-Johnson
syndrome (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 14/03/2022 |Spontaneous | Non Non Not available 12-17 |Not Female [No Abdominal pain COMIRNATY Not reported ICSR
10011881349 Healthcare |European Years |Specified upper (n/a - [TOZINAMERAN] (S
Professional |Economic Unknown - ), - COVID-19
Area immunisation - Not
Heavy menstrual applicable - [1d -
bleeding (n/a - n/a - n/al)
Unknown - Other
Medically Important
Condition),
Inappropriate
schedule of product
administration (n/a -
Unknown - )
EU-EC- 14/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Dizziness (n/a - COMIRNATY Not reported ICSR
10011881510 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area =) -nfa-nfa-[n/a-
n/a - n/al)
Hot flush (n/a -
Recovered/Resolved
Paraesthesia (n/a -
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Recovered/Resolved
Presyncope (n/a -
Recovered/Resolved
-)
EU-EC- 14/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011881512 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a - n/a - [n/a -
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 14/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011881517 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a - n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 14/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011881551 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a - n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 14/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Headache (n/a - COMIRNATY Not reported ICSR
10011881554 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area =) -nfa-nfa-[n/a-
n/a - n/al)
Pelvic pain (n/a -
Recovered/Resolved
-)
EU-EC- 14/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Chest pain (n/a - COMIRNATY Not reported ICSR
10011881696 Professional |Economic Years |Specified Recovering/Resolving |[TOZINAMERAN] (S
Area - Caused/Prolonged |- Immunisation - n/a
Hospitalisation, -[n/a-n/a-
Other Medically Intramuscular -
Important More in ICSR]),
Condition),
COMIRNATY
Dyspnoea (n/a - [TOZINAMERAN] (S
Recovering/Resolving |- Immunisation - n/a
- Caused/Prolonged |- [n/a - n/a-
Hospitalisation, Intramuscular])
Other Medically
Important
Condition),
Hospitalisation (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),
Pericarditis (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation,
Other Medically
Important Condition)
EU-EC- 14/03/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Muscle spasms (1d - |COMIRNATY Not reported ICSR
10011881704 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area - - Immunisation - n/a
-[n/a-n/a-
Intramuscular])
EU-EC- 14/03/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Lymphadenopathy | COMIRNATY Not reported ICSR
10011881821 Healthcare |Economic Years |Specified (n/a - Unknown -) |[TOZINAMERAN] (S
Professional |Area - COVID-19
immunisation - Not
applicable - [n/a -
n/a - n/al)
EU-EC- 14/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011881876 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 14/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Antibody test COMIRNATY [CHLORMADINONE  |ICSR
10011882038 Professional |Economic Years |Specified abnormal (n/a - [TOZINAMERAN] (S |ACETATE,
Area Unknown - ), - COVID-19 ETHINYLESTRADIOL]
immunisation - Not |(C - Alopecia,
Arthralgia (n/a - Not |applicable - [1d - Contraception - n/a -
Recovered/Not n/a- [n/a - n/a - Oral])
Resolved - Intramuscular])
Caused/Prolonged
Hospitalisation),
Asthenia (n/a -
Unknown - ),
Blood calcium
increased (n/a -
Unknown - ),
Blood creatine
phosphokinase MB
increased (n/a -
Unknown - ),
Blood pressure
increased (n/a -
Unknown -
Caused/Prolonged
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Hospitalisation),

Chest discomfort
(n/a - Unknown - ),

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

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

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

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

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

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

General physical
health deterioration
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Granulocyte count
decreased (n/a -
Unknown - ),

Granulocyte
percentage
decreased (n/a -
Unknown - ),

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

Lymphadenopathy
(n/a - Unknown - ),

Lymphocyte
percentage
decreased (n/a -
Unknown - ),

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

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

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

Post viral fatigue
syndrome (n/a -
Unknown - ),

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

Tremor (n/a -
Unknown - ),

Weight bearing
difficulty (n/a -
Unknown - )

EU-EC-
10011882044

14/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

Neurofibromatosis
(5min -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Tibia fracture (5min -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10011882062

14/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

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

Not available

12-17
Years

Not
Specified

Female

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

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

Not reported
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applicable - [1d -
Dysmenorrhoea (n/a |n/a - n/al)
- Not Recovered/Not
Resolved - )
EU-EC- 14/03/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Dizziness (n/a - COMIRNATY Not reported ICSR
10011882068 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Economic =) - COVID-19
Area immunisation - Not
Syncope (n/a - applicable - [1d -
Recovered/Resolved |n/a -
- Other Medically Intramuscular])
Important Condition)
EU-EC- 14/03/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female [No Labour pain (5min - |COMIRNATY Not reported ICSR
10011882096 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Economic - Caused/Prolonged |- COVID-19
Area Hospitalisation), immunisation - Not
applicable - [n/a -
Maternal exposure  |n/a -
during pregnancy Intramuscular])
(n/a - Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 14/03/2022 |Spontaneous | Non European |Not available 12-17 |Not Female |No Amenorrhoea (n/a - |COMIRNATY Not reported ICSR
10011882225 Healthcare |Economic Years |Specified Not Recovered/Not  |[TOZINAMERAN] (S
Professional |Area Resolved - ), - COVID-19
immunisation - Not
Hypomenorrhoea applicable - [n/a -
(n/a - Not 1{DF} - n/a])
Recovered/Not
Resolved - )
EU-EC- 14/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Cardiac arrest (n/a - |COMIRNATY Not reported ICSR
10011882316 Professional |Economic Years |Specified Not Recovered/Not |[TOZINAMERAN] (S
Area Resolved - Life -nfa-nfa-[n/a-
Threatening), n/a - n/a])
Fatigue (n/a - Not
Recovered/Not
Resolved - Life
Threatening),
General physical
health deterioration
(n/a - Not
Recovered/Not
Resolved - Life
Threatening),
Syncope (n/a - Not
Recovered/Not
Resolved - Life
Threatening)
EU-EC- 14/03/2022 |Spontaneous | Non European |Not available 12-17 |Not Male No Pruritus (1d - COMIRNATY Not reported ICSR
10011882779 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area =) - Immunisation - n/a
-[n/a-n/a-
Urticaria (n/a - Intramuscular])
Recovered/Resolved
EU-EC- 14/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Dyspnoea (n/a - COMIRNATY COMIRNATY ICSR
10011882780 Professional |Economic Years Recovering/Resolving |[[TOZINAMERAN] (S [[TOZINAMERAN] (C -
Area - Disabling), - COVID-19 COVID-19
immunisation - Not  |immunisation - Not
Tremor (n/a - applicable - [1d - applicable - [1d -
Recovering/Resolving | 1{DF} - 1{DF} -
- Disabling) Intramuscular]) Intramuscular])
EU-EC- 14/03/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Fatigue (n/a - COMIRNATY AERIUS ICSR
10011882782 Healthcare |Economic Years |Specified Recovering/Resolving |[TOZINAMERAN] (S [[DESLORATADINE] (C
Professional |Area =) - Immunisation - n/a |- Hypersensitivity -
-[n/a-n/a- n/a-[nfa-n/a-
Hypoaesthesia (2d - |Intramuscular]) Oral]),
Recovered/Resolved
- [LAMOTRIGINE] (C -
Depression - n/a -
[n/a - n/a - Oral]),
[PHLEUM PRATENSE,
PHLEUM PRATENSE
(225), PHLEUM
PRATENSE POLLEN
EXTRACT, TIMOTHY
GRASS POLLEN
EXTRACT] (C-n/a -
n/a-[n/a-n/a-
Oral]),
[QUETIAPINE,
QUETIAPINE
FUMARATE] (C -
Insomnia - n/a - [n/a
- n/a - Oral]),
[SERTRALINE,
SERTRALINE
HYDROCHLORIDE] (C
- Depression - n/a -
[n/a - n/a - Oral])
EU-EC- 14/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Myopericarditis (n/a - | COMIRNATY Not reported ICSR
10011882786 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S
Professional |Area - Caused/Prolonged |- COVID-19
Hospitalisation) immunisation - Not
applicable - [1d -
3mL -
Intramuscular])
EU-EC- 14/03/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Abdominal pain COMIRNATY Not reported ICSR
10011882848 Healthcare |Economic Years |Specified upper (n/a - Not [TOZINAMERAN] (S
Professional |Area Recovered/Not - Immunisation - n/a
Resolved - ), -[n/a-n/a-
Intramuscular])
Fatigue (n/a -
Unknown - ),
Headache (n/a -
Unknown - ),
Tremor (n/a -
Unknown - )
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EU-EC- 14/03/2022 |Spontaneous | Non European |Not available 12-17 |Not Female [No Cough (n/a - COMIRNATY Not reported ICSR
10011882849 Healthcare |Economic Years |Specified Unknown - ), [TOZINAMERAN] (S
Professional |Area - Immunisation - n/a
Headache (n/a - -[n/a-n/a-
Unknown - ), Intramuscular])
Influenza like illness
(n/a - Unknown - ),
Nasopharyngitis (n/a
- Unknown - ),
Nausea (n/a -
Unknown - ),
Pyrexia (n/a -
Recovering/Resolving
=)
Vaginal haemorrhage
(4d -
Recovered/Resolved
EU-EC- 14/03/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Swelling (n/a - Not |COMIRNATY Not reported ICSR
10011882908 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ) - COVID-19
immunisation - Not
applicable - [1d -
n/a-
Intramuscular])
EU-EC- 14/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Injected limb COMIRNATY Not reported ICSR
10011883019 Professional |Economic Years mobility decreased  |[TOZINAMERAN] (S
Area (n/a - Not - COVID-19
Recovered/Not immunisation - Not
Resolved - ) applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 14/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Ear discomfort (n/a - | COMIRNATY Not reported ICSR
10011883101 Professional |Economic Years Unknown - ), [TOZINAMERAN] (S
Area - COVID-19
Ear infection (n/a -  |immunisation - Not
Unknown - ), applicable - [1d -
1{DF} -
Pharyngitis (n/a - Intramuscular])
Unknown - )
EU-EC- 14/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Dysmenorrhoea (7d - | COMIRNATY Not reported ICSR
10011883106 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area =) - COVID-19
immunisation - Not
Heavy menstrual applicable - [1d -
bleeding (7d - 1{DF} -
Recovered/Resolved |Intramuscular])
-)
EU-EC- 14/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Amenorrhoea (n/a - |COMIRNATY Not reported ICSR
10011883112 Healthcare |Economic Years Not Recovered/Not  |[TOZINAMERAN] (S
Professional |Area Resolved - ) - COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 14/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Malaise (n/a - COMIRNATY [FLUTICASONE ICSR
10011883138 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S |PROPIONATE] (C -
Professional |Area - - COVID-19 n/a-n/a-[n/a-n/a
immunisation - n/a - |- n/a])
[1d - 1{DF} -
Intramuscular])
EU-EC- 14/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Urticaria chronic (n/a | COMIRNATY Not reported ICSR
10011883139 Professional |Economic Years - Not Recovered/Not |[TOZINAMERAN] (S
Area Resolved - ) - COVID-19
immunisation - n/a -
[1d - 1{DF} -
Intramuscular -
More in ICSR])
EU-EC- 14/03/2022 |Spontaneous | Non European |Not available 12-17 |Adolescent |[Female |No Fatigue (12h - COMIRNATY Not reported ICSR
10011883149 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area =) - COVID-19
immunisation - n/a -
Headache (12h - [1d - 1{DF} -
Recovered/Resolved |Intramuscular])
=)
Seizure (1d -
Recovered/Resolved
-)
EU-EC- 14/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Chest discomfort COMIRNATY Not reported ICSR
10011883182 Professional |Economic Years |Specified (n/a- CONCENTRATE FOR
Area Recovered/Resolved |DISPERSION FOR
- Caused/Prolonged |INJECTION COVID-
Hospitalisation), 19 MRNA VACCINE
(NUCLEOSIDE
Pyrexia (n/a - MODIFIED)
Recovered/Resolved |[TOZINAMERAN] (S
- Caused/Prolonged |- n/a-n/a-[n/a-
Hospitalisation) n/a-
Intramuscular])
EU-EC- 14/03/2022 |Spontaneous | Non European |Not available 12-17 |Adolescent |[Female |No Amenorrhoea (n/fa - |COMIRNATY Not reported ICSR
10011883293 Healthcare |Economic Years Not Recovered/Not |[TOZINAMERAN] (S
Professional |Area Resolved - ) - COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 14/03/2022 |Spontaneous | Non European |Not available 12-17 |Adolescent |[Female |No Lymphadenopathy ~ |COMIRNATY Not reported ICSR
10011883295 Healthcare |Economic Years (n/a - Not [TOZINAMERAN] (S
Professional |Area Recovered/Not - COVID-19
Resolved - ) immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 14/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Amenorrhoea (n/a - |COMIRNATY Not reported ICSR
10011883344 Healthcare |Economic Years Not Recovered/Not  |[TOZINAMERAN] (S
Professional |Area Resolved - ) - COVID-19
immunisation - Not
applicable - [1d -
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1{DF} -
Intramuscular])
EU-EC- 14/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Menstrual disorder ~ |COMIRNATY Not reported ICSR
10011883425 Healthcare |Economic Years (4mo - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- COVID-19
- immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 14/03/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Malaise (0d - COMIRNATY Not reported ICSR
10011883597 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area - - COVID-19
immunisation - Not
applicable - [n/a -
n/a - n/al)
EU-EC- 14/03/2022 |Spontaneous | Non European |Not available 12-17 |Not Male No COVID-19 (7d - COMIRNATY Not reported ICSR
10011883902 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area - Other Medically - COVID-19
Important immunisation - Not
Condition), applicable - [1d -
n/a - Intramuscular
Vaccination failure - More in ICSR])
(7d -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 14/03/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female [No Concussion (5min - |COMIRNATY Not reported ICSR
10011883953 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Economic - Caused/Prolonged |- COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d -
Road traffic accident |n/a -
(5min - Intramuscular])
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)
EU-EC- 14/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female [No Disturbance in COMIRNATY Not reported ICSR
10011884580 Professional |Economic Years |Specified attention (n/a - Not |[TOZINAMERAN] (S
Area Recovered/Not - COVID-19
Resolved - ), immunisation - Not
applicable - [n/a -
Headache (n/a - Not |n/a - n/al)
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 14/03/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Forearm fracture COMIRNATY Not reported ICSR
10011884583 Professional |European Years |Specified (5min - [TOZINAMERAN] (S
Economic Recovered/Resolved |- COVID-19
Area - Caused/Prolonged |immunisation - Not
Hospitalisation), applicable - [1d -
n/a-
Fracture Intramuscular])
displacement (5min -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)
EU-EC- 14/03/2022 | Spontaneous |Non Non Not available 12-17 |Not Male No Chest pain (n/a - Not | TOZINAMERAN Not reported ICSR
10011884972 Healthcare |European Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional |Economic Resolved - - COvVID-19
Area Caused/Prolonged immunisation - Not
Hospitalisation), applicable - [n/a -
n/a-
Electrocardiogram Intramuscular])
abnormal (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Myocarditis (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Troponin increased
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 14/03/2022 | Spontaneous Healthcare |Non Not available 12-17 |Not Female |No Labour pain (5min -  |COMIRNATY Not reported ICSR
10011885264 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Economic - Caused/Prolonged |- COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d -
Maternal exposure  |n/a -
timing unspecified Intramuscular])
(n/a - Unknown - )
EU-EC- 14/03/2022 |Spontaneous | Non European |Not available 12-17 |Adolescent |Female |No Headache (13d - COMIRNATY 30 Not reported ICSR
10011885476 Healthcare |Economic Years Recovered/Resolved |MICROGRAMS/DOSE
Professional |Area =) DISPERSION FOR
INJECTION COVID-
Pyrexia (13d - 19 MRNA VACCINE
Recovered/Resolved |(NUCLEOSIDE
- MODIFIED)
[TOZINAMERAN] (S
- Immunisation -
Not applicable - [n/a
-.3mL-
Intramuscular])
EU-EC- 14/03/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Syncope (n/a - COMIRNATY Not reported ICSR
10011885894 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Economic - Other Medically - COVID-19
Area Important Condition) |immunisation - Not
applicable - [1d -
n/a-
Intramuscular])
EU-EC- 14/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Arthritis (n/a - COMIRNATY Not reported ICSR
10011885913 Healthcare |Economic Years Unknown - ) [TOZINAMERAN] (S
Professional |Area - COVID-19
immunisation - Drug
withdrawn - [1d -
n/a - Intramuscular
- More in ICSR])
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EU-EC- 14/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No Vaccination site COMIRNATY Not reported ICSR
10011885922 Professional |Economic Years lymphadenopathy [TOZINAMERAN] (S
Area (n/a- - COVID-19
Recovering/Resolving |immunisation - Drug
-) withdrawn - [1d -
n/a-
Intramuscular])
EU-EC- 14/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Febrile convulsion COMIRNATY Not reported ICSR
10011886002 Professional |Economic Years (1d - [TOZINAMERAN] (S
Area Recovered/Resolved |- COVID-19
- Other Medically immunisation - Drug
Important withdrawn - [1d -
Condition), .3mL -
Intramuscular])
Pyrexia (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 14/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Headache (n/a - COMIRNATY COMIRNATY ICSR
10011886057 Professional |Economic Years Recovering/Resolving |[TOZINAMERAN] (S [[TOZINAMERAN] (C -
Area =), - COvVID-19 COVID-19
immunisation - Drug |immunisation - Drug
Nausea (n/a - withdrawn - [1d - withdrawn - [n/a -
Recovering/Resolving |n/a - n/a - Intramuscular])
=) Intramuscular])
Vaccination site
dysaesthesia (n/a -
Recovering/Resolving
EU-EC- 14/03/2022 | Spontaneous [Non European |Not available 12-17 |Adolescent |Male No Syncope (1d - COMIRNATY Not reported ICSR
10011886114 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area - - COVID-19
immunisation - Drug
withdrawn - [1d -
n/a - n/al)
EU-EC- 14/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Pyrexia (n/a - COMIRNATY Not reported ICSR
10011886116 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S
Professional |Area - - COVID-19
immunisation - Drug
withdrawn - [1d -
n/a - n/a])
EU-EC- 14/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No Pigmentation COMIRNATY [DRIED FERROUS ICSR
10011886185 Professional |Economic Years disorder (n/a - Not  |[TOZINAMERAN] (S |SULFATE, FERROUS
Area Recovered/Not - COVID-19 SULPHATE
Resolved - ) immunisation - Drug | SESQUIHYDRATE] (C
withdrawn - [1d - -n/fa-n/a-[n/a-
n/a - n/a]) n/a - n/a])
EU-EC- 13/03/2022 |Spontaneous | Non European |Not available 12-17 |Child Female |No Abdominal pain (n/a |COMIRNATY Not reported ICSR
10011873937 Healthcare |Economic Years - [TOZINAMERAN] (S
Professional |Area Recovering/Resolving |- COVID-19
- immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular -
More in ICSR])
EU-EC- 13/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011874378 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 13/03/2022 | Spontaneous |Non European |Not available 12-17 |Not Female [No Menstruation delayed | COMIRNATY Not reported ICSR
10011874405 Healthcare |Economic Years |Specified (n/a - Not [TOZINAMERAN] (S
Professional |Area Recovered/Not - Immunisation - n/a
Resolved - ) -[n/a-n/a-
Intramuscular])
EU-EC- 13/03/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Axillary pain (n/fa - |COMIRNATY Not reported ICSR
10011874410 Healthcare |Economic Years |Specified Recovering/Resolving |[TOZINAMERAN] (S
Professional |Area =) - Immunisation - n/a
-[n/a-n/a-
Dizziness (n/a - Intramuscular])
Unknown - ),
Groin pain (n/a -
Recovering/Resolving
=)
Lymph node pain
(nfa-
Recovering/Resolving
=)
Nausea (n/a -
Unknown - ),
Pain (n/a - Unknown
EU-EC- 13/03/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Axillary pain (n/fa - |COMIRNATY [COD-LIVER OIL] (C - |ICSR
10011874412 Healthcare |Economic Years |Specified Not Recovered/Not  |[TOZINAMERAN] (S |n/a-n/a-[n/a-n/a
Professional |Area Resolved - ), - Immunisation - n/a |- n/al),
-[n/a-n/a-
Discomfort (n/a - Intramuscular]) [POTASSIUM
Unknown - ), CHLORIDE,
AMMONIUM
Loss of personal CHLORIDE, CALCIUM
independence in GLUCONATE,
daily activities (n/a - POTASSIUM
Unknown - ), CITRATE] (C - n/a -
n/a-[n/fa-n/a-
Lymphadenopathy n/al)
(n/a - Not
Recovered/Not
Resolved - ),
Pruritus (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 13/03/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Bedridden (n/a - COMIRNATY [COLECALCIFEROL] |ICSR
10011874418 Healthcare |Economic Years |Specified Unknown - ), [TOZINAMERAN] (S |(C-n/a-n/a-),
Professional |Area - Immunisation - n/a
Dizziness (n/a - -[n/a-n/a- [FERROUS CHLORIDE
Recovered/Resolved |Intramuscular]) TETRAHYDRATE,
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With Sequelae - ), FERROUS ION] (C -
nfa-n/a-),
Headache (n/a -
Recovered/Resolved [METOPROLOL
With Sequelae - ), TARTRATE] (C -
Migraine - n/a - [n/a -
Migraine (n/a - 100mg - n/a]),
Unknown - ),
[OMEGA-3 FATTY
Pain (n/a - ACIDS] (C-n/a-n/a
Recovered/Resolved =)
With Sequelae - )
[VITAMINS NOS] (C -
nfa-n/a-)
EU-EC- 13/03/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Heavy menstrual COMIRNATY [LAMOTRIGINE] (C - |ICSR
10011874422 Healthcare |Economic Years |Specified bleeding (n/a - Not |[TOZINAMERAN] (S |Epilepsy - n/a - [n/a -
Professional |Area Recovered/Not - Immunisation - n/a |150mg - n/a])
Resolved - ), -[n/a-n/a-
Intramuscular])
Menstrual disorder
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 13/03/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Abdominal pain (n/a |COMIRNATY Not reported ICSR
10011874436 Healthcare |Economic Years |Specified - Unknown - ), [TOZINAMERAN] (S
Professional |Area - Immunisation - n/a
Menstruation delayed |- [n/a - n/a -
(n/a - Not Intramuscular])
Recovered/Not
Resolved - )
EU-EC- 13/03/2022 | Spontaneous [Non European |Not available 12-17 |Not Female |No Fatigue (n/a - Not COMIRNATY [ALIMEMAZINE] (C- |ICSR
10011874585 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S |n/a-n/a-[n/a-n/a
Professional |Area Resolved - ) - Immunisation - n/a |- n/al),
-[n/a-n/a-
Intramuscular]) [FLUOXETINE] (C -
n/a-n/a-[92d - n/a
- Oral])
EU-EC- 13/03/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Heavy menstrual COMIRNATY NOT AVAILABLE (C- |ICSR
10011874599 Healthcare |Economic Years |Specified bleeding (n/a - Not  |[TOZINAMERAN] (S |n/a-n/a-),
Professional |Area Recovered/Not - Immunisation - n/a
Resolved - ), -[n/a-n/a- [ASCORBIC ACID] (C
Intramuscular]) -nfa-nfa-),
Polymenorrhoea (n/a
- Not Recovered/Not [COD-LIVER OIL] (C -
Resolved - ) nfa-n/a-),
[DESOGESTREL] (C -
Contraception - n/a -
[n/a - n/a - n/a]),
[POTASSIUM
CHLORIDE,
AMMONIUM
CHLORIDE, CALCIUM
GLUCONATE,
POTASSIUM
CITRATE] (C - n/a -
nfa-),
[VITAMIN D] (C - n/a
-n/a-)
EU-EC- 13/03/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Abdominal pain (n/a |COMIRNATY Not reported ICSR
10011874600 Healthcare |Economic Years |Specified - Not Recovered/Not |[TOZINAMERAN] (S
Professional |Area Resolved - ), - Immunisation - n/a
-[n/a-n/a-
Epistaxis (n/a - Not |Intramuscular])
Recovered/Not
Resolved - ),
Headache (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 13/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011874692 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a - [n/a -
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 13/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011874702 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a - n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 12/03/2022 |Spontaneous | Non European |Not available 12-17 |Not Female [No Body temperature COMIRNATY Not reported ICSR
10011868294 Healthcare |Economic Years |Specified increased (1d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- COVID-19
=) immunisation - Not
applicable - [n/a -
Lymphadenopathy 1{DF} - n/a])
(3d-
Recovered/Resolved
-)
EU-EC- 12/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Erythema (6d - COMIRNATY Not reported ICSR
10011868399 Professional |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Area - - COVID-19
immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 12/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female [No Paraesthesia (0d - COMIRNATY Not reported ICSR
10011868436 Professional |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Area =), - COVID-19
immunisation - Not
Sensation of foreign |applicable - [n/a -
body (0d - n/a-
Recovered/Resolved |Intramuscular])
EU-EC- 12/03/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Myositis (n/a - COMIRNATY Not reported ICSR
10011868540 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
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Professional |Area With Sequelae - - COVID-19
Caused/Prolonged immunisation - Not
Hospitalisation) applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 12/03/2022 |Spontaneous | Non European |Not available 12-17 |Not Female [No Pain in extremity COMIRNATY Not reported ICSR
10011868679 Healthcare |Economic Years |Specified (n/a - Not [TOZINAMERAN] (S
Professional |Area Recovered/Not - COvVID-19
Resolved - ), immunisation - n/a -
[n/a-.3mL-
Paraesthesia (n/a -  |Intramuscular])
Not Recovered/Not
Resolved - )
EU-EC- 12/03/2022 |Spontaneous | Non European |Not available 12-17 |Not Male No Seizure (n/a - COMIRNATY Not reported ICSR
10011869045 Healthcare |Economic Years |Specified Recovering/Resolving |[TOZINAMERAN] (S
Professional |Area - Life Threatening) |- COVID-19
immunisation -
Unknown - [n/a -
1{DF} -
Intramuscular])
EU-EC- 12/03/2022 |Spontaneous | Non European |Not available 12-17 |Not Female |No Chest pain (n/a - COMIRNATY Not reported ICSR
10011869134 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area - Other Medically - COVID-19
Important immunisation - Not
Condition), applicable - [n/a -
1{DF} -
Diarrhoea (n/a - Intramuscular])
Recovered/Resolved
- Other Medically
Important
Condition),
Headache (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),
Nausea (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),
Neck pain (n/a -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 12/03/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Headache (n/a - Not |COMIRNATY Not reported ICSR
10011869169 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - - COVID-19
Disabling), immunisation -
Unknown - [n/a -
Nausea (n/a - Not 1{DF} -
Recovered/Not Intramuscular])
Resolved -
Disabling),
Pain in extremity
(n/a - Not
Recovered/Not
Resolved -
Disabling),
Pyrexia (n/a - Not
Recovered/Not
Resolved - Disabling)
EU-EC- 12/03/2022 |Spontaneous | Non European |Not available 12-17 |Not Female |No Headache (n/a - COMIRNATY Not reported ICSR
10011870417 Healthcare |Economic Years |Specified Recovering/Resolving |[TOZINAMERAN] (S
Professional |Area =) - COVID-19
immunisation - Not
Injection site pain applicable - [n/a -
(n/a- 1{DF} - n/a])
Recovered/Resolved
=)
Lymphadenopathy
(n/a -
Recovering/Resolving
Malaise (2d -
Recovered/Resolved
=)
Nausea (2d -
Recovered/Resolved
EU-EC- 12/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011871639 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a - n/a - [n/a -
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 12/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011871731 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 12/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011871745 Professional | Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a - n/a - [n/a -
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 12/03/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Chills (1h - COMIRNATY Not reported ICSR
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10011872041

Healthcare
Professional

Economic
Area

Years

Run Line Listing Report

Specified

Recovered/Resolved

i

Headache (4h -
Recovered/Resolved

»

Lymphadenopathy
(n/fa-
Recovering/Resolving

)

Myalgia (4d -
Recovered/Resolved

-)

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

EU-EC-
10011872113

12/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

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

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

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

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

Not reported

EU-EC-
10011873213

12/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

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

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

Not reported

=
@]
o

EU-EC-
10011873334

12/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

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

Not reported

i
(2]
el

EU-EC-
10011873350

12/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Menstruation delayed
(n/a - Unknown - ),

Menstruation
irregular (n/a -
Unknown - )

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

Not reported

v
@]
70

EU-EC-
10011873351

12/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

._.
(9]
Pl

EU-EC-
10011873352

12/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

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

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

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

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

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

Fatigue (n/a - Not
Recovered/Not

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

Not reported

e
]
70

56/63



30.11.2022 16.37

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

Run Line Listing Report

Resolved -
Caused/Prolonged
Hospitalisation),

Feeling cold (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),

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

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

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

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

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

Impaired quality of
life (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Impaired work ability
(n/a - Unknown -
Caused/Prolonged
Hospitalisation),

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

Loss of personal
independence in
daily activities (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

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

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

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

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

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

Poor quality sleep
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

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

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

Skin discolouration
(n/a - Not
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Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Social avoidant
behaviour (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Vision blurred (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 12/03/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Dysmenorrhoea (n/a |COMIRNATY [ASCORBIC ACID, ICSR
10011873354 Healthcare |Economic Years |Specified - Not Recovered/Not |[TOZINAMERAN] (S |MAGNESIUM OXIDE,
Professional |Area Resolved - ) - Immunisation - n/a |HEAVY, MAGNESIUM]
-[n/a-n/a- (C-nfa-nfa-),
Intramuscular])
[CYANOCOBALAMIN,
VITAMIN B12] (C -
n/a-n/a-)
EU-EC- 12/03/2022 |Spontaneous | Non European |Not available 12-17 |Not Female [No Back pain (n/a - Not |COMIRNATY Not reported ICSR
10011873395 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), - Immunisation - n/a
-[n/a-n/a-
Rash (n/a - Not Intramuscular])
Recovered/Not
Resolved - )
EU-EC- 11/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female [No Lymphadenopathy ~ |COMIRNATY Not reported ICSR
10011854532 Professional | Economic Years |Specified (n/a - Not [TOZINAMERAN] (S
Area Recovered/Not - n/a - Drug
Resolved - Other withdrawn - [n/a -
Medically Important |n/a -
Condition) Intramuscular])
EU-EC- 11/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Asthenia (n/a - Not |COMIRNATY Not reported ICSR
10011854535 Professional |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S
Area Resolved - Other - COVID-19
Medically Important  |immunisation - Drug
Condition), withdrawn - [n/a -
.3mL -
Gait disturbance (n/a |Intramuscular])
- Not Recovered/Not
Resolved - Other
Medically Important
Condition),
Muscular weakness
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Tremor (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 11/03/2022 |Spontaneous | Non European |Not available 12-17 |Not Female |No Urticaria (n/a - COMIRNATY Not reported ICSR
10011854566 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area - - COVID-19
immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 11/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Chest pain (n/a - COMIRNATY Not reported ICSR
10011854850 Professional |Economic Years |Specified Recovering/Resolving |[TOZINAMERAN] (S
Area - Caused/Prolonged |- n/a-n/a-[n/a-
Hospitalisation), n/a-
Intramuscular])
Troponin I increased
(n/a-
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 11/03/2022 |Spontaneous | Non European |Not available 12-17 |Not Female [No Dysmenorrhoea (n/a |COMIRNATY Not reported ICSR
10011856190 Healthcare |Economic Years |Specified - Unknown - ), [TOZINAMERAN] (S
Professional |Area - Immunisation - n/a
Fatigue (n/a - -[n/a-n/a-
Unknown - ), Intramuscular])
Headache (n/a -
Recovering/Resolving
=)
Heavy menstrual
bleeding (n/a -
Unknown - ),
Pain (n/a - Unknown
Syncope (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 11/03/2022 |Spontaneous | Healthcare |European |Not available 12-17 |Not Male No Myopericarditis (n/a - [COMIRNATY Not reported ICSR
10011856786 Professional |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Area - Caused/Prolonged |- COVID-19
Hospitalisation, immunisation - Not
Other Medically applicable - [1d -
Important Condition) |n/a -
Intramuscular])
EU-EC- 11/03/2022 |Spontaneous | Non European |Not available 12-17 |Adolescent |Male No Feeling hot (0d - COMIRNATY Not reported ICSR
10011856824 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S
Professional |Area =) - Immunisation - n/a
- [n/a-n/a-n/a])
Headache (0d -
Recovering/Resolving
Injection site pain
(2d -
Recovering/Resolving
https://dap.ema.europa.eu/analytics/saw.dlI?Go 58/63
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=)
Limb discomfort (0d
Recovered/Resolved
=)
Malaise (0d -
Recovering/Resolving
EU-EC- 11/03/2022 |Spontaneous | Non Non Not available 12-17 |Not Female |Yes Dyspnoea (n/a - COMIRNATY Not reported ICSR
10011857308 Healthcare |European Years |Specified Unknown - Other [TOZINAMERAN] (S
Professional |Economic Medically Important |- COVID-19
Area Condition), immunisation - Not
applicable - [n/a -
Lip swelling (n/a - n/a - n/al)
Unknown - Other
Medically Important
Condition),
Myocarditis (1d -
Recovered/Resolved
- Other Medically
Important
Condition),
Rash (n/a - Unknown
- Other Medically
Important Condition)
EU-EC- 11/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No Petechiae (n/a - COMIRNATY Not reported ICSR
10011857639 Professional |Economic Years Unknown - [TOZINAMERAN] (S
Area Caused/Prolonged - Immunisation - n/a
Hospitalisation), -[n/a-.3mL-
Subcutaneous])
Rash (n/a - Unknown
- Caused/Prolonged
Hospitalisation)
EU-EC- 11/03/2022 |Spontaneous | Non European |Not available 12-17 |Adolescent |Male No Chest pain (n/a - COMIRNATY Not reported ICSR
10011857656 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S
Professional |Area - Caused/Prolonged |- Immunisation - n/a
Hospitalisation), - [n/a-n/a-n/a])
Dyspnoea (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Myopericarditis (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 11/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011857915 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a -
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 11/03/2022 |Spontaneous | Non European |Not available 12-17 |Not Female |No Amenorrhoea (n/a - |COMIRNATY Not reported ICSR
10011858185 Healthcare |Economic Years |Specified Not Recovered/Not |[TOZINAMERAN] (S
Professional |Area Resolved - ) - COVID-19
immunisation - Not
applicable - [n/a -
n/a - n/al)
EU-EC- 11/03/2022 |Spontaneous | Non European |Not available 12-17 |Adolescent |Male No Headache (19d - Not |COMIRNATY Not reported ICSR
10011859154 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), - Immunisation - n/a
- [n/a-n/a-n/a])
Headache (19d -
Unknown - ),
Nausea (19d - Not
Recovered/Not
Resolved - ),
Vomiting (19d - Not
Recovered/Not
Resolved - )
EU-EC- 11/03/2022 |Spontaneous | Non European |Not available 12-17 |Adolescent |Male No Chills (3d - Not COMIRNATY Not reported ICSR
10011859432 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), - Immunisation - n/a
- [n/a-n/a-n/a])
Fatigue (2d - Not
Recovered/Not
Resolved - ),
Headache (2d - Not
Recovered/Not
Resolved - ),
Nausea (2d - Not
Recovered/Not
Resolved - ),
Pyrexia (2d -
Recovering/Resolving
-)
EU-EC- 11/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Dyspnoea (60min -  |COMIRNATY Not reported ICSR
10011859567 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area =) - COVID-19
immunisation - Not
Pyrexia (n/a - applicable - [n/a -
Unknown - ), 1{DF} -
Intramuscular])
Tremor (n/a -
Unknown - )
EU-EC- 11/03/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Lymphadenopathy | COMIRNATY Not reported ICSR
10011859602 Healthcare |Economic Years |Specified (n/a - Not [TOZINAMERAN] (S
Professional |Area Recovered/Not - COVID-19
Resolved - ), immunisation - Not
applicable - [n/a -
Pain (n/a - Not n/a - n/al)
Recovered/Not
Resolved - )
https://dap.ema.europa.eu/analytics/saw.dlI?Go 59/63
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EU-EC-
10011859978

11/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Run Line Listing Report

Adolescent

Female

No

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

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

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

Not reported

e
@)
pe]

EU-EC-
10011859994

11/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

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

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

Not reported

=
@)
Pl

EU-EC-
10011860223

11/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

C-reactive protein
increased (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

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

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

Not reported

._.
(9]
o

EU-EC-
10011860236

11/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

Loss of
consciousness (n/a -
Unknown - )

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

Not reported

—
[}
we]

EU-EC-
10011860243

11/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Abdominal pain (n/a

Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

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

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

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

Vaccination site
pallor (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

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

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

Not reported

v
@]
70

EU-EC-
10011860253

11/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

Vaccination site
reaction (n/a -
Unknown - )

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

Not reported

—
(9]
[92]
0

EU-EC-
10011860259

11/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Dysarthria (n/a -
Recovered/Resolved

)

Dyspnoea (n/a -
Recovered/Resolved

-

Headache (n/a -
Recovered/Resolved

)

Hypoaesthesia (n/a -
Recovered/Resolved
=)

Hypotonic-
hyporesponsive
episode (n/a -
Recovered/Resolved

=)

Malaise (n/a -
Recovered/Resolved
=)

Paraesthesia (n/a -
Recovered/Resolved

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

Not reported

=
9]
@)
Pl

EU-EC-
10011860325

11/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

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

Not available

12-17
Years

Not
Specified

Male

Asthenia (14d -
Recovered/Resolved
- Other Medically
Important
Condition),

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

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

Not reported

60/63
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Lethargy (14d -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 11/03/2022 |Spontaneous | Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011860811 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a - n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 11/03/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female [No Dyspnoea (n/a - COMIRNATY Not reported ICSR
10011860923 Professional |European Years |Specified Fatal - Results in [TOZINAMERAN] (S
Economic Death, Other - COVID-19
Area Medically Important  |immunisation - Not
Condition), applicable - [n/a -
n/a-
Headache (n/a - Intramuscular])
Unknown - ),
Seizure (n/a - Fatal -
Results in Death,
Other Medically
Important
Condition),
Somnolence (n/a -
Unknown - )
EU-EC- 11/03/2022 |Spontaneous | Non European |Not available 12-17 |Not Female [No Menstruation COMIRNATY Not reported ICSR
10011861435 Healthcare |Economic Years |Specified irregular (n/a - Not  |[TOZINAMERAN] (S
Professional |Area Recovered/Not - COVID-19
Resolved - ) immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 11/03/2022 |Spontaneous | Non European |Not available 12-17 |Not Female [No Amenorrhoea (n/fa - |COMIRNATY Not reported ICSR
10011861511 Healthcare |Economic Years |Specified Not Recovered/Not |[TOZINAMERAN] (S
Professional |Area Resolved - ) - COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 11/03/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Abdominal pain (n/a |COMIRNATY Not reported ICSR
10011861677 Healthcare |Economic Years |Specified - [TOZINAMERAN] (S
Professional |Area Recovering/Resolving |- COVID-19
=) immunisation - Not
applicable - [n/a -
Abdominal pain n/a - n/al)
upper (n/a -
Recovering/Resolving
=)
Chest pain (n/a -
Recovering/Resolving
Diarrhoea (n/a -
Recovering/Resolving
=)
Fatigue (n/a -
Recovering/Resolving
=)
Headache (n/a -
Recovering/Resolving
=)
Injection site
reaction (n/a -
Recovering/Resolving
=)
Skin disorder (n/a -
Recovering/Resolving
=)
Urticaria (n/a -
Recovering/Resolving
EU-EC- 11/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female [No Nasal congestion COMIRNATY Not reported ICSR
10011862089 Professional |Economic Years |Specified (n/a- [TOZINAMERAN] (S
Area Recovered/Resolved |- COVID-19
=) immunisation - Not
applicable - [1d -
Oropharyngeal pain |n/a -
(n/a- Intramuscular])
Recovered/Resolved
=)
Pyrexia (n/a -
Recovered/Resolved
=)
Rash (n/a -
Recovered/Resolved
EU-EC- 11/03/2022 |Spontaneous |Non European |Not available 12-17 |Not Female [No Intermenstrual COMIRNATY ANTICONCEPTIEPIL |ICSR
10011862329 Healthcare |Economic Years |Specified bleeding (6d - [TOZINAMERAN] (S |[NOT AVAILABLE] (C
Professional |Area Recovered/Resolved |- COVID-19 -n/a-nfa-[n/a-
-) immunisation - Not |n/a - n/a])
applicable - [n/a -
1{DF} - n/a])
EU-EC- 11/03/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female [No Appendicitis (5min - |COMIRNATY Not reported ICSR
10011862349 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Economic - Caused/Prolonged |- COVID-19
Area Hospitalisation, immunisation - Not
Other Medically applicable - [1d -
Important Condition) |n/a -
Intramuscular])
EU-EC- 11/03/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female [No Chest discomfort COMIRNATY Not reported ICSR
10011862357 Professional |European Years |Specified (n/a - Unknown - ), |[TOZINAMERAN] (S
Economic - COvVID-19
Area Pyrexia (n/a - Not immunisation - Not
Recovered/Not
https://dap.ema.europa.eu/analytics/saw.dlI?Go 61/63



30.11.2022 16.37

Run Line Listing Report

Resolved - Other
Medically Important
Condition)

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

EU-EC-
10011862358

11/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

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

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

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

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

Productive cough
(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 -
3mL -
Intramuscular])

Not reported

EU-EC-
10011862390

11/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

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

[CYPROTERONE
ACETATE,
ETHINYLESTRADIOL]
(C - Polycystic ovaries
- Drug withdrawn -
[n/a - n/a - Oral])

H
(9]
P

EU-EC-
10011862616

11/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Epstein-Barr virus
infection (n/a -
Unknown - ),

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

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

e
(%]
Pl

EU-EC-
10011862620

11/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

Pyrexia (2d -
Recovered/Resolved

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

Not reported

e
(%]
7o

EU-EC-
10011862728

11/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Myocarditis (4d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)

COMIRNATY
[TOZINAMERAN] (S
- COVID-19
immunisation - Drug
withdrawn - [1d -
3mL -
Intramuscular])

Not reported

e
@}
0

EU-EC-
10011862746

11/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Dizziness (10min -
Recovered/Resolved
- Other Medically
Important
Condition),

Tinnitus (10min -
Recovered/Resolved
- Other Medically
Important
Condition),

Vision blurred
(10min -
Recovered/Resolved
- Other Medically
Important Condition)

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

Not reported

i
)
Pl

EU-EC-
10011862767

11/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

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

Not available

12-17
Years

Child

Male

No

Immunisation
reaction (1d -
Recovered/Resolved

»

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

Not reported

i
(9]
we]
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& {F 4%+ Rows 9001 - 9500

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

Intramuscular])

1{DFy- ‘

Return - Refresh - Print - Export
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