30.11.2022 10.19

Line Listing Report
Time run: 30/11/2022 10:07:17

Run Line Listing Report

Primary

Suspect/interacting

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

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

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

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

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

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

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

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

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

EV : Source . Patient . . Drug List (Drug Conc_tal_'nitant/Not .
EU Local Gateway Primary Country Patient Age Group | Patient Parent |Reaction List PT Char - Indication PT Administered Drug List (Drug
Number Receipt Report Type |Source for Literature Reference Age (as per Sex Child | (Duration — Outcome |~ ‘Action taken - Char - Indication PT - Action
D Qualification Group P Report |- Seriousness Criteria) N taken - [Duration - Dose -
ate Regulatory reporter) [Duration - Dose - Route])
Purposes Route])
EU-EC- 21/12/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |[No Chills (1d - COMIRNATY Not reported
10011020585 Healthcare |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S
Professional |Area A - COVID-19
immunisation - Not
Fatigue (n/a - applicable - [n/a -
Recovering/Resolving |1{DF} - n/a])
=)
Headache (n/a - Not
Recovered/Not
Resolved - ),
Injection site
erythema (n/a -
Recovering/Resolving
=)
Injection site
inflammation (n/a -
Recovering/Resolving
=)
Injection site pain
(n/a -
Recovering/Resolving
=)
Injection site swelling
(n/a-
Recovering/Resolving
=)
Injection site warmth
(n/a-
Recovering/Resolving
Nausea (8h -
Recovered/Resolved -
,
Pyrexia (n/a -
Recovering/Resolving
EU-EC- 21/12/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Carditis (n/a - COMIRNATY Not reported
10011020868 Professional |European Years |Specified Unknown - Other [TOZINAMERAN] (S
Economic Medically Important |- COVID-19
Area Condition) immunisation - Not
applicable - [n/a -
n/a - n/a])
EU-EC- 21/12/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Seizure (n/a - COMIRNATY Not reported
10011020871 Professional |European Years |Specified Unknown - Other [TOZINAMERAN] (S
Economic Medically Important |- COVID-19
Area Condition), immunisation - Not
applicable - [n/a -
Syncope (n/a - n/a - n/a])
Unknown - Other
Medically Important
Condition)
EU-EC- 21/12/2021 |Spontaneous |Non Non Not available 12-17 |Not Male No Chest pain (n/a - COMIRNATY Not reported
10011020893 Healthcare |European Years |Specified Unknown - Other [TOZINAMERAN] (S
Professional | Economic Medically Important |- COVID-19
Area Condition), immunisation - Not

applicable - [n/a -
n/a - n/al)
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Tachycardia (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 21/12/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female [No Angioedema (n/a - COMIRNATY Not reported
10011020897 Professional |European Years |Specified Unknown - Other [TOZINAMERAN] (S
Economic Medically Important |- COVID-19
Area Condition), immunisation - Not
applicable - [n/a -
Dysphagia (n/a - n/a - n/a])
Unknown - ),
Paraesthesia (n/a -
Unknown - )
EU-EC- 21/12/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Blood pressure COMIRNATY Not reported
10011020898 Professional |European Years |Specified decreased (n/a - [TOZINAMERAN] (S
Economic Unknown - ), - COVID-19
Area immunisation - Not
Chest pain (n/a - applicable - [1d -
Unknown - ), n/a - n/al)
Pericarditis (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 21/12/2021 |Spontaneous |Non Non Not available 12-17 |Not Male No Pericarditis (n/a - Not |TOZINAMERAN Not reported
10011020908 Healthcare |European Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional | Economic Resolved - - COVID-19
Area Caused/Prolonged immunisation - Not
Hospitalisation) applicable - [1d -
n/a - n/a])
EU-EC- 21/12/2021 |Spontaneous |Non Non Not available 12-17 |Not Female |No COVID-19 (n/a - COMIRNATY Not reported
10011020980 Healthcare |European Years |Specified Unknown - Other [TOZINAMERAN] (S
Professional |Economic Medically Important |- COVID-19
Area Condition), immunisation - Not
applicable - [n/a -
Drug ineffective (n/a - |n/a - n/a])
Unknown - Other
Medically Important
Condition)
EU-EC- 21/12/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female [No Diabetes mellitus (n/a | COMIRNATY Not reported
10011021186 Professional |European Years |Specified - Not Recovered/Not  |[TOZINAMERAN] (S
Economic Resolved - Other - COVID-19
Area Medically Important  |immunisation - Not
Condition) applicable - [n/a -
n/a - n/a])
EU-EC- 21/12/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Application site pain | COMIRNATY Not reported
10011021887 Healthcare |Economic Years (n/a - Unknown - ), |[TOZINAMERAN] (S
Professional |Area -nfa-nfa-[n/a-
Arthralgia (n/a - n/a-
Unknown - ), Intramuscular])
Diarrhoea (n/a -
Unknown - ),
Fatigue (n/a -
Unknown - ),
Headache (n/a -
Unknown - )
EU-EC- 21/12/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Lethargy (n/a - COMIRNATY Not reported
10011022098 Professional |European Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S
Economic A - COVID-19
Area immunisation - Not
Loss of consciousness |applicable - [n/a -
(n/a- n/a - n/al)
Recovered/Resolved -
Other Medically
Important Condition),
Malaise (n/a -
Recovered/Resolved -
EU-EC- 21/12/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female [No Syncope (n/a - COMIRNATY Not reported
10011022106 Professional |European Years |Specified Unknown - Other [TOZINAMERAN] (S
Economic Medically Important |- COVID-19
Area Condition) immunisation - Not
applicable - [n/a -
n/a - n/a])
EU-EC- 21/12/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest pain (n/a - Not |COMIRNATY Not reported
10011022128 Professional |European Years |Specified Recovered/Not [TOZINAMERAN] (S
Economic Resolved - ), - COVID-19
Area immunisation - Not
Myocarditis (n/a - Not |applicable - [1d -
Recovered/Not n/a - n/a])
Resolved - Other
Medically Important
Condition)
EU-EC- 21/12/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest pain (n/a - COMIRNATY Not reported
10011022132 Professional |European Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S
Economic ) - COVID-19
Area immunisation - Not
Dyspnoea (n/a - applicable - [n/a -
Recovered/Resolved - |n/a - n/a])
Pericarditis (n/a -
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 21/12/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Syncope (n/a - COMIRNATY Not reported
10011022141 Professional |European Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S
Economic Other Medically - COVID-19
Area Important Condition) |immunisation - Not
applicable - [1d -
n/a - n/al)
EU-EC- 21/12/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest pain (n/a - COMIRNATY Not reported
10011022158 Professional |European Years |Specified Recovering/Resolving |[TOZINAMERAN] (S
Economic =), - COVID-19
Area immunisation - Not
Pericarditis (n/a - applicable - [1d -
Recovering/Resolving |n/a - n/a])
- Other Medically
Important Condition)
EU-EC- 21/12/2021 |Spontaneous |Non Non Not available 12-17 |Not Female |No Diarrhoea (n/a - COMIRNATY Not reported
10011022165 Healthcare |European Years |Specified Recovering/Resolving |[TOZINAMERAN] (S
Professional - Other Medically - COVID-19
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Economic Important Condition), |immunisation - Not
Area applicable - [n/a -
Nausea (n/a - n/a - n/a])
Recovered/Resolved -
Other Medically
Important Condition),
Peripheral swelling
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Pyrexia (n/a -
Recovering/Resolving
- Other Medically
Important Condition),
Syncope (n/a -
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 21/12/2021 |Spontaneous |Non Non Not available 12-17 |Not Female |No Fall (n/a - Unknown - |TOZINAMERAN Not reported
10011022168 Healthcare |European Years |Specified ) [TOZINAMERAN] (S
Professional | Economic - COVID-19
Area Loss of consciousness |immunisation - Not
(n/a - Unknown - applicable - [n/a -
Other Medically nfa-
Important Condition), |Intramuscular])
Syncope (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 21/12/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Myocarditis (n/a - COMIRNATY Not reported
10011022169 Professional |European Years |Specified Unknown - Other [TOZINAMERAN] (S
Economic Medically Important |- COVID-19
Area Condition) immunisation - Not
applicable - [n/a -
n/a - n/al)
EU-EC- 21/12/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Chest pain (n/a - Not |COMIRNATY Not reported
10011022171 Professional |European Years |Specified Recovered/Not [TOZINAMERAN] (S
Economic Resolved - ), - COVID-19
Area immunisation - Not
Dyspnoea (n/a - Not |applicable - [n/a -
Recovered/Not n/a - n/al)
Resolved - ),
Fibrin D dimer
increased (n/a - Not
Recovered/Not
Resolved - ),
Pericarditis (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 21/12/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Pericarditis (n/a - COMIRNATY Not reported
10011022203 Professional |European Years |Specified Unknown - Other [TOZINAMERAN] (S
Economic Medically Important |- COVID-19
Area Condition) immunisation - Not
applicable - [n/a -
n/a - n/a])
EU-EC- 21/12/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Electrocardiogram ST |COMIRNATY Not reported
10011022227 Professional |European Years |Specified segment elevation [TOZINAMERAN] (S
Economic (n/a - Not - COVID-19
Area Recovered/Not immunisation - Not
Resolved - Other applicable - [1d -
Medically Important  |n/a - n/a])
Condition),
Pericarditis (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 21/12/2021 | Spontaneous |Healthcare  |Non Not available 12-17 |Not Female |No Seizure (n/a - COMIRNATY Not reported
10011022252 Professional |European Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S
Economic Other Medically - COVID-19
Area Important Condition), |immunisation - Not
applicable - [n/a -
Tachycardia (n/a - n/a - n/a])
Recovered/Resolved -
EU-EC- 21/12/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Syncope (n/a - COMIRNATY Not reported
10011022266 Professional |European Years |Specified Unknown - Other [TOZINAMERAN] (S
Economic Medically Important |- COVID-19
Area Condition) immunisation - Not
applicable - [n/a -
n/a - n/al)
EU-EC- 21/12/2021 |Spontaneous |Non Non Not available 12-17 |Not Female |No Cough (n/a - Not TOZINAMERAN Not reported
10011022295 Healthcare |European Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional | Economic Resolved - - COVID-19
Area Caused/Prolonged immunisation - Not
Hospitalisation), applicable - [1d -
n/a - n/al)
Dyspnoea (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Pain (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Palpitations (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Pericarditis (n/a - Not
Recovered/Not
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Resolved -
Caused/Prolonged
Hospitalisation, Other
Medically Important
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Condition),
Wheezing (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 21/12/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Pancreatitis (n/a - COMIRNATY Not reported
10011022308 Professional |European Years |Specified Unknown - Other [TOZINAMERAN] (S
Economic Medically Important |- COVID-19
Area Condition) immunisation - Not
applicable - [n/a -
n/a - n/a])
EU-EC- 21/12/2021 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Ovarian cyst ruptured |COMIRNATY Not reported
10011022329 Professional |European Years |Specified (n/a - Unknown - [TOZINAMERAN] (S
Economic Other Medically - COVID-19
Area Important Condition) |immunisation - Not
applicable - [n/a -
n/a - n/al])
EU-EC- 21/12/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Breast tenderness COMIRNATY Not reported
10011022686 Healthcare |Economic Years |Specified (n/a - Not [TOZINAMERAN] (S
Professional |Area Recovered/Not - Immunisation -
Resolved - ), n/fa-[n/fa-n/a-
Intramuscular])
Dysmenorrhoea (n/a -
Unknown - ),
Menstruation irregular
(n/a - Not
Recovered/Not
Resolved - ),
Nausea (n/a -
Recovering/Resolving
EU-EC- 21/12/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Cardiac infection (n/a |COMIRNATY Not reported
10011022796 Professional |European Years |Specified - Not Recovered/Not |[TOZINAMERAN] (S
Economic Resolved - Other - COVID-19
Area Medically Important  |immunisation - Not
Condition), applicable - [n/a -
n/a - n/al)
Lethargy (n/a - Not
Recovered/Not
Resolved - ),
Vaccination site
reaction (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 21/12/2021 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Malaise (n/a - COMIRNATY Not reported
10011022817 Professional |European Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S
Economic ), - COVID-19
Area immunisation - Not
Myocarditis (n/a - applicable - [1d -
Recovered/Resolved - |n/a - n/a])
Other Medically
Important Condition),
Palpitations (n/a -
Recovered/Resolved -
EU-EC- 21/12/2021 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest pain (n/a - Not |COMIRNATY Not reported
10011022829 Professional |European Years |Specified Recovered/Not [TOZINAMERAN] (S
Economic Resolved - ), - COVID-19
Area immunisation - Not
Dyspnoea (n/a - Not |applicable - [1d -
Recovered/Not n/a - n/a])
Resolved - ),
Pericarditis (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 21/12/2021 | Spontaneous |Non European |Not available 12-17 |Not Male No Arthralgia (3d - COMIRNATY Not reported
10011022903 Healthcare |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S
Professional |Area Disabling), - COVID-19
immunisation - Not
Chills (3d - applicable - [n/a -
Recovered/Resolved - |n/a - n/a])
Disabling),
Decreased appetite
(3d -
Recovered/Resolved -
Disabling),
Fatigue (3d -
Recovered/Resolved -
Disabling),
Feeling cold (3d -
Recovered/Resolved -
Disabling),
Headache (3d -
Recovered/Resolved -
Disabling),
Hypersomnia (3d -
Recovered/Resolved -
Disabling),
Injection site reaction
(3d-
Recovered/Resolved -
Disabling),
Myalgia (3d -
Recovered/Resolved -
Disabling),
Nausea (3d -
Recovered/Resolved -
Disabling),

4/62



30.11.2022 10.19

Run Line Listing Report

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

Pyrexia (3d -
Recovered/Resolved -
Disabling)
EU-EC- 21/12/2021 |Spontaneous |Non Non Not available 12-17 |Not Male No COVID-19 (n/a - COMIRNATY Not reported
10011023001 Healthcare |European Years |Specified Unknown - Other [TOZINAMERAN] (S
Professional | Economic Medically Important |- COVID-19
Area Condition), immunisation - Not
applicable - [n/a -
Drug ineffective (n/a - |n/a -
Unknown - Other Intramuscular])
Medically Important
Condition)
EU-EC- 21/12/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Renal impairment COMIRNATY Not reported
10011023050 Professional |European Years |Specified (n/a - Unknown - [TOZINAMERAN] (S
Economic Caused/Prolonged - COVID-19
Area Hospitalisation, Other |immunisation - Not
Medically Important  |applicable - [n/a -
Condition) n/a - n/al)
EU-EC- 21/12/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Dyspnoea (n/a - Not |COMIRNATY Not reported
10011023063 Professional |European Years |Specified Recovered/Not [TOZINAMERAN] (S
Economic Resolved - ), - COVID-19
Area immunisation - Not
Myocarditis (n/a - Not |applicable - [n/a -
Recovered/Not n/a - n/al)
Resolved - Other
Medically Important
Condition)
EU-EC- 21/12/2021 |Spontaneous |Non Non Not available 12-17 |Not Male No Pharyngeal swelling  |COMIRNATY Not reported
10011023065 Healthcare |European Years |Specified (n/a- [TOZINAMERAN] (S
Professional | Economic Recovered/Resolved - |- COVID-19
Area Other Medically immunisation - Not
Important Condition), |applicable - [1d -
n/a - n/a])
Pruritus (n/a -
Recovered/Resolved -
Other Medically
Important Condition),
Pruritus (n/a -
Unknown - Other
Medically Important
Condition),
Rash macular (n/a -
Unknown - Other
Medically Important
Condition),
Skin reaction (1d -
Recovered/Resolved -
Other Medically
Important Condition),
Swelling (n/a -
Recovered/Resolved -
Other Medically
Important Condition),
Swelling (n/a -
Unknown - Other
Medically Important
Condition),
Urticaria (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 21/12/2021 | Spontaneous |Non Non Not available 12-17 |Not Female |No Eye swelling (n/a - TOZINAMERAN [CARBAMAZEPINE] (C -
10011023067 Healthcare |European Years |Specified Recovering/Resolving |[TOZINAMERAN] (S |Temporal lobe epilepsy - n/a -
Professional |Economic - Other Medically - COVID-19 [n/a - 600mg - n/a]),
Area Important Condition), |immunisation - Not
applicable - [1d - [FEXOFENADINE,
Fatigue (n/a - n/a - n/al) FEXOFENADINE
Recovered/Resolved - HYDROCHLORIDE] (C -
Other Medically Seasonal allergy - n/a - [n/a -
Important Condition), n/a - n/a]),
Feeling abnormal (n/a [LORATADINE] (C - Seasonal
- Recovered/Resolved allergy - n/a - [n/a-n/a-
- Other Medically n/al)
Important Condition),
Swelling (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 21/12/2021 | Spontaneous |Healthcare  |Non Not available 12-17 |Not Male No Immune COMIRNATY [DEXAMFETAMINE] (C - n/a -
10011023074 Professional |European Years |Specified thrombocytopenia [TOZINAMERAN] (S |n/a - [n/a - n/a - n/a])
Economic (n/a - Not - COVID-19
Area Recovered/Not immunisation - Not
Resolved - Other applicable - [1d -
Medically Important  |n/a - n/a])
Condition)
EU-EC- 21/12/2021 |Spontaneous | Healthcare |Non Not available 12-17 |Not Female |No Chest pain (n/a - Not |COMIRNATY Not reported
10011023118 Professional |European Years |Specified Recovered/Not [TOZINAMERAN] (S
Economic Resolved - ), - COVID-19
Area immunisation - Not
Myocarditis (n/a - Not |applicable - [1d -
Recovered/Not n/a - n/a])
Resolved - Other
Medically Important
Condition),
Troponin increased
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 21/12/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Dyspnoea (n/a - Not  |COMIRNATY [A/HONG KONG/4801/2014
10011023549 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S |(H3N2)-LIKE STRAIN
Professional |Area Resolved - ), - COVID-19 (A/HONG KONG/4801/2014,
immunisation - Not |X-263B),
Injection site applicable - [n/a - | B/BRISBANE/60/2008-LIKE
erythema (3d - 1{DF} - n/a]) STRAIN
Recovered/Resolved - (B/BRISBANE/60/2008, WILD
), TYPE), A/CALIFORNIA/7/2009
(H1N1)PDMO09-DERIVED
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Injection site
inflammation (3d -
Recovered/Resolved -

»

Injection site pain (3d
- Recovered/Resolved

-

Injection site swelling
(3d-
Recovered/Resolved -

i

Myalgia (2d -
Recovered/Resolved -

»

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

STRAIN USED (NYMC X-181),
A/HONG KONG/4801/2014
(H3N2)-LIKE STRAIN
(A/HONG KONG/4801/2014,
X-263B),
B/BRISBANE/60/2008-LIKE
STRAIN
(B/BRISBANE/60/2008, WILD
TYPE), A/MICHIGAN/45/2015
(H1IN1)PDMO9-LIKE STRAIN
(A/SINGAPORE/GP1908/2015,
IVR-180), INFLUENZA
VACCINE] (C-n/a-n/a-
[n/a - n/a - n/a])

EU-EC-
10011023578

21/12/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

COMIRNATY
CONCENTRATE FOR
DISPERSION FOR
INJECTION COVID-
19 MRNA VACCINE
(NUCLEOSIDE
MODIFIED)
[TOZINAMERAN] (S
-nfa-nfa-[nfa-
3mL -
Intramuscular])

Not reported

EU-EC-
10011025071

21/12/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Pyrexia (4d -
Recovered/Resolved -
Life Threatening),

Syncope (0d -
Recovered/Resolved -
Life Threatening)

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

n/a - n/al)

Not reported

EU-EC-
10011025365

21/12/2021

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),

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

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

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

Not reported

EU-EC-
10011025381

21/12/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

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

Not reported

EU-EC-
10011025924

21/12/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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

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

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

Not reported

EU-EC-
10011026507

21/12/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Chest pain (n/a -
Recovered/Resolved -

)

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

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

Not reported

EU-EC-
10011026516

21/12/2021

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

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Arthralgia (n/a -
Unknown - ),

Arthritis (n/a -
Unknown - ),

Chest pain (n/a -
Unknown - ),

Diarrhoea (n/a -
Unknown - ),

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

Poor quality sleep
(n/a - Unknown - ),

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

Not reported

6/62



30.11.2022 10.19

Run Line Listing Report

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

Vomiting (n/a -
Unknown - )
EU-EC- 21/12/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Myocarditis (n/a - Not | COMIRNATY Not reported
10011027069 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - - Immunisation -
Caused/Prolonged n/a-[n/a - 2{DF} -
Hospitalisation) n/al)
EU-EC- 21/12/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Myocarditis (n/a - Not | COMIRNATY Not reported
10011027072 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - - Immunisation -
Caused/Prolonged n/a-[n/a - 2{DF} -
Hospitalisation) n/al)
EU-EC- 21/12/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Abdominal pain upper | COMIRNATY Not reported
10011027098 Healthcare |Economic Years (7d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved - |- Immunisation -
) n/a-[n/fa-n/a-
n/a])
Headache (6d -
Recovered/Resolved -
)
Headache (n/a - Not
Recovered/Not
Resolved - ),
Injection site pain (6d
- Recovered/Resolved
=)
Injection site pain
(n/a - Not
Recovered/Not
Resolved - ),
Pyrexia (2d -
Recovered/Resolved -
)
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 21/12/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Chest pain (1d - COMIRNATY Not reported
10011027407 Professional |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S
Area , -nfa-nfa-[n/a-
n/a-
Cough (6d - Intramuscular])
Recovered/Resolved -
Oropharyngeal pain
( -
Recovered/Resolved -
)
Respiratory distress
Recovered/Resolved -
EU-EC- 21/12/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Pain in extremity (n/a |COMIRNATY [BUDESONIDE] (C - n/a - n/a
10011027655 Professional |Economic Years |Specified - Not Recovered/Not |[TOZINAMERAN] (S |- [n/a - n/a - n/a]),
Area Resolved - ) - COVID-19
immunisation - Not |[SALBUTAMOL, SALBUTAMOL
applicable - [n/fa- |SULFATE] (C-n/a-n/a-[n/a
n/a- -n/a-n/a))
Intramuscular])
EU-EC- 21/12/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Application site pain | COMIRNATY Not reported
10011027750 Healthcare |Economic Years (n/a - Not [TOZINAMERAN] (S
Professional |Area Recovered/Not -nfa-nfa-[nfa-
Resolved - ), n/a-
Intramuscular])
Chills (n/a - Unknown
=)
Headache (n/a -
Unknown - ),
Nausea (n/a -
Unknown - ),
Pyrexia (n/a -
Unknown - )
EU-EC- 21/12/2021 |Spontaneous |Non European |Not available 12-17 |Not Male Yes Eczema eyelids (n/a - |COMIRNATY Not reported
10011027792 Healthcare |Economic Years |Specified Unknown - Other [TOZINAMERAN] (S
Professional |Area Medically Important |- COVID-19
Condition), immunisation - Not
applicable - [1d -
Myocarditis (n/a - n/a - n/al)
Recovering/Resolving
- Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition)
EU-EC- 21/12/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Chest pain (n/a - Not |COMIRNATY Not reported
10011027813 Professional |European Years |Specified Recovered/Not [TOZINAMERAN] (S
Economic Resolved - ), - COVID-19
Area immunisation - Not
Myocarditis (n/a - Not |applicable - [n/a -
Recovered/Not n/a - n/a])
Resolved - Other
Medically Important
Condition),
Troponin increased
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 21/12/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female [No Colitis ulcerative (n/fa |COMIRNATY Not reported
10011027814 Professional |European Years |Specified - Not Recovered/Not |[TOZINAMERAN] (S
Economic Resolved - Other - COVID-19
Area Medically Important  |immunisation - Not
Condition) applicable - [n/a -
n/a - n/a])
EU-EC- 21/12/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Appendicitis (n/a - COMIRNATY Not reported
10011027820 Professional |European Years |Specified Not Recovered/Not [TOZINAMERAN] (S
Economic Resolved - Other - COVID-19
Area Medically Important  |immunisation - Not
Condition)
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applicable - [1d -
n/a - n/a)
EU-EC- 21/12/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Myocarditis (n/a - COMIRNATY Not reported
10011027826 Professional |European Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S
Economic Caused/Prolonged - COVID-19
Area Hospitalisation) immunisation - Not
applicable - [1d -
n/a - Unknown])
EU-EC- 21/12/2021 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Myocarditis (n/a - COMIRNATY Not reported
10011027834 Professional |European Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S
Economic Caused/Prolonged - COVID-19
Area Hospitalisation) immunisation - Not
applicable - [1d -
n/a - Unknown])
EU-EC- 21/12/2021 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Syncope (n/a - COMIRNATY Not reported
10011027838 Professional |European Years |Specified Unknown - Other [TOZINAMERAN] (S
Economic Medically Important |- COVID-19
Area Condition) immunisation - Not
applicable - [n/a -
n/a - n/a])
EU-EC- 21/12/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest pain (n/a - Not |COMIRNATY Not reported
10011027850 Professional |European Years |Specified Recovered/Not [TOZINAMERAN] (S
Economic Resolved - ), - COVID-19
Area immunisation - Not
Pericarditis (n/a - Not |applicable - [n/a -
Recovered/Not n/a - n/a])
Resolved - Other
Medically Important
Condition)
EU-EC- 21/12/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Chest pain (n/a - COMIRNATY Not reported
10011027851 Professional |European Years |Specified Unknown - Other [TOZINAMERAN] (S
Economic Medically Important |- COVID-19
Area Condition), immunisation - Not
applicable - [1d -
Pericarditis (n/a - n/a - n/a])
Unknown - Other
Medically Important
Condition)
EU-EC- 21/12/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Contusion (n/a - Not |COMIRNATY Not reported
10011027854 Professional |European Years |Specified Recovered/Not [TOZINAMERAN] (S
Economic Resolved - ), - COVID-19
Area immunisation - Not
Gingival bleeding (n/a |applicable - [n/a -
- Not Recovered/Not |n/a - n/a])
Resolved - ),
Petechiae (n/a - Not
Recovered/Not
Resolved - ),
Thrombocytopenia
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 21/12/2021 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Chills (n/a - COMIRNATY Not reported
10011027855 Professional |European Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S
Economic , - COVID-19
Area immunisation - Not
Paraesthesia (n/a - applicable - [1d -
Recovered/Resolved - |n/a - n/a])
]
Syncope (n/a -
Recovered/Resolved -
Other Medically
Important Condition),
Vision blurred (n/a -
Recovered/Resolved -
EU-EC- 21/12/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest pain (n/a - Not |COMIRNATY Not reported
10011027862 Professional |European Years |Specified Recovered/Not [TOZINAMERAN] (S
Economic Resolved - Other - COVID-19
Area Medically Important  |immunisation - Not
Condition), applicable - [1d -
n/a - n/al)
Dyspnoea (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Pericarditis (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 21/12/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Bell's palsy (n/a - COMIRNATY Not reported
10011027871 Professional |European Years |Specified Unknown - [TOZINAMERAN] (S
Economic Caused/Prolonged - COVID-19
Area Hospitalisation) immunisation - Not
applicable - [1d -
n/a - Unknown])
EU-EC- 21/12/2021 |Spontaneous |Healthcare  |Non Not available 12-17 |Not Male No Asymptomatic COMIRNATY Not reported
10011027877 Professional |European Years |Specified COVID-19 (n/a - [TOZINAMERAN] (S
Economic Unknown - - COVID-19
Area Caused/Prolonged immunisation - Not
Hospitalisation, Other |applicable - [1d -
Medically Important  |n/a - n/a])
Condition),
Vaccination failure
(n/a - Unknown -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition)
EU-EC- 21/12/2021 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Myocarditis (n/a - COMIRNATY Not reported
10011027895 Professional |European Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S
Economic Caused/Prolonged - COVID-19
Area Hospitalisation) immunisation - Not
applicable - [1d -
n/a - Unknown])
EU-EC- 21/12/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Immune COMIRNATY Not reported
10011027904 Professional |European Years |Specified thrombocytopenia [TOZINAMERAN] (S
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Economic (n/a - Unknown - - COVID-19
Area Caused/Prolonged immunisation - Not
Hospitalisation) applicable - [1d -
n/a - Unknown])
EU-EC- 21/12/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest discomfort (n/a | COMIRNATY Not reported
10011027909 Professional |European Years |Specified - Not Recovered/Not |[TOZINAMERAN] (S
Economic Resolved - ), - COVID-19
Area immunisation - Not
Chest pain (n/a - Not |applicable - [1d -
Recovered/Not n/a - n/a])
Resolved - ),
Dyspnoea (n/a - Not
Recovered/Not
Resolved - ),
Electrocardiogram
abnormal (n/a - Not
Recovered/Not
Resolved - ),
Pericarditis (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Platelet count
decreased (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 21/12/2021 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest pain (n/a - COMIRNATY Not reported
10011027914 Professional |European Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S
Economic ) - COVID-19
Area immunisation - Not
Loss of consciousness |applicable - [n/a -
(n/a- n/a - n/al)
Recovered/Resolved -
Other Medically
Important Condition),
Malaise (n/a -
Recovered/Resolved -
EU-EC- 21/12/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest pain (n/a - COMIRNATY Not reported
10011027943 Professional |European Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S
Economic , - COVID-19
Area immunisation - Not
Pericarditis (n/a - applicable - [1d -
Recovered/Resolved - |n/a - n/a])
Other Medically
Important Condition),
Pleuritic pain (n/a -
Recovered/Resolved -
EU-EC- 21/12/2021 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Malaise (n/a - Not COMIRNATY Not reported
10011027953 Professional |European Years |Specified Recovered/Not [TOZINAMERAN] (S
Economic Resolved - ), - COVID-19
Area immunisation - Not
Syncope (n/a - Not  |applicable - [1d -
Recovered/Not n/a-
Resolved - Other Intramuscular])
Medically Important
Condition)
EU-EC- 21/12/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Abdominal pain upper | COMIRNATY Not reported
10011028160 Professional |European Years |Specified (n/a - Unknown - [TOZINAMERAN] (S
Economic Other Medically - COVID-19
Area Important Condition), |immunisation - Not
applicable - [1d -
Headache (n/a - n/a-
Unknown - Other Intramuscular])
Medically Important
Condition),
Pyrexia (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 21/12/2021 |Spontaneous |Non Non Not available 12-17 |Not Female [No Angina pectoris (n/a - |COMIRNATY Not reported
10011028161 Healthcare |European Years |Specified Unknown - Other [TOZINAMERAN] (S
Professional | Economic Medically Important |- COVID-19
Area Condition), immunisation - Not
applicable - [1d -
Body temperature n/a - n/a])
increased (n/a -
Unknown - ),
Dyspnoea (n/a -
Unknown - ),
Headache (n/a -
Unknown - ),
Vaccination site pain
(n/a - Unknown - )
EU-EC- 21/12/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Headache (n/a - COMIRNATY Not reported
10011028193 Professional |European Years |Specified Unknown - ), [TOZINAMERAN] (S
Economic - COVID-19
Area Hyperacusis (n/a - immunisation - Not
Unknown - ), applicable - [1d -
n/a - n/a])
Immunisation
reaction (n/a -
Unknown - ),
Malaise (n/a -
Unknown - ),
Orthostatic
intolerance (n/a -
Unknown - ),
Somatic symptom
disorder (n/a -
Unknown - ),
Transient ischaemic
attack (n/a -

9/62



30.11.2022 10.19

Run Line Listing Report

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

Unknown - Other
Medically Important
Condition)
EU-EC- 21/12/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female [No Renal impairment COMIRNATY Not reported
10011028219 Professional |European Years |Specified (n/a - Unknown - [TOZINAMERAN] (S
Economic Caused/Prolonged - COVID-19
Area Hospitalisation, Other |immunisation - Not
Medically Important  |applicable - [n/a -
Condition) n/a - n/al)
EU-EC- 21/12/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female [No Asthenia (30min - COMIRNATY Not reported
10011028324 Professional |European Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S
Economic A - COVID-19
Area immunisation - Not
Dizziness (30min - applicable - [1d -
Recovered/Resolved - |n/a -
) Intramuscular])
Hypotension (30min -
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 21/12/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Menstruation delayed |COMIRNATY Not reported
10011028998 Professional | Economic Years (n/a - Not [TOZINAMERAN] (S
Area Recovered/Not - COVID-19
Resolved - ) immunisation - n/a
-[1d - .3mL -
Intramuscular])
EU-EC- 21/12/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Amenorrhoea (nfa - |COMIRNATY Not reported
10011029012 Professional |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S
Area ) - COVID-19
immunisation - n/a
-[22d - .3mL -
Intramuscular])
EU-EC- 21/12/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Amenorrhoea (nfa - |COMIRNATY Not reported
10011029038 Professional |Economic Years Not Recovered/Not  |[TOZINAMERAN] (S
Area Resolved - ) - COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 21/12/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Amenorrhoea (nfa - |COMIRNATY Not reported
10011029040 Healthcare |Economic Years Not Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ) - COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 21/12/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Vaginal haemorrhage |COMIRNATY Not reported
10011029102 Professional |Economic Years (1wk - Unknown - )  |[TOZINAMERAN] (S
Area - COVID-19
immunisation -
Drug withdrawn -
[1d - 1{DF} -
Intramuscular])
EU-EC- 21/12/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Influenza like illness  |COMIRNATY Not reported
10011029133 Healthcare |Economic Years (n/a - Not [TOZINAMERAN] (S
Professional |Area Recovered/Not - COVID-19
Resolved - ) immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 21/12/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Fatigue (1d - COMIRNATY Not reported
10011029141 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S
Professional |Area =), - COVID-19
immunisation - Not
Pyrexia (1d - applicable - [n/a -
Recovering/Resolving |1{DF} -
=) Intramuscular])
Vaccination site
erythema (n/a -
Recovering/Resolving
-)
EU-EC- 21/12/2021 |Spontaneous |Non European |Not available 12-17 |Child Female |No Chest discomfort (1d |COMIRNATY Not reported
10011029177 Healthcare |Economic Years - Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area =), - COVID-19
immunisation - n/a
Dyspnoea (1d - -[1d - 1{DF} -
Recovered/Resolved - |Intramuscular])
]
Face oedema (1d -
Recovered/Resolved -
EU-EC- 21/12/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Chest pain (n/a - COMIRNATY [DROSPIRENONE,
10011029188 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S |ETHINYLESTRADIOL] (C - n/a
Professional |Area =), - COVID-19 -n/a-[n/a-n/a-n/a])
immunisation - Not
Immunisation applicable - [1d -
reaction (n/a - 1{DF} -
Recovering/Resolving |Intramuscular])
Tachycardia (n/a -
Recovering/Resolving
EU-EC- 21/12/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No Erythema (1wk - COMIRNATY Not reported
10011029192 Professional |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S
Area ) - COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 21/12/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Hypersensitivity (5min | COMIRNATY Not reported
10011029218 Professional |Economic Years - Recovered/Resolved |[TOZINAMERAN] (S
Area -) - COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 21/12/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Facial paresis (nfa- |COMIRNATY Not reported
10011029547 Professional |Economic Years |Specified Unknown - CONCENTRATE FOR
Area Caused/Prolonged DISPERSION FOR
Hospitalisation), INJECTION COVID-
19 MRNA VACCINE
Meningitis (n/a - (NUCLEOSIDE
Unknown - MODIFIED)
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Caused/Prolonged
Hospitalisation)

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

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

Autonomic nervous
system imbalance
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),

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

Exercise tolerance
decreased (n/a -
Unknown - Other
Medically Important
Condition),

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

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

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

Postural orthostatic
tachycardia syndrome
(n/a - Unknown -
Other Medically
Important Condition),

Product administered
at inappropriate site

EU-EC- 21/12/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported
10011029557 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- 21/12/2021 |Spontaneous |Healthcare |Non Chen, D.. Myopericarditis in a 12-17 |Not Male No Myopericarditis (n/a - |TOZINAMERAN Not reported
10011029676 Professional |European |teenager following first mRNA Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S
Economic |COVID vaccine dose: The role of Other Medically - COVID-19
Area multi-parametric cardiovascular Important Condition) |immunisation - Not
magnetic resonance.. European applicable - [n/a -
Heart Journal - Case Reports. n/a - n/aJ)
2021;5(10):10.1093/ehjcr/ytab371.
doi:10.1093/ehjcr/ytab371
EU-EC- 21/12/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female [No Chest pain (n/a - COMIRNATY Not reported
10011029736 Professional |European Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S
Economic A - COVID-19
Area immunisation - Not
Myocarditis (n/a - applicable - [n/a -
Recovered/Resolved - |n/a - n/a])
Other Medically
Important Condition)
EU-EC- 21/12/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Agitation (n/a - COMIRNATY Not reported
10011029754 Professional |European Years |Specified Unknown - ), [TOZINAMERAN] (S
Economic - COVID-19
Area Confusional state (n/a |immunisation - Not
- Unknown - ), applicable - [n/a -
n/a - n/al)
Disorientation (n/a -
Unknown - ),
Hyperhidrosis (n/a -
Unknown - ),
Seizure (n/a -
Unknown - Other
Medically Important
Condition),
Syncope (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 21/12/2021 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest pain (n/a - COMIRNATY Not reported
10011029869 Professional |European Years |Specified Unknown - ), [TOZINAMERAN] (S
Economic - COVID-19
Area Myocarditis (n/a - immunisation - Not
Recovering/Resolving |applicable - [1d -
- Caused/Prolonged  |n/a - n/a])
Hospitalisation, Other
Medically Important
Condition)
EU-EC- 21/12/2021 |Spontaneous |Non Non Not available 12-17 |Not Male No Anxiety (n/a - COMIRNATY [INFLUENZA VIRUS] (C -
10011029879 Healthcare |European Years |Specified Unknown - Other [TOZINAMERAN] (S |Influenza immunisation - n/a
Professional |Economic Medically Important |- COVID-19 - [n/a-n/a-n/a)])
Area Condition), immunisation - Not

applicable - [n/a -
n/a - Intravenous
(not otherwise
specified)])
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(n/a - Unknown -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),

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

Vaccination site
haemorrhage (n/a -
Unknown -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition)

EU-EC-
10011030249

21/12/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Balance disorder (n/a
- Unknown -),

Dizziness postural (0d
- Recovered/Resolved

)

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

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

Tremor (n/a -
Unknown - )

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

Not reported

EU-EC-
10011030433

21/12/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Dysmenorrhoea (n/a -
Recovering/Resolving

i

Dysmenorrhoea (n/a -
Unknown - ),

Pyrexia (n/a -
Recovered/Resolved
With Sequelae - )

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

[LEVONORGESTREL] (C -
Contraception, Menstrual
cycle management - n/a -
[n/a - n/a - n/al)

EU-EC-
10011030452

21/12/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

Not reported

EU-EC-
10011030479

21/12/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

Not reported

EU-EC-
10011030524

21/12/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

Sinus tachycardia
(n/a-
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10011030561

21/12/2021

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

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Altered visual depth
perception (n/a -
Unknown - ),

Illiteracy (n/a -
Unknown - ),

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

Tunnel vision (n/a -
Recovering/Resolving
=)

Vision blurred (n/a -
Recovering/Resolving

»

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

[FOLIC ACID] (C-n/a - n/a -

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

[VITAMIN D] (C - n/a - n/a -

[n/a - n/a - n/a])
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Visual impairment
(n/a - Unknown - )

EU-EC- 21/12/2021 |Spontaneous |Non Non Not available 12-17 |Not Female [No Paralysis (n/a - Not | TOZINAMERAN [AMFETAMINE SULFATE,
10011030607 Healthcare |European Years |Specified Recovered/Not [TOZINAMERAN] (S | DEXAMFETAMINE SULFATE,
Professional |Economic Resolved - Disabling, |- COVID-19 AMFETAMINE ASPARTATE,
Area Other Medically immunisation - Not | DEXAMFETAMINE
Important Condition) |applicable - [n/a- |SACCHARATE] (C - n/a - n/a -
n/a - n/al) [n/a - 5mg - n/a])
EU-EC- 21/12/2021 |Spontaneous |Non Non Not available 12-17 |Not Female |No COVID-19 (n/a - COMIRNATY Not reported
10011030657 Healthcare |European Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S
Professional | Economic Other Medically - COVID-19
Area Important Condition), |immunisation - Not

applicable - [1d -
Chemical burn of skin |n/a - n/a])

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

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

Eye irritation (n/a -
Not Recovered/Not
Resolved - Other

Medically Important

Condition)
EU-EC- 21/12/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Appendicitis (n/a - COMIRNATY Not reported
10011030775 Professional |European Years |Specified Unknown - Other [TOZINAMERAN] (S
Economic Medically Important |- COVID-19
Area Condition) immunisation - Not
applicable - [n/a -
n/a - n/al)
EU-EC- 21/12/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Chills (0d - COMIRNATY Not reported
10011031166 Professional |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S
Area ) - COVID-19
immunisation - Not
Fatigue (n/a - applicable - [n/a -
Recovered/Resolved - |1{DF} - n/a])
)
Headache (n/a -
Recovering/Resolving
=)
Injection site pain
(n/a-
Recovering/Resolving
=)
Malaise (0d -
Recovered/Resolved -
)
Nausea (0d -
Recovered/Resolved -
)
Pyrexia (n/a -
Recovered/Resolved -
EU-EC- 21/12/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Amenorrhoea (n/a - |COMIRNATY Not reported
10011031176 Healthcare |Economic Years |Specified Not Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ) - COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/al)
EU-EC- 21/12/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Amenorrhoea (n/a - |COMIRNATY Not reported
10011031213 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- 21/12/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Cerebral venous sinus | COMIRNATY Not reported
10011031594 Healthcare |Economic Years thrombosis (n/a - [TOZINAMERAN] (S
Professional |Area Unknown - - Immunisation -
Caused/Prolonged nfa-[n/a-n/a-
Hospitalisation), n/al)

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

Papilloedema (n/a -

Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 21/12/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Dyspnoea (n/a - COMIRNATY Not reported
10011031704 Professional |Economic Years Unknown - [TOZINAMERAN] (S
Area Caused/Prolonged - COVID-19

Hospitalisation, Other |immunisation - Not
Medically Important  |applicable - [n/a -
Condition), 1{DF} -
Intramuscular])
Flushing (n/a -
Unknown -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),

Rash macular (n/a -
Unknown -
Caused/Prolonged
Hospitalisation, Other
Medically Important

Condition)
EU-EC- 21/12/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Cerebral venous sinus | COMIRNATY Not reported
10011031764 Healthcare |Economic Years thrombosis (n/a - [TOZINAMERAN] (S
Professional |Area Unknown - - Immunisation -
Caused/Prolonged nfa-[n/a-n/a-
Hospitalisation), n/al)
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Intracranial pressure
increased (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),

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

EU-EC-
10011031772

21/12/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Chills (n/a -
Recovering/Resolving

i

Headache (n/a -
Recovering/Resolving

-)

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

Not reported

EU-EC-
10011032602

21/12/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

Platelet count
decreased (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),

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

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

Not reported

EU-EC-
10011032818

21/12/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

Not reported

EU-EC-
10011033399

21/12/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

Insomnia (1d -
Unknown -
Caused/Prolonged
Hospitalisation),

Malaise (1d -
Recovered/Resolved -

4

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

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

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

Not reported

EU-EC-
10011033767

21/12/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

Arthralgia (n/a -
Recovered/Resolved -

i

Chills (n/a -
Recovered/Resolved -

i

Fatigue (n/a -
Recovered/Resolved -
)

Headache (n/a -
Recovered/Resolved -

»

Pyrexia (n/a -
Recovered/Resolved -

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

Not reported

EU-EC-
10011033773

21/12/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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

Back pain (n/a -
Unknown - ),

Headache (n/a -
Unknown - ),

Nausea (n/a -
Unknown - ),

Vomiting (n/a -
Unknown - )

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

Not reported

EU-EC-
10011034028

21/12/2021

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

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Syncope (0d - Not
Recovered/Not
Resolved - Life
Threatening,

COMIRNATY
[TOZINAMERAN] (S
- Immunisation -

Not reported
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Caused/Prt;Ionged
Hospitalisation),

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

n/a - [n/a - 2{DF} -
n/aJ)

EU-EC-
10011034035

21/12/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

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

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

Not reported

EU-EC-
10011034122

21/12/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Seizure (0d -
Unknown -
Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10011034494

21/12/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Dysarthria (n/a -
Unknown - ),

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

Headache (n/a -
Unknown - ),

Muscular weakness
(n/a - Unknown - ),

Vertigo (n/a -
Unknown - )

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

Not reported

EU-EC-
10011034525

21/12/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Fatigue (2d -
Recovered/Resolved -

)

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

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

Not reported

EU-EC-
10011034736

21/12/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

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

Not reported

EU-EC-
10011034976

21/12/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Pyrexia (n/a -
Recovering/Resolving

)

Vomiting (n/a -
Recovering/Resolving
-)

COMIRNATY
[TOZINAMERAN] (S
- COVID-19
immunisation - Not
applicable - [0d -
n/a - n/a])

Not reported

EU-EC-
10011035035

21/12/2021

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

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Asthenia (6d -
Recovered/Resolved -
Other Medically
Important Condition),

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

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

Headache (6d -
Recovered/Resolved -
Other Medically
Important Condition),

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

Not reported
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Odynophagia (6d -
Recovered/Resolved -
Other Medically
Important Condition),
Pyrexia (3d -
Recovered/Resolved -
Other Medically
Important Condition),
Temperature
regulation disorder
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 21/12/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Back pain (n/a - Not |COMIRNATY Not reported
10011035080 Professional |Economic Years Recovered/Not [TOZINAMERAN] (S
Area Resolved - - Immunisation -
Caused/Prolonged nfa-[n/a-n/a-
Hospitalisation), n/al)
Myocarditis (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 21/12/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Nausea (0d - COMIRNATY Not reported
10011035257 Healthcare |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S
Professional |Area , - COVID-19
immunisation -
Paraesthesia oral (0d |Drug withdrawn -
- Recovered/Resolved |[1d - n/a -
=), Intramuscular -
More in ICSR])
Tremor (0d -
Recovered/Resolved -
)
Vaccination site
paraesthesia (1d -
Recovered/Resolved -
EU-EC- 21/12/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Lymphadenopathy COMIRNATY Not reported
10011035308 Professional |Economic Years (n/a- [TOZINAMERAN] (S
Area Recovering/Resolving |- COVID-19
- immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 21/12/2021 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Pain (n/a - Not COMIRNATY Not reported
10011035349 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), - COVID-19
immunisation -
Swelling (n/a - Not Unknown - [n/a -
Recovered/Not 1{DF} - n/a])
Resolved - )
EU-EC- 21/12/2021 | Spontaneous |Non European | Not available 12-17 |Adolescent |Male No Pruritus (n/a - COMIRNATY Not reported
10011035357 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S
Professional |Area =), - COVID-19
immunisation - Not
Urticaria (n/a - applicable - [n/a -
Recovering/Resolving |1{DF} - n/a])
EU-EC- 21/12/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Tonsillar hypertrophy |COMIRNATY Not reported
10011035366 Healthcare |Economic Years (n/a - Not [TOZINAMERAN] (S
Professional |Area Recovered/Not - COVID-19
Resolved - ) immunisation -
Dose not changed -
[n/a - 1{DF} - n/al)
EU-EC- 21/12/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Fatigue (n/a - Not COMIRNATY Not reported
10011035370 Professional |Economic Years Recovered/Not [TOZINAMERAN] (S
Area Resolved - ), - COVID-19
immunisation -
Infection susceptibility |Unknown - [n/a -
increased (n/a - Not  |1{DF} -
Recovered/Not Intramuscular])
Resolved - ),
Tension headache
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 21/12/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Myocarditis (n/a - COMIRNATY Not reported
10011035374 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S
Professional |Area - Caused/Prolonged |- Immunisation -
Hospitalisation) nfa-[n/fa-nfa-
n/al)
EU-EC- 21/12/2021 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Rash pruritic (nfa-  |COMIRNATY Not reported
10011035464 Professional |Economic Years Recovering/Resolving |[TOZINAMERAN] (S
Area -) - COVID-19
immunisation -
Unknown - [n/a -
1{DF} - n/a])
EU-EC- 21/12/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Migraine with aura COMIRNATY Not reported
10011035470 Healthcare |Economic Years (n/a - Not [TOZINAMERAN] (S
Professional |Area Recovered/Not - COVID-19
Resolved - ) immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 21/12/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Heavy menstrual COMIRNATY Not reported
10011035485 Healthcare |Economic Years bleeding (n/a - Not [TOZINAMERAN] (S
Professional |Area Recovered/Not - COVID-19
Resolved - ) immunisation -
Dose not changed -
[n/a - 1{DF} - n/a])
EU-EC- 21/12/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Breast swelling (n/a - |COMIRNATY Not reported
10011035491 Healthcare |Economic Years Not Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), - COVID-19
immunisation - Not
Lymphadenopathy applicable - [n/a -
(n/a - Not 1{DF} - n/a])
Recovered/Not
Resolved - )
EU-EC- 21/12/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Headache (1d - COMIRNATY Not reported
10011035627 Healthcare |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S
Professional |Area ) - COVID-19
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immunisation - Not
Malaise (1d - applicable - [n/a -
Recovered/Resolved - |1{DF} - n/a])
)
Pyrexia (1d -
Recovered/Resolved -
EU-EC- 21/12/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Vaccination failure COMIRNATY Not reported
10011035639 Professional |Economic Years |Specified (10d - [TOZINAMERAN] (S
Area Recovered/Resolved - |- COVID-19
immunisation - Not
applicable - [n/a -
.3mL -
Intramuscular])
EU-EC- 21/12/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Vaccination failure COMIRNATY Not reported
10011035645 Professional |Economic Years |Specified (12d - [TOZINAMERAN] (S
Area Recovered/Resolved - |- COVID-19
immunisation - Not
applicable - [n/a -
.3mL -
Intramuscular])
EU-EC- 21/12/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Application site pain | COMIRNATY Not reported
10011035680 Healthcare |Economic Years (n/a - Not [TOZINAMERAN] (S
Professional |Area Recovered/Not -nfa-nfa-[nfa-
Resolved - ), n/a - n/a])
Chills (n/a -
Recovered/Resolved -
)
Headache (n/a -
Recovered/Resolved -
)
Myalgia (n/a -
Recovered/Resolved -
)
Pyrexia (n/a -
Recovered/Resolved -
EU-EC- 21/12/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Application site pain | COMIRNATY Not reported
10011035715 Healthcare |Economic Years (n/a - Unknown - ), |[TOZINAMERAN] (S
Professional |Area -nfa-nfa-[nfa-
Chills (n/a - Unknown |n/a - n/a])
=l
Headache (n/a -
Unknown - ),
Nausea (n/a -
Unknown - ),
Pyrexia (n/a -
Unknown - )
EU-EC- 21/12/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Vaccination failure (7d | COMIRNATY Not reported
10011035738 Professional |Economic Years |Specified - Recovered/Resolved |[TOZINAMERAN] (S
Area -) - COVID-19
immunisation - Not
applicable - [n/a -
3mL -
Intramuscular])
EU-EC- 21/12/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Application site pain | COMIRNATY Not reported
10011035822 Healthcare |Economic Years (24h - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved - |- n/a - n/a-[n/a -
2 n/a - nfa))
Arthralgia (n/a -
Recovered/Resolved -
)
Chills (24h -
Recovered/Resolved -
)
Headache (24h -
Recovered/Resolved -
)
Myalgia (24h -
Recovered/Resolved -
EU-EC- 21/12/2021 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest pain (n/a - COMIRNATY Not reported
10011035982 Professional |European Years |Specified Unknown - ), [TOZINAMERAN] (S
Economic - COVID-19
Area Dizziness (n/a - immunisation - Not
Unknown - ), applicable - [1d -
n/a - n/a])
Dyspnoea (n/a -
Unknown - ),
Electrocardiogram ST
segment elevation
(n/a - Unknown -
Other Medically
Important Condition),
Heart rate increased
(n/a - Unknown - ),
Pericarditis (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 21/12/2021 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported
10011036005 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- 21/12/2021 |Spontaneous |Non European |Not available 12-17 |Adult Female |No COVID-19 (n/a - COMIRNATY COMIRNATY [TOZINAMERAN]
10011036102 Healthcare |Economic Years Unknown - Other [TOZINAMERAN] (S |(C - Immunisation - n/a - [n/a
Professional |Area Medically Important |- Immunisation - - 1{DF} - n/a])
Condition),
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n/a - [n/a - 2{DF} -
Vaccination failure n/a])
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 21/12/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Juvenile idiopathic COMIRNATY Not reported
10011036158 Healthcare |Economic Years arthritis (n/a - [TOZINAMERAN] (S
Professional |Area Unknown - - Immunisation -
Caused/Prolonged n/a - [n/a - 1{DF} -
Hospitalisation) n/al)
EU-EC- 21/12/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY COMIRNATY [TOZINAMERAN]
10011036235 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S |(C - Immunisation - n/a - [n/a
Professional |Area - Other Medically - Immunisation - - 1{DF} - n/a])
Important Condition), |n/a - [n/a - 2{DF} -
n/a])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 21/12/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY COMIRNATY [TOZINAMERAN]
10011036245 Healthcare |Economic Years Unknown - Other [TOZINAMERAN] (S |(C - Immunisation - n/a - [n/a
Professional |Area Medically Important |- Immunisation - - 1{DF} - n/a])
Condition), n/a - [n/a - 2{DF} -
n/a])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 21/12/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Injection site swelling |COMIRNATY Not reported
10011036381 Healthcare |Economic Years (0d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved - |- Immunisation -
) nfa-[n/fa-nfa-
n/a])
Vaccination site pain
(0d -
Recovered/Resolved -
EU-EC- 21/12/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Injection site swelling |COMIRNATY Not reported
10011036383 Healthcare |Economic Years (0d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved - |- Immunisation -
) nfa-[n/a-n/a-
n/a])
Vaccination site pain
(0d -
Recovered/Resolved -
EU-EC- 21/12/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Chills (1d - COMIRNATY Not reported
10011036384 Healthcare |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S
Professional |Area ) - Immunisation -
n/a-[n/a-n/a-
Dizziness (2d - n/al)
Recovered/Resolved -
)
Fatigue (3d -
Recovering/Resolving
=)
Headache (2d -
Recovered/Resolved -
Injection site pain (3d
Recovering/Resolving
Limb discomfort (2d -
Recovered/Resolved -
)
Lymphadenopathy
( -
Recovering/Resolving
=)
Pyrexia (1d -
Recovered/Resolved -
EU-EC- 20/12/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female [No Syncope (n/a - [TOZINAMERAN] (S |Not reported
10011004785 Professional |Economic Years |Specified Recovered/Resolved - |- n/a - Unknown -
Area , [n/a - n/a - n/a])
Syncope (n/a -
Unknown - )
EU-EC- 20/12/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Migraine (n/a - Not  |[TOZINAMERAN] (S |Not reported
10011004819 Healthcare |Economic Years |Specified Recovered/Not - n/a - Unknown -
Professional |Area Resolved - Other [n/a - n/a - n/a])
Medically Important
Condition)
EU-EC- 20/12/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Chest pain (n/a - COMIRNATY Not reported
10011004847 Professional |Economic Years |Specified Recovered/Resolved  |[TOZINAMERAN] (S
Area With Sequelae - - COVID-19
Caused/Prolonged immunisation - n/a
Hospitalisation), - [n/a - 1{DF} -
Intramuscular])
Myalgia (n/a -
Recovered/Resolved
With Sequelae -
Caused/Prolonged
Hospitalisation),
Myopericarditis (n/a -
Recovered/Resolved
With Sequelae -
Caused/Prolonged
Hospitalisation),
Nausea (n/a -
Recovered/Resolved
With Sequelae -
Caused/Prolonged
Hospitalisation),
Pyrexia (n/a -
Recovered/Resolved
With Sequelae -
Caused/Prolonged
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Hospitalisation),

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

EU-EC-
10011005220

20/12/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Not
Specified

Myocarditis (n/a -
Fatal - Results in
Death)

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

Not reported

EU-EC-
10011005562

20/12/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

Influenza like illness
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

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

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

Vomiting (7d -
Recovered/Resolved
With Sequelae - Other
Medically Important
Condition)

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

Not reported

EU-EC-
10011005846

20/12/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

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

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

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

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

Not reported

EU-EC-
10011005870

20/12/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

Not reported

EU-EC-
10011005908

20/12/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

Hypoaesthesia (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 - [n/a -
n/a - n/al)

Not reported

https://dap.ema.europa.eu/analytics/saw.dll?Go
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EU-EC- 20/12/2021
10011005928

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Run Line Listing Report

Not
Specified

Male

No

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

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

Pain in extremity (n/a
Recovering/Resolving

- Other Medically
Important Condition)

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

Not reported

EU-EC- 20/12/2021
10011005972

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

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

Not reported

EU-EC- 20/12/2021
10011006215

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

Not reported

EU-EC- 20/12/2021
10011006645

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

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

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

Presyncope (1.5h -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),

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

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

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

Not reported

https://dap.ema.europa.eu/analytics/saw.dll?Go
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EU-EC- 20/12/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported
10011006755 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- 20/12/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Fatigue (n/a - Not COMIRNATY [ASCORBIC ACID,
10011007025 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S |MAGNESIUM OXIDE, HEAVY,
Professional |Area Resolved - ), - Immunisation - MAGNESIUM] (C - nfa - n/a -
nfa-[nfa-n/a- [n/a - n/a - n/al),
Myalgia (n/a - Not Intramuscular])
Recovered/Not [COD-LIVER OIL] (C - n/a -
Resolved - ), n/a - [n/a - n/a - n/a)),
Vaccination site pain [VITAMIN D] (C-n/a-n/a -
(n/a - Not [n/a - n/a - n/al),
Recovered/Not
Resolved - ), [ZINC] (C-n/a-n/a-[n/a-
n/a - n/a])
Vaccination site
swelling (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 20/12/2021 |Spontaneous |Non European |Not available 12-17 |Not Female [No Dysmenorrhoea (n/a - |COMIRNATY [ETHINYLESTRADIOL,
10011007028 Healthcare |Economic Years |Specified Not Recovered/Not [TOZINAMERAN] (S |LEVONORGESTREL] (C -
Professional |Area Resolved - ), - Immunisation - Dysmenorrhoea - n/a - [n/a -
n/fa-[n/fa-n/a- 1{DF} - n/a])
Heavy menstrual Intramuscular])
bleeding (n/a - Not
Recovered/Not
Resolved - ),
Menstrual disorder
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 20/12/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Abdominal pain lower |COMIRNATY Not reported
10011007050 Healthcare |Economic Years |Specified (n/a - Unknown - ), |[TOZINAMERAN] (S
Professional |Area - Immunisation -

Dysmenorrhoea (n/a - |n/a - [n/a - n/a -
Recovering/Resolving |Intramuscular])

i

Fatigue (n/a -
Unknown - ),

Presyncope (n/a -
Unknown - ),

Tremor (n/a -

Unknown - )
EU-EC- 20/12/2021 |Spontaneous |Non Non Not available 12-17 |Not Male No Metamorphopsia (n/fa |COMIRNATY Not reported
10011007216 Healthcare |European Years |Specified - Recovered/Resolved |[TOZINAMERAN] (S
Professional |Economic - Other Medically - COVID-19
Area Important Condition), |immunisation - Not
applicable - [1d -
Nausea (n/a - n/a - n/a])
Recovered/Resolved -
Other Medically
Important Condition),
Presyncope (1d -
Recovered/Resolved -
Other Medically
Important Condition),
Vision blurred (n/a -
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 20/12/2021 |Spontaneous |Non Non Not available 12-17 |Not Female |[No Menstrual disorder COMIRNATY Not reported
10011007224 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)
EU-EC- 20/12/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Arthralgia (n/a - Not |COMIRNATY Not reported
10011007531 Professional |European Years |Specified Recovered/Not [TOZINAMERAN] (S
Economic Resolved - ), - COVID-19
Area immunisation - Not
Blood creatine applicable - [1d -
phosphokinase n/a - n/a])
abnormal (n/a - Not
Recovered/Not
Resolved - ),
Malaise (n/a - Not
Recovered/Not
Resolved - ),
Myocarditis (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Peripheral coldness
(n/a - Not
Recovered/Not
Resolved - ),
Troponin increased
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 20/12/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Myocarditis (n/a - COMIRNATY Not reported
10011007667 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- 20/12/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Amenorrhoea (n/a - |COMIRNATY Not reported
10011007705 Healthcare |Economic Years Unknown - ) [TOZINAMERAN] (S
Professional |Area -nfa-nfa-[n/a-
n/a - n/al])
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EU-EC- 20/12/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female [No Hypersensitivity (n/a - |COMIRNATY Not reported
10011007837 Professional | Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S
Area ), - COVID-19
immunisation - Not
Rash (n/a - applicable - [n/a -
Recovered/Resolved - |n/a - n/a])
EU-EC- 20/12/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Headache (n/a - COMIRNATY Not reported
10011008025 Professional |Economic Years |Specified Unknown - ), [TOZINAMERAN] (S
Area - COVID-19
Vision blurred (n/a - |immunisation - Not
Unknown - ) applicable - [n/a -
n/a - n/al])
EU-EC- 20/12/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Chest pain (6d - Not |COMIRNATY Not reported
10011008551 Professional |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S
Area Resolved - Other -nfa-n/a-[n/a-
Medically Important  |n/a -
Condition), Intramuscular])
Myocarditis (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 20/12/2021 |Spontaneous |Healthcare  |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported
10011008630 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- 20/12/2021 |Spontaneous |Non European |Not available 12-17 |Not Female [No Menstruation delayed |COMIRNATY Not reported
10011008808 Healthcare |Economic Years |Specified (31d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved - |- COVID-19
Other Medically immunisation - Not
Important Condition), |applicable - [n/a -
n/a - n/a])
Polymenorrhoea (n/a
- Not Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 20/12/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Menstruation irregular |COMIRNATY Not reported
10011009715 Professional |Economic Years |Specified (n/a - Not [TOZINAMERAN] (S
Area Recovered/Not - Immunisation -
Resolved - ) nfa-[n/a-n/a-
Intramuscular])
EU-EC- 20/12/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported
10011010293 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- 20/12/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported
10011010693 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- 20/12/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported
10011010714 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- 20/12/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Fatigue (n/a - Not COMIRNATY Not reported
10011010717 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), -nfa-n/a-[n/a-
n/a-
Headache (n/a - Intramuscular])
Recovered/Resolved -
]
Myalgia (n/a - Not
Recovered/Not
Resolved - ),
Nausea (n/a - Not
Recovered/Not
Resolved - ),
Pyrexia (n/a -
Recovered/Resolved -
EU-EC- 20/12/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female [No Inappropriate COMIRNATY Not reported
10011010733 Professional |European Years |Specified schedule of product  |[TOZINAMERAN] (S
Economic administration (n/a - |- COVID-19
Area Unknown - ), immunisation - Not
applicable - [1d -
Loss of consciousness |n/a -
(n/a - Unknown - Intramuscular])
Other Medically
Important Condition),
Presyncope (n/a -
Recovering/Resolving
-)
EU-EC- 20/12/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported
10011011394 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- 20/12/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Myocarditis (n/a - COMIRNATY Not reported
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10011011441

Healthcare
Professional

Economic
Area

Years

Run Line Listing Report

Unknown -
Caused/Prolonged
Hospitalisation)

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

EU-EC-
10011011546

20/12/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Chest pain (2d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Myocarditis (2d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10011011581

20/12/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Diarrhoea
haemorrhagic (119d -
Recovered/Resolved
With Sequelae -
Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10011011774

20/12/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

Headache (n/a -
Unknown - ),

Hyperpyrexia (n/a -
Unknown - ),

Myalgia (n/a -
Unknown - )

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

Not reported

EU-EC-
10011012071

20/12/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

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

Not reported

EU-EC-
10011012101

20/12/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Lip swelling (n/a -
Recovered/Resolved -
Disabling),

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

Swelling face (n/a -
Recovering/Resolving
- Disabling)

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

HYDROCORTISONE
[HYDROCORTISONE,
HYDROCORTISONE SODIUM
SUCCINATE] (C- n/a-n/a -
[7d - 2{DF} - n/a]),

[CLOBETASONE BUTYRATE]
(C-nfa-nfa-[21d-n/a-
n/al),

[FEXOFENADINE,
FEXOFENADINE
HYDROCHLORIDE] (C - n/a -
n/a - [n/a - 1{DF} - n/a]),

[LIQUID PARAFFIN] (C - n/a -
n/a - [n/a - n/a-n/al),

[PARAFFIN, LIGHT LIQUID,
PARAFFIN WHITE SOFT] (C -
n/a - n/a - [28d - n/a - n/a])

EU-EC-
10011012117

20/12/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

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

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

Not reported

EU-EC-
10011012121

20/12/2021

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

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

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

applicable - [1d -
n/a - nfa)

EU-EC-
10011012346

20/12/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

Limb discomfort (1d -
Recovered/Resolved -
Other Medically

Important Condition),

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

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

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

Not reported

EU-EC-
10011012375

20/12/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

Pyrexia (1d -
Recovered/Resolved -

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

[LAMOTRIGINE] (C - Epilepsy
- n/a - [n/a - 2{DF} - Oral]),

[SODIUM VALPROATE,
VALPROIC ACID] (C - Epilepsy
-n/a-[n/a- 1g - Oral])

EU-EC-
10011012622

20/12/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

Not reported

EU-EC-
10011012697

20/12/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Chest pain (40d -
Recovered/Resolved -
Other Medically
Important Condition)

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

Not reported

EU-EC-
10011012709

20/12/2021

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

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Arthralgia (n/a -
Recovered/Resolved -

W

Chest pain (n/a -
Recovered/Resolved -

»

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

[IBUPROFEN] (C - n/a - n/a -
[n/a - n/a - n/al),

[PARACETAMOL] (C - n/a -
n/a - [n/a-n/a-n/a])
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Echocardiogram (n/a
- Recovered/Resolved
=)

Electrocardiogram
(n/a-
Recovered/Resolved -

i

Magnetic resonance
imaging heart (n/a -
Recovered/Resolved -

4

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

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

EU-EC-
10011012710

20/12/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Abdominal pain (n/a -
Unknown - ),

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

Hepatitis A (n/a -
Unknown - ),

International
normalised ratio
abnormal (n/a -
Unknown - ),

Jaundice (n/a -
Unknown - ),

Nausea (n/a -
Unknown - ),

Ocular icterus (n/a -
Unknown - ),

Rash (n/a - Unknown

=l
Transaminases
increased (n/a -
Unknown - ),

Vomiting (n/a -
Unknown - )

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

Not reported

EU-EC-
10011012719

20/12/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

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

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

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

Not reported

EU-EC-
10011012799

20/12/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

Not reported

EU-EC-
10011013083

20/12/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Child

Female

No

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

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

Not reported

EU-EC-
10011013115

20/12/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Myopericarditis (1wk -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10011013126

20/12/2021

Spontaneous

Healthcare
Professional

European
Economic

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

Not available

12-17
Years

Adolescent

Male

No

Malaise (19d -
Recovered/Resolved -

COMIRNATY
[TOZINAMERAN] (S

Not reported
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Area Caused/Prolonged - COVID-19
Hospitalisation), immunisation - n/a
-[1d - .3mL -
Myocarditis (n/a - Not |Intramuscular])
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 20/12/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent | Male No Pericarditis (n/a - Not |COMIRNATY Not reported
10011013207 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - Other - COVID-19
Medically Important  |immunisation - n/a
Condition) - [n/a - 1{DF} -
Intramuscular])
EU-EC- 20/12/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Dysmenorrhoea (4mo |COMIRNATY Not reported
10011013226 Professional |Economic Years - Not Recovered/Not |[TOZINAMERAN] (S
Area Resolved - Other - COVID-19
Medically Important  |immunisation -
Condition) Drug withdrawn -
[n/a - 1{DF} -
Intramuscular])
EU-EC- 20/12/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Immunisation COMIRNATY Not reported
10011013354 Healthcare |Economic Years reaction (n/a - [TOZINAMERAN] (S
Professional |Area Recovering/Resolving |- COVID-19
- immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 20/12/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Myalgia (1h - COMIRNATY Not reported
10011013394 Professional |Economic Years Unknown - ) [TOZINAMERAN] (S
Area - COVID-19
immunisation - n/a
-[n/a-n/a-
Intramuscular])
EU-EC- 20/12/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Immunisation COMIRNATY Not reported
10011013396 Professional |Economic Years reaction (n/a - [TOZINAMERAN] (S
Area Recovered/Resolved - |- COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 20/12/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Amenorrhoea (n/a - |COMIRNATY Not reported
10011013397 Professional |Economic Years Not Recovered/Not [TOZINAMERAN] (S
Area Resolved - ) - COVID-19
immunisation - n/a
- [1d - 1{DF} -
Intramuscular])
EU-EC- 20/12/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Herpes zoster (n/a - |COMIRNATY Not reported
10011013404 Professional |Economic Years Not Recovered/Not [TOZINAMERAN] (S
Area Resolved - ) - COVID-19
immunisation - n/a
- [1d - 1{DF} -
Intramuscular])
EU-EC- 20/12/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Oropharyngeal pain | COMIRNATY Not reported
10011013415 Healthcare |Economic Years (n/a - Not [TOZINAMERAN] (S
Professional |Area Recovered/Not - COVID-19
Resolved - ), immunisation - n/a
- [1d - 1{DF} -
Vaccination site pain |Oral])
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 20/12/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Arthralgia (n/a - Not |COMIRNATY Not reported
10011013482 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), - COVID-19
immunisation - n/a
Chest discomfort (n/a |- [1d - .3mL -
- Intramuscular])
Recovering/Resolving
=)
Dyspnoea (n/a -
Recovering/Resolving
=)
Influenza like illness
(n/a - Not
Recovered/Not
Resolved - ),
Pain in jaw (n/a -
Recovering/Resolving
Palpitations (n/a - Not
Recovered/Not
Resolved - ),
Tachycardia (n/a -
Not Recovered/Not
Resolved - )
EU-EC- 20/12/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Menstruation irregular | COMIRNATY Not reported
10011013508 Professional |Economic Years (62d - [TOZINAMERAN] (S
Area Recovered/Resolved - |- COVID-19
immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 20/12/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Torticollis (n/a - COMIRNATY Not reported
10011013520 Professional | Economic Years Unknown - ) [TOZINAMERAN] (S
Area - COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 20/12/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No Dyspnoea (n/a - Not |COMIRNATY Not reported
10011013550 Professional |Economic Years Recovered/Not [TOZINAMERAN] (S
Area Resolved - Other - Immunisation -
Medically Important  |n/a - [n/a - .3mL -
Condition), Intramuscular])
Headache (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
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Limb discomfort (n/a
- Not Recovered/Not
Resolved - Other
Medically Important
Condition),
Pyrexia (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Somnolence (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition),
Vertigo (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Weight bearing
difficulty (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 20/12/2021 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Lip swelling (48h - COMIRNATY [DESOGESTREL,
10011013787 Professional |European Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S |ETHINYLESTRADIOL] (C -
Economic Other Medically - COVID-19 Contraception - n/a - [n/a -
Area Important Condition), |immunisation - Not |n/a - n/a])
applicable - [1d -
Swelling (48h - n/a - n/a])
Recovered/Resolved -
Other Medically
Important Condition),
Swelling face (3d -
Recovered/Resolved -
Other Medically
Important Condition),
Swelling face (48h -
Recovered/Resolved -
Other Medically
Important Condition),
Throat tightness (48h
- Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 20/12/2021 |Spontaneous |Healthcare  |Non Not available 12-17 |Not Male No Cold sweat (n/a - COMIRNATY Not reported
10011013859 Professional |European Years |Specified Unknown - ), [TOZINAMERAN] (S
Economic - COVID-19
Area Dizziness (n/a - immunisation - Not
Unknown - ), applicable - [1d -
n/a-
Loss of consciousness |Intramuscular])
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/12/2021 | Spontaneous |Non Non Not available 12-17 |Not Male No Central nervous COMIRNATY Not reported
10011013901 Healthcare |European Years |Specified system lesion (8d - [TOZINAMERAN] (S
Professional |Economic Unknown - - COVID-19
Area Caused/Prolonged immunisation - Not
Hospitalisation), applicable - [1d -
n/a - n/a])
Myelitis (8d -
Unknown -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition)
EU-EC- 20/12/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Menstrual disorder COMIRNATY Not reported
10011013937 Healthcare |Economic Years |Specified (n/a- [TOZINAMERAN] (S
Professional |Area Recovered/Resolved - |- COVID-19
immunisation - Not
applicable - [1d -
n/a-
Intramuscular])
EU-EC- 20/12/2021 |Spontaneous |Non Non Not available 12-17 |Not Female [No Fall (n/a - Unknown - |TOZINAMERAN Not reported
10011013983 Healthcare |European Years |Specified , [TOZINAMERAN] (S
Professional | Economic - COVID-19
Area Loss of consciousness |immunisation - Not
(2d - Unknown - applicable - [n/a -
Other Medically n/a-
Important Condition) |Intramuscular])
EU-EC- 20/12/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Chest pain (n/a - COMIRNATY NOT AVAILABLE (C - n/a - n/a
10011014209 Healthcare |Economic Years |Specified Recovering/Resolving |[TOZINAMERAN] (S |- [n/a - n/a - n/a]),
Professional |Area =) - COVID-19
immunisation - Not |SUPER ANTIOXIDANT
Fatigue (2mo - applicable - [n/a- |CAPSULE [NOT AVAILABLE]
Recovered/Resolved - |1{DF} - n/a]) (C-nfa-nfa-[nfa-n/a-
) n/aj),
Headache (4d - [MAGNESIUM
Recovered/Resolved - PHOSPHORICUM D6] (C - n/a
, -nfa-[n/a-n/a-nja]),
Hyperventilation (n/a [THIAMINE
- HYDROCHLORIDE,
Recovering/Resolving DEXPANTHENOL,
=) NICOTINAMIDE, RIBOFLAVIN,
PYRIDOXINE
Pyrexia (n/a - HYDROCHLORIDE] (C - n/a -
Recovering/Resolving n/a - [n/a - n/a - n/a])
EU-EC- 20/12/2021 |Spontaneous |Non Non Not available 12-17 |Not Female |No Dizziness (n/a - COMIRNATY [PARACETAMOL] (C -
10011014901 Healthcare |European Years |Specified Unknown - Other [TOZINAMERAN] (S |Headache - n/a - [1d - n/a -
Professional | Economic Medically Important |- COVID-19 n/al)
Area Condition), immunisation - Not
applicable - [1d -
Pallor (n/a - Unknown |n/a - n/a])
- Other Medically
Important Condition),
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Tinnitus (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 20/12/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Lymph node pain (n/a |COMIRNATY Not reported
10011014911 Healthcare |Economic Years |Specified - Not Recovered/Not  |[TOZINAMERAN] (S
Professional |Area Resolved - ), - COVID-19
immunisation - Not
Lymphadenopathy applicable - [n/a -
(n/a - Not n/a-
Recovered/Not Intramuscular])
Resolved - )
EU-EC- 20/12/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Dysphagia (0d - COMIRNATY Not reported
10011015217 Professional |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S
Area ) -nfa-n/a-[n/a-
n/a - n/a])
Dyspnoea (0d -
Recovered/Resolved -
EU-EC- 20/12/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Blood pressure COMIRNATY Not reported
10011015391 Healthcare |Economic Years |Specified decreased (n/a - [TOZINAMERAN] (S
Professional |Area Recovering/Resolving |- n/a-n/a-[n/a-
- n/a - n/aj)
EU-EC- 20/12/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Blood pressure COMIRNATY Not reported
10011015397 Professional |European Years |Specified decreased (0d - [TOZINAMERAN] (S
Economic Recovered/Resolved - |- COVID-19
Area Other Medically immunisation - Not
Important Condition), |applicable - [n/a -
n/a-
Chest discomfort (0d |Intramuscular])
- Recovered/Resolved
=)
Dizziness (0d -
Recovered/Resolved -
)
Heart rate decreased
(0d -
Recovered/Resolved -
Other Medically
Important Condition),
Presyncope (n/a -
Recovered/Resolved -
,
Tachycardia (0d -
Recovered/Resolved -
EU-EC- 20/12/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Heavy menstrual COMIRNATY Not reported
10011016577 Healthcare |Economic Years |Specified bleeding (n/a - Not [TOZINAMERAN] (S
Professional |Area Recovered/Not - COVID-19
Resolved - ), immunisation - Not
applicable - [n/a -
Menstruation delayed |1{DF} - n/a])
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 20/12/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Tubulointerstitial COMIRNATY Not reported
10011016711 Healthcare |Economic Years nephritis (n/a - Not [TOZINAMERAN] (S
Professional |Area Recovered/Not - Immunisation -
Resolved - Life n/a - [n/a - 1{DF} -
Threatening, n/al)
Caused/Prolonged
Hospitalisation)
EU-EC- 20/12/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Headache (n/a - COMIRNATY Not reported
10011017966 Professional |Economic Years Unknown - ), [TOZINAMERAN] (S
Area - COVID-19
Vaccination site immunisation - Not
lymphadenopathy applicable - [n/a -
(n/a - Unknown - ) 1{DF} - Unknown])
EU-EC- 20/12/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No Circulatory collapse | COMIRNATY Not reported
10011018064 Professional |Economic Years (20min - [TOZINAMERAN] (S
Area Recovered/Resolved - |- COVID-19
), immunisation - n/a
- [n/a - 1{DF} -
Dizziness (2d - n/al)
Recovered/Resolved -
,
Nausea (n/a -
Recovered/Resolved -
]
Pyrexia (n/a -
Recovered/Resolved -
)
Vomiting (n/a -
Recovered/Resolved -
EU-EC- 20/12/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Pruritus (n/a - COMIRNATY Not reported
10011018434 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S
Professional |Area =) - Immunisation -
n/a-[n/a-n/a-
Rash (n/a - n/a])
Recovering/Resolving
=
Urticaria (n/a -
Recovering/Resolving
EU-EC- 20/12/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent | Male No Apathy (n/a - Not COMIRNATY Not reported
10011018468 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), - Immunisation -
n/a - [n/a - 1{DF} -
Limb discomfort (n/a |n/a])
- Not Recovered/Not
Resolved - )
EU-EC- 20/12/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Epistaxis (n/a - COMIRNATY Not reported
10011018473 Healthcare |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S
Professional |Area - Immunisation -
n/a - [n/a - 1{DF} -
n/al),
COMIRNATY
[TOZINAMERAN] (S
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- Immunisation -
n/a - [n/a - 2{DF} -
n/al)
EU-EC- 20/12/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Anaemia (n/a - Not COMIRNATY Not reported
10011018499 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - - Immunisation -
Caused/Prolonged n/a-[n/a - 2{DF} -
Hospitalisation), n/al)
Dizziness (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Heavy menstrual
bleeding (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Presyncope (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 20/12/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Headache (7d - COMIRNATY Not reported
10011018503 Healthcare |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S
Professional |Area , - Immunisation -
n/a - [n/a - 2{DF} -
Vomiting (7d - n/al)
Recovered/Resolved -
EU-EC- 20/12/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female [No Lymph node pain (n/a |COMIRNATY Not reported
10011018566 Professional |Economic Years |Specified - Unknown - ), [TOZINAMERAN] (S
Area - COVID-19
Lymphadenitis (n/a - |immunisation - Not
Unknown -) applicable - [1d -
n/a - n/a])
EU-EC- 20/12/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Pericarditis (n/a - COMIRNATY Not reported
10011018777 Professional |European Years |Specified Unknown - Other [TOZINAMERAN] (S
Economic Medically Important |- COVID-19
Area Condition) immunisation - Not
applicable - [n/a -
n/a - n/al)
EU-EC- 20/12/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Dyspnoea (n/a - Not  |COMIRNATY Not reported
10011018896 Professional |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S
Area Resolved - ), - COVID-19
immunisation - Not
Myocarditis (n/a - applicable - [1d -
Unknown - Other n/a - n/a])
Medically Important
Condition)
EU-EC- 20/12/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female [No Asthenia (n/a - Not  |COMIRNATY Not reported
10011018897 Professional |European Years |Specified Recovered/Not [TOZINAMERAN] (S
Economic Resolved - Other - COVID-19
Area Medically Important  |immunisation - Not
Condition), applicable - [n/a -
n/a-n/al),
Chest discomfort (n/a
- Unknown - Other [MESTRANOL,
Medically Important |NORETHISTERONE]
Condition), (S - n/a - Unknown
-[n/a-n/a-n/a])
Chest pain (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Dizziness (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Dyspnoea (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Headache (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Somnolence (n/a -
Unknown - Other
Medically Important
Condition),
Tachycardia (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 19/12/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Myocarditis (n/a - COMIRNATY [CHLORPHENAMINE
10011003436 Professional |Economic Years |Specified Recovering/Resolving |[TOZINAMERAN] (S |MALEATE] (C - Prophylaxis -
Area - Caused/Prolonged |- COVID-19 n/a - [n/a - 1{DF} -
Hospitalisation) immunisation - Not |Intramuscular])
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 19/12/2021 | Spontaneous |Non European |Not available 12-17 |Not Female |No Electric shock COMIRNATY Not reported
10011003447 Healthcare |Economic Years |Specified sensation (n/a - Not |[TOZINAMERAN] (S
Professional |Area Recovered/Not - COVID-19
Resolved - ), immunisation - n/a
-[n/a-.3mL-
Hypoaesthesia (n/a - |Intramuscular])
Not Recovered/Not
Resolved - )
EU-EC- 19/12/2021 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported
10011003693 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a -
Condition), n/a-
Intramuscular])
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Other Medically
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Hospitalisation, Other
Medically Important
Condition),

Fatigue (n/a -
Recovered/Resolved -
Life Threatening,
Caused/Prolonged
Hospitalisation),

Fibrin D dimer
increased (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),

Joint range of motion
decreased (n/a -
Unknown - Life
Threatening,
Caused/Prolonged
Hospitalisation),

Oropharyngeal pain
(n/a-
Recovered/Resolved -
Life Threatening,
Caused/Prolonged
Hospitalisation),

Pain (700h -
Recovered/Resolved -
Life Threatening,
Caused/Prolonged
Hospitalisation),

Pharyngeal
inflammation (n/a -
Recovered/Resolved -
Life Threatening,
Caused/Prolonged
Hospitalisation),

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

Somnolence (n/a -
Recovered/Resolved -
Life Threatening,
Caused/Prolonged
Hospitalisation),

Tonsillitis (n/a -
Recovered/Resolved -
Caused/Prolonged

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

Important Condition)
EU-EC- 19/12/2021 |Spontaneous |Non European |Not available 12-17 |Not Female [No Dizziness (3d - COMIRNATY Not reported
10011003736 Healthcare |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S
Professional |Area , - COVID-19
immunisation - Not
Headache (2d - applicable - [n/a -
Recovered/Resolved - |1{DF} - n/a])
]
Nausea (2d -
Recovered/Resolved -
EU-EC- 19/12/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Malaise (n/a - Not COMIRNATY NOT AVAILABLE (C - n/a - n/a
10011003739 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S |- [n/a - n/a - n/a]),
Professional |Area Resolved - ), - COVID-19
immunisation - Not |[FLUTICASONE PROPIONATE]
Pyrexia (n/a - Not applicable - [n/a- |(C-n/a-n/a-[n/a-n/a-
Recovered/Not 1{DF} - n/a]) n/al)
Resolved - )
EU-EC- 19/12/2021 | Spontaneous |Non European |Not available 12-17 |Not Female |No Amenorrhoea (n/fa - |COMIRNATY Not reported
10011003783 Healthcare |Economic Years |Specified Not Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ) - COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/al)
EU-EC- 19/12/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Influenza like illness  |COMIRNATY Not reported
10011003851 Healthcare |Economic Years (n/a- [TOZINAMERAN] (S
Professional |Area Recovering/Resolving |- COVID-19
- immunisation - Not
applicable - [15h -
Puncture site pain 1{DF} -
(n/a- Intramuscular])
Recovering/Resolving
EU-EC- 19/12/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Anaemia (n/a - COMIRNATY ANTIBIOTICA [NOT
10011003897 Healthcare |Economic Years Unknown - Other [TOZINAMERAN] (S |AVAILABLE] (C - n/a - n/a -
Professional |Area Medically Important |- COVID-19 [n/a - n/a - n/a])
Condition), immunisation - Not
applicable - [n/a -
Heavy menstrual 1{DF} - n/a])
bleeding (1wk -
Recovered/Resolved -
Other Medically
Important Condition),
Menstrual disorder
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 19/12/2021 |Spontaneous |Non Non Not available 12-17 |Not Male No Chest pain (n/a - COMIRNATY [VITAMINS NOS] (C -
10011003956 Healthcare |European Years |Specified Recovering/Resolving |[TOZINAMERAN] (S |Immune system disorder -
Professional |Economic - Life Threatening, - COVID-19 n/a - [n/a - n/a - Oral])
Area Caused/Prolonged immunisation - Not
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Hospitalisation, Other
Medically Important
Condition)
EU-EC- 19/12/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Asthenia (n/a - Not COMIRNATY Not reported
10011004021 Healthcare |Economic Years |Specified Recovered/Not COVID-19 MRNA
Professional |Area Resolved - ), VACCINE
(NUCLEOSIDE
Cough (n/a - Not MODIFIED)
Recovered/Not [TOZINAMERAN] (S
Resolved - ), - COVID-19
immunisation - n/a
Headache (n/a - Not |- [n/a - n/a - n/a])
Recovered/Not
Resolved - ),
Lymphadenitis (n/a -
Not Recovered/Not
Resolved - ),
Nasal congestion (n/a
- Not Recovered/Not
Resolved - ),
Pain (n/a - Not
Recovered/Not
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 19/12/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Asthenia (2d - COMIRNATY Not reported
10011004092 Healthcare |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S
Professional |Area ) - COVID-19
immunisation - n/a
Bone pain (2d - -[n/a-n/a-n/a])
Recovered/Resolved -
)
Chills (2d -
Recovered/Resolved -
)
Fatigue (2d -
Recovered/Resolved -
Headache (2d -
Recovered/Resolved -
,
Pyrexia (2d -
Recovered/Resolved -
EU-EC- 19/12/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Chest pain (n/a - COMIRNATY Not reported
10011004173 Healthcare |Economic Years Unknown - [TOZINAMERAN] (S
Professional |Area Caused/Prolonged - Immunisation -
Hospitalisation), n/a - [n/a - 2{DF} -
n/a])
Myocarditis (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),
Tachycardia (n/a -
Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 19/12/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Vaccination failure COMIRNATY Not reported
10011004223 Professional |Economic Years |Specified (11d - [TOZINAMERAN] (S
Area Recovered/Resolved - |- COVID-19
immunisation - Not
applicable - [n/a -
.3mL -
Intramuscular])
EU-EC- 19/12/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female [No Vaccination site pain | COMIRNATY Not reported
10011004677 Professional |Economic Years |Specified (n/a - Not [TOZINAMERAN] (S
Area Recovered/Not -nfa-n/a-[n/a-
Resolved - Disabling) |n/a - n/a])
EU-EC- 18/12/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Exercise tolerance COMIRNATY Not reported
10011000237 Healthcare |Economic Years decreased (n/a - [TOZINAMERAN] (S
Professional |Area Unknown - ), - Immunisation -
n/a-[n/a - 1{DF} -
Headache (n/a - n/al)
Unknown - )
EU-EC- 18/12/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female [No Sensation of foreign |COMIRNATY Not reported
10011000275 Professional |Economic Years |Specified body (0d - [TOZINAMERAN] (S
Area Recovered/Resolved - |- COVID-19
) immunisation - n/a
-[n/a-n/a-
Intramuscular])
EU-EC- 18/12/2021 | Spontaneous |Non European |Not available 12-17 |Not Male No Chest pain (n/a - COMIRNATY Not reported
10011000408 Healthcare |Economic Years |Specified Recovering/Resolving |[TOZINAMERAN] (S
Professional |Area -), - COVID-19
immunisation - Not
Confusional state (n/a |applicable - [n/a -
- nfa-
Recovering/Resolving |Intramuscular])
=M
Pyrexia (n/a -
Recovering/Resolving
EU-EC- 18/12/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Contusion (n/a - Not |COMIRNATY Not reported
10011000427 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ) - COVID-19
immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 18/12/2021 | Spontaneous |Non European |Not available 12-17 |Not Male No Chest pain (n/a - COMIRNATY Not reported
10011000963 Healthcare |Economic Years |Specified Recovering/Resolving |[TOZINAMERAN] (S
Professional |Area - Caused/Prolonged |- COVID-19
Hospitalisation), immunisation - Not
applicable - [n/a -
Dyspnoea (n/a - 3mL -
Recovering/Resolving |Intramuscular])
- Caused/Prolonged
Hospitalisation),
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Myopericarditis (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Oxygen saturation
decreased (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

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

EU-EC-
10011001013

18/12/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

Oral herpes (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10011001043

18/12/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Ventricular arrhythmia
(n/a - Not
Recovered/Not
Resolved - )

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

Not reported

EU-EC-
10011001056

18/12/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Injection site swelling
(3d-
Recovered/Resolved -

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

Not reported

EU-EC-
10011001077

18/12/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

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

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

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

Nausea (n/a -
Recovering/Resolving
=)

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-
10011001079

18/12/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

Malaise (n/a -
Recovering/Resolving

)

Myalgia (n/a -
Recovering/Resolving

=)

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

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

Not reported

EU-EC-
10011001107

18/12/2021

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

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

Not reported
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Injection site
erythema (n/a - Not
Recovered/Not
Resolved - ),
Injection site
inflammation (n/a -
Not Recovered/Not
Resolved - ),
Injection site swelling
(n/a - Not
Recovered/Not
Resolved - ),
Injection site warmth
(n/a - Not
Recovered/Not
Resolved - ),
Myalgia (n/a - Not
Recovered/Not
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 18/12/2021 | Spontaneous |Non European |Not available 12-17 |Not Female |No Intermenstrual COMIRNATY Not reported
10011001263 Healthcare |Economic Years |Specified bleeding (21d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved - |- COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/al)
EU-EC- 18/12/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Chills (4d - COMIRNATY Not reported
10011001275 Healthcare |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S
Professional |Area ) - COVID-19
immunisation - Not
Fatigue (5d - applicable - [n/a -
Recovered/Resolved - |1{DF} - n/a])
)
Herpes zoster (n/a -
Recovering/Resolving
=)
Hyperpyrexia (2d -
Recovered/Resolved -
,
Malaise (n/a -
Recovered/Resolved -
]
Myalgia (5d -
Recovered/Resolved -
)
Respiratory tract
inflammation (n/a -
Recovering/Resolving
=)
Vaccination site
lymphadenopathy
(2wk -
Recovered/Resolved -
EU-EC- 18/12/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Blister (n/a - Not COMIRNATY Not reported
10011001314 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ) - COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/al)
EU-EC- 18/12/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported
10011002453 Professional | Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a -
Condition), nfa-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 18/12/2021 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported
10011002514 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- 18/12/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported
10011002700 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), nfa-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 18/12/2021 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported
10011002755 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- 18/12/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported
10011003234 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), nfa-
Intramuscular])
Vaccination failure
(n/a - Unknown -
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Other Medically
Important Condition)
EU-EC- 18/12/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported
10011003277 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- 18/12/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported
10011003286 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- 18/12/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported
10011003312 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), nfa-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 18/12/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported
10011003325 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- 18/12/2021 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported
10011003338 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- 18/12/2021 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported
10011003383 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- 18/12/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported
10011003386 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), nfa-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 17/12/2021 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Conjunctivitis (10d - | COMIRNATY Not reported
10010987415 Healthcare |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S
Professional |Area - Immunisation -
n/a - [n/a - 1{DF} -
n/a])
EU-EC- 17/12/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Hypersensitivity (12d |COMIRNATY Not reported
10010987426 Healthcare |Economic Years - Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -) - Immunisation -
n/a - [n/a - 1{DF} -
n/a])
EU-EC- 17/12/2021 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Genital pain (2d - COMIRNATY Not reported
10010987439 Healthcare |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S
Professional |Area ), - Immunisation -
n/a - [n/a - 1{DF} -
Lymphadenopathy n/a])
(2d -
Recovered/Resolved -
EU-EC- 17/12/2021 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Urticaria (1d - COMIRNATY Not reported
10010987469 Healthcare |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S
Professional |Area - Immunisation -
n/a-[n/a-n/a-
n/a])
EU-EC- 17/12/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Dizziness (12d - COMIRNATY Not reported
10010987478 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S
Professional |Area - Caused/Prolonged |- Immunisation -
Hospitalisation), n/fa-[n/a-n/a-
n/al)
Syncope (12d -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 17/12/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Food allergy (n/a - COMIRNATY Not reported
10010987490 Healthcare |Economic Years Unknown - ) [TOZINAMERAN] (S
Professional |Area - Immunisation -
n/a - [n/a - 2{DF} -
n/a])
EU-EC- 17/12/2021 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Fatigue (n/a - Not COMIRNATY Not reported
10010987496 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), - Immunisation -
n/a - [n/a - 2{DF} -
Headache (n/a - Not |n/a])
Recovered/Not
Resolved - )
EU-EC- 17/12/2021 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Urticaria (1d - COMIRNATY Not reported
10010987537 Healthcare |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S
Professional |Area - Immunisation -
n/a-[n/fa-n/a-
n/a])
EU-EC- 17/12/2021 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Syncope (0d - COMIRNATY Not reported
10010987600 Healthcare |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S
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Professional |Area Other Medically - Immunisation -
Important Condition) |n/a - [n/a - 1{DF} -
n/a])
EU-EC- 17/12/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Dyspnoea (n/a - Not |COMIRNATY Not reported
10010987615 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - Other - Immunisation -
Medically Important  |n/a - [n/a - 2{DF} -
Condition), n/al)
Syncope (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 17/12/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Myocarditis (1d - COMIRNATY Not reported
10010987618 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S
Professional |Area - Caused/Prolonged |- Immunisation -
Hospitalisation) n/a-[n/a-n/a-
n/al)
EU-EC- 17/12/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Herpes zoster COMIRNATY Not reported
10010988017 Professional |Economic Years |Specified meningitis (n/a - [TOZINAMERAN] (S
Area Recovering/Resolving |- n/a-n/a-[n/a-
- Caused/Prolonged  |n/a - n/a])
Hospitalisation),
Intracranial pressure
increased (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 17/12/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Epistaxis (30min - COMIRNATY Not reported
10010988168 Healthcare |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S
Professional |Area - COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/al)
EU-EC- 17/12/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest pain (n/a - COMIRNATY Not reported
10010988342 Professional |European Years |Specified Recovering/Resolving |[TOZINAMERAN] (S
Economic - Life Threatening, - COVID-19
Area Caused/Prolonged immunisation - Not
Hospitalisation), applicable - [1d -
nfa-
Hypersensitivity (n/a - |Intramuscular])
Recovering/Resolving
- Life Threatening,
Caused/Prolonged
Hospitalisation)
EU-EC- 17/12/2021 |Spontaneous |Non Non Not available 12-17 |Not Female |No Eye pain (1d - COMIRNATY Not reported
10010988625 Healthcare |European Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S
Professional |Economic ) - COVID-19
Area immunisation - Not
Head discomfort (n/a |applicable - [1d -
- Unknown - ), n/a - n/a))
Headache (1d -
Recovered/Resolved -
)
Loss of consciousness
(1d -
Recovered/Resolved -
Other Medically
Important Condition),
Visual impairment
(n/a - Unknown - )
EU-EC- 17/12/2021 |Spontaneous |Non Non Not available 12-17 |Not Female |No Anaphylactic shock COMIRNATY Not reported
10010988637 Healthcare |European Years |Specified (n/a - Fatal - Results |[TOZINAMERAN] (S
Professional |Economic in Death, - COVID-19
Area Caused/Prolonged immunisation - Not
Hospitalisation), applicable - [1d -
n/a - n/a])
Coagulopathy (n/a -
Fatal - Results in
Death),
Dizziness (n/a - Fatal
- Results in Death,
Caused/Prolonged
Hospitalisation),
Rash (n/a - Fatal -
Results in Death,
Caused/Prolonged
Hospitalisation)
EU-EC- 17/12/2021 | Spontaneous |Non European |Not available 12-17 |Not Female |No Chest pain (n/a - Not |COMIRNATY Not reported
10010989626 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - Other -nfa-n/a-[n/a-
Medically Important  |n/a - n/a])
Condition),
Pericarditis (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 17/12/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Urticaria (n/a - COMIRNATY Not reported
10010989793 Professional |Economic Years |Specified Recovering/Resolving |[TOZINAMERAN] (S
Area - -nfa-n/a-[1d-
3mL -
Intramuscular])
EU-EC- 17/12/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No Facial paresis (1d - COMIRNATY Not reported
10010989856 Professional |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S
Area Caused/Prolonged - COVID-19
Hospitalisation), immunisation - Not
applicable - [n/a -
Hemidysaesthesia 1{DF} - n/al)
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 17/12/2021 |Spontaneous |Non European |Not available 12-17 |Not Female [No Body temperature COMIRNATY Not reported
10010989976 Healthcare |Economic Years |Specified increased (3d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved - |- COVID-19
Disabling), immunisation - Not
applicable - [n/a -
Chills (3d - n/a - n/al)
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Recovered/Resolved -
Disabling),
Diarrhoea (n/a - Not
Recovered/Not
Resolved - Disabling),
Headache (3d -
Recovered/Resolved -
Disabling),
Injection site reaction
(3d-
Recovered/Resolved -
Disabling),
Malaise (3d -
Recovered/Resolved -
Disabling),
Muscle spasms (n/a -
Not Recovered/Not
Resolved - Disabling),
Myalgia (3d -
Recovered/Resolved -
Disabling)
EU-EC- 17/12/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female [No Syncope (n/a - COMIRNATY Not reported
10010990096 Professional | Economic Years |Specified Recovered/Resolved - | CONCENTRATE FOR
Area Other Medically DISPERSION FOR
Important Condition) |INJECTION COVID-
19 MRNA VACCINE
(NUCLEOSIDE
MODIFIED)
[TOZINAMERAN] (S
-nfa-n/a-[n/a-
.3mL -
Intramuscular])
EU-EC- 17/12/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Headache (n/a - Fatal |COMIRNATY Not reported
10010990331 Professional |European Years |Specified - Results in Death), |[TOZINAMERAN] (S
Economic - COVID-19
Area Pyrexia (n/a - Fatal - |immunisation - Not
Results in Death), applicable - [1d -
n/a-
Seizure (n/a - Fatal - |Intramuscular])
Results in Death, Life
Threatening)
EU-EC- 17/12/2021 |Spontaneous |Non European |Not available 12-17 |Not Female [No Heavy menstrual COMIRNATY Not reported
10010990575 Healthcare |Economic Years |Specified bleeding (n/a - [TOZINAMERAN] (S
Professional |Area Unknown - ), - COVID-19
immunisation - Not
Oligomenorrhoea (n/a |applicable - [n/a -
- Unknown - ) n/a - n/al)
EU-EC- 17/12/2021 |Spontaneous |Non Non Not available 12-17 |Not Female |No Headache (n/a - Not |COMIRNATY Not reported
10010990603 Healthcare |European Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional | Economic Resolved - Other - COVID-19
Area Medically Important  |immunisation - Not
Condition) applicable - [1d -
n/a - n/a])
EU-EC- 17/12/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Chills (2h - COMIRNATY Not reported
10010990945 Healthcare |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S
Professional |Area , - COVID-19
immunisation - Not
Fatigue (2d - applicable - [n/a -
Recovered/Resolved - |1{DF} - n/a])
,
Headache (1d -
Recovered/Resolved -
Malaise (2d -
Recovered/Resolved -
)
Myalgia (2d -
Recovered/Resolved -
)
Nausea (1d -
Recovered/Resolved -
)
Pyrexia (2d -
Recovered/Resolved -
,
Swelling face (5h -
Recovered/Resolved -
)
EU-EC- 17/12/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Not No Abdominal pain upper | COMIRNATY [DESLORATADINE] (C -
10010991158 Professional |Economic Years |Specified |Specified (n/a - Not [TOZINAMERAN] (S |Hypersensitivity - n/a - )
Area Recovered/Not - COVID-19
Resolved - immunisation - n/a
Caused/Prolonged -[n/a-.3mL-
Hospitalisation), Intramuscular])
Diarrhoea (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 17/12/2021 | Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No C-reactive protein COMIRNATY Not reported
10010991190 Professional |Economic Years |Specified increased (n/a - [TOZINAMERAN] (S
Area Unknown - Other - COVID-19
Medically Important  |immunisation - n/a
Condition), -[nfa-n/a-
Intramuscular])
Diarrhoea (n/a -
Unknown - Other
Medically Important
Condition),
Fibrin D dimer
increased (n/a -
Unknown - Other
Medically Important
Condition),
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Pyrexia (n/a -
Unknown - Other
Medically Important
Condition),
Syncope (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 17/12/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No C-reactive protein COMIRNATY Not reported
10010991192 Professional |Economic Years |Specified increased (n/a - [TOZINAMERAN] (S
Area Recovered/Resolved - |- COVID-19
Other Medically immunisation - n/a
Important Condition), |- [n/a - .3mL -
Intramuscular])
Myocarditis (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Pain (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Troponin increased
(n/a-
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 17/12/2021 | Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Anaphylactic shock | COMIRNATY Not reported
10010991242 Professional |Economic Years |Specified (n/a - Unknown - [TOZINAMERAN] (S
Area Other Medically - COVID-19
Important Condition) |immunisation - n/a
-[n/a-n/a-
Intramuscular])
EU-EC- 17/12/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Seizure (n/a - COMIRNATY Not reported
10010991246 Professional |Economic Years |Specified Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- COVID-19
Condition) immunisation - n/a
-[n/a-.3mL-
Intramuscular])
EU-EC- 17/12/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Dizziness (n/a - COMIRNATY Not reported
10010991252 Professional |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S
Area Other Medically - COVID-19
Important Condition), |immunisation - n/a
-[n/a-n/a-
Loss of consciousness |Intramuscular])
(n/a-
Recovered/Resolved -
Other Medically
Important Condition),
Malaise (n/a -
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 17/12/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Syncope (n/a - COMIRNATY Not reported
10010991255 Professional |Economic Years |Specified Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- COVID-19
Condition), immunisation - n/a
-[nfa-n/a-
Vomiting (n/a - Intramuscular])
Unknown - Other
Medically Important
Condition)
EU-EC- 17/12/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Lymphadenopathy COMIRNATY Not reported
10010991256 Professional |Economic Years |Specified (n/a- [TOZINAMERAN] (S
Area Recovered/Resolved - |- COVID-19
Caused/Prolonged immunisation - n/a
Hospitalisation), -[n/a-.3mL-
Intramuscular])
Myocarditis (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Pyrexia (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 17/12/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Apnoea (n/a - COMIRNATY Not reported
10010991261 Professional |Economic Years |Specified Unknown - [TOZINAMERAN] (S
Area Caused/Prolonged - COVID-19
Hospitalisation), immunisation - n/a
-[n/a-.3mL-
Loss of consciousness |Intramuscular])
(n/a - Unknown -
Caused/Prolonged
Hospitalisation),
Seizure (n/a -
Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 17/12/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Syncope (n/a - COMIRNATY Not reported
10010991309 Professional |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S
Area Other Medically - COVID-19
Important Condition) |immunisation - n/a
-[n/a-n/a-
Intramuscular])
EU-EC- 17/12/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |Yes Feeling hot (n/a - COMIRNATY Not reported
10010991310 Professional |Economic Years |Specified Recovering/Resolving |[TOZINAMERAN] (S
Area - Caused/Prolonged |- COVID-19
Hospitalisation), immunisation - n/a
-[n/a-.3mL-
Headache (n/a - Intramuscular])
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Seizure (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Syncope (n/a -
Recovering/Resolving
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- Caused/Prolonged
Hospitalisation)
EU-EC- 17/12/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported
10010991647 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), nfa-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 17/12/2021 |Spontaneous |Non European |Not available 12-17 |Not Female [No Headache (n/a - Not |COMIRNATY Not reported
10010991933 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), - COVID-19
immunisation - Not
Malaise (n/a - Not applicable - [n/a -
Recovered/Not 1{DF} - n/a])
Resolved - ),
Mastitis (5d -
Recovered/Resolved -
)
Nausea (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 17/12/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Dysgeusia (n/a - Not |COMIRNATY Not reported
10010992157 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - Disabling) |- n/a-n/a-[n/a-
n/a - n/al])
EU-EC- 17/12/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Asthenia (n/a - COMIRNATY Not reported
10010992388 Professional |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S
Area Other Medically - COVID-19
Important Condition), |prophylaxis - n/a -
[n/a-n/a-
Dizziness (n/a - Intramuscular])
Recovered/Resolved -
Other Medically
Important Condition),
Dyspnoea (n/a -
Recovered/Resolved -
Other Medically
Important Condition),
Hyperhidrosis (n/a -
Recovered/Resolved -
Other Medically
Important Condition),
Myalgia (n/a -
Recovered/Resolved -
Other Medically
Important Condition),
Nasopharyngitis (n/a
- Recovered/Resolved
- Other Medically
Important Condition),
Nausea (n/a -
Recovered/Resolved -
Other Medically
Important Condition),
Syncope (n/a -
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 17/12/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Heavy menstrual COMIRNATY Not reported
10010992442 Professional |Economic Years |Specified bleeding (n/a - Not  |[TOZINAMERAN] (S
Area Recovered/Not - COVID-19
Resolved - ) immunisation - n/a
-[n/a-n/a-
Intramuscular])
EU-EC- 17/12/2021 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 COMIRNATY Not reported
10010992683 Professional |Economic Years immunisation (n/a - |[TOZINAMERAN] (S
Area Not Recovered/Not -nfa-nf/a-[1d-
Resolved - ), n/a-
Intramuscular])
Dyspnoea exertional
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 17/12/2021 | Spontaneous |Non European |Not available 12-17 |Not Female |No Blood test abnormal  |COMIRNATY Not reported
10010993192 Healthcare |Economic Years |Specified (2d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved - |- COVID-19
Other Medically immunisation - Not
Important Condition), |applicable - [n/a -
n/a - n/al)
Chest discomfort (2d
- Recovered/Resolved
- Other Medically
Important Condition),
Chest pain (n/a -
Recovered/Resolved -
)
Dyspnoea (2d -
Recovered/Resolved -
Other Medically
Important Condition),
Headache (2d -
Recovered/Resolved -
Other Medically
Important Condition),
Hypertension (n/a -
Recovered/Resolved -
EU-EC- 17/12/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Fatigue (1d - COMIRNATY Not reported
10010993219 Healthcare  |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S
Professional |Area ) - Immunisation -
nfa-[nfa-n/a-
Headache (1d - n/al)
Recovered/Resolved -
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Hot flush (1d -
Recovered/Resolved -

)

Paraesthesia (1d -
Recovered/Resolved -

EU-EC-
10010993303

17/12/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Blood thyroid
stimulating hormone
increased (n/a -
Recovering/Resolving
- Other Medically
Important Condition),

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

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

Hypoaesthesia (n/a -
Recovering/Resolving
- Other Medically

Important Condition),

Muscle spasms (n/a -
Recovering/Resolving
- Other Medically

Important Condition),

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

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

Important Condition),

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

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

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

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

Not reported

EU-EC-
10010993384

17/12/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

Oxygen saturation
decreased (n/a -
Recovered/Resolved -
Other Medically
Important Condition),

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

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

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

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

Not reported

EU-EC-
10010993393

17/12/2021

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

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

Not reported
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Loss of consciousness
(n/a-
Recovering/Resolving
- Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),

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

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

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

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

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

Speech disorder (n/a

Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Syncope (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation, Other
Medically Important

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

Recovering/Resolving

)

Myalgia (2d -
Recovering/Resolving
=)

Pericarditis (2d -

Condition)
EU-EC- 17/12/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female [No Cystatin C increased |COMIRNATY Not reported
10010993621 Professional |Economic Years |Specified (n/a - Not CONCENTRATE FOR
Area Recovered/Not DISPERSION FOR
Resolved - INJECTION COVID-
Caused/Prolonged 19 MRNA VACCINE
Hospitalisation), (NUCLEOSIDE
MODIFIED)
Haematuria (n/a - Not |[TOZINAMERAN] (S
Recovered/Not -nfa-nfa-[nfa-
Resolved - n/a-
Caused/Prolonged Intramuscular])
Hospitalisation),
Proteinuria (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Renal impairment
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 17/12/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Cough (n/a - Not COMIRNATY Not reported
10010993685 Professional |Economic Years Recovered/Not [TOZINAMERAN] (S
Area Resolved - ), -nfa-nfa-[id-
nfa-
Ear pain (n/a - Not Intramuscular])
Recovered/Not
Resolved - ),
Headache (n/a - Not
Recovered/Not
Resolved - ),
Myalgia (n/a - Not
Recovered/Not
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - ),
Rhinitis (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 17/12/2021 | Spontaneous |Non European |Not available 12-17 |Not Male No Headache (2d - COMIRNATY Not reported
10010993752 Healthcare |Economic Years |Specified Recovering/Resolving |[TOZINAMERAN] (S
Professional |Area =) - COVID-19
immunisation - Not
Injection site reaction |applicable - [n/a -
(2d - n/a - n/al)
Recovering/Resolving
=
Malaise (2d -
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Recovering/Resolving
- Other Medically
Important Condition),

Pyrexia (2d -
Recovering/Resolving

EU-EC-
10010993989

17/12/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Antinuclear antibody
increased (n/a - Not
Recovered/Not
Resolved - Disabling),

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

Extensive swelling of
vaccinated limb (n/a -
Not Recovered/Not
Resolved - Disabling),

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

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

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

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

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

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

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

Not reported

EU-EC-
10010994180

17/12/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

Not reported

EU-EC-
10010994200

17/12/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Heavy menstrual
bleeding (n/a -
Recovering/Resolving
- Other Medically
Important Condition),

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

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

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

[DESOGESTREL] (C - Pain -

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

EU-EC-
10010994278

17/12/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

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

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

Not reported

EU-EC-
10010994285

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

17/12/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

Not reported
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Vomiting (n/a -
Recovering/Resolving
- Other Medically
Important Condition)

EU-EC-
10010994309

17/12/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Not
Specified

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

EU-EC-
10010994342

17/12/2021

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

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

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

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

Inappropriate

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

Not reported
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schedule of product
administration (n/a -
Unknown - )

EU-EC-
10010994366

17/12/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

Confusional state (1d
- Recovered/Resolved
- Other Medically

Important Condition),

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

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

Oxygen saturation
decreased (1d -
Recovered/Resolved -
Other Medically
Important Condition)

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

Not reported

EU-EC-
10010994498

17/12/2021

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

EU-EC-
10010994500

17/12/2021

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/fa-
nfa-
Intramuscular])

Not reported

EU-EC-
10010994749

17/12/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

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

Not reported

EU-EC-
10010994750

17/12/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

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

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

Not reported

EU-EC-
10010994763

17/12/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

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

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

Not reported

EU-EC-
10010994770

17/12/2021

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

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Abdominal pain (n/a -
Fatal - Results in
Death,
Caused/Prolonged
Hospitalisation),

Asthenia (n/a - Fatal -
Results in Death,
Caused/Prolonged
Hospitalisation),

Decreased appetite
(n/a - Fatal - Results
in Death,
Caused/Prolonged
Hospitalisation),

Diarrhoea (n/a - Fatal
- Results in Death,
Caused/Prolonged
Hospitalisation),

Dyspnoea (n/a - Fatal
- Results in Death,

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

Not reported
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Caused/Prolonged
Hospitalisation),
Pyrexia (n/a - Fatal -
Results in Death,
Caused/Prolonged
Hospitalisation),
Vomiting (n/a - Fatal -
Results in Death,
Caused/Prolonged
Hospitalisation)
EU-EC- 17/12/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Loss of consciousness |COMIRNATY Not reported
10010994784 Professional |European Years |Specified (n/a - Unknown - [TOZINAMERAN] (S
Economic Caused/Prolonged - COVID-19
Area Hospitalisation) immunisation - Not
applicable - [1d -
n/a-
Intramuscular])
EU-EC- 17/12/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Completed suicide COMIRNATY Not reported
10010994802 Professional |European Years |Specified (n/a - Fatal - Results |[TOZINAMERAN] (S
Economic in Death, Other - COVID-19
Area Medically Important  |immunisation - Not
Condition), applicable - [1d -
n/a - n/a])
Malaise (n/a -
Unknown - ),
Nasal congestion (n/a
- Unknown - )
EU-EC- 17/12/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest pain (n/a - COMIRNATY Not reported
10010994809 Professional |European Years |Specified Unknown - ), [TOZINAMERAN] (S
Economic - COVID-19
Area Pericarditis (n/a - immunisation - Not
Unknown - Other applicable - [1d -
Medically Important  |n/a -
Condition) Intramuscular])
EU-EC- 17/12/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Anaphylactic reaction |COMIRNATY Not reported
10010994813 Professional |European Years |Specified (n/a- [TOZINAMERAN] (S
Economic Recovered/Resolved - |- COVID-19
Area Life Threatening, immunisation - Not
Caused/Prolonged applicable - [1d -
Hospitalisation, Other |n/a -
Medically Important  |Intramuscular])
Condition)
EU-EC- 17/12/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Abdominal pain (n/a - |COMIRNATY Not reported
10010994990 Healthcare |Economic Years |Specified Unknown - ), [TOZINAMERAN] (S
Professional |Area - Immunisation -
Dizziness (n/a - n/a-[n/a-n/a-
Unknown - ), Intramuscular])
Fatigue (n/a -
Unknown - ),
Headache (n/a -
Recovering/Resolving
=)
Nasopharyngitis (n/a
- Unknown - ),
Oropharyngeal pain
(n/a - Unknown - ),
Syncope (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 17/12/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female [No Dysmenorrhoea (n/a - | TOZINAMERAN Not reported
10010995075 Professional |European Years |Specified Unknown - ), [TOZINAMERAN] (S
Economic - COVID-19
Area Dysmenorrhoea (n/a - |immunisation - Not
Unknown - Other applicable - [n/a -
Medically Important  |n/a -
Condition), Intramuscular])
Heavy menstrual
bleeding (n/a -
Unknown - ),
Hypomenorrhoea (n/a
- Unknown - ),
Inappropriate
schedule of product
administration (n/a -
Unknown - ),
Nausea (n/a -
Unknown - ),
Vomiting (n/a -
Unknown - )
EU-EC- 17/12/2021 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported
10010995159 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- 17/12/2021 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported
10010995163 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- 17/12/2021 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Neuralgia (n/a - Not |COMIRNATY Not reported
10010995280 Professional |Economic Years Recovered/Not [TOZINAMERAN] (S
Area Resolved - Other - COVID-19
Medically Important  |immunisation - Not
Condition) applicable - [n/a -
1{DF} -
Intramuscular])

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

EU-EC- 17/12/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Chest pain (27d - COMIRNATY Not reported
10010995473 Healthcare |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S
Professional |Area Caused/Prolonged - COVID-19
Hospitalisation) immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 17/12/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |Yes |Malaise (n/a - COMIRNATY Not reported
10010995496 Healthcare |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S
Professional |Area - COVID-19
immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 17/12/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Epistaxis (1d - COMIRNATY Not reported
10010995548 Healthcare |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S
Professional |Area ) - COVID-19
immunisation - n/a
Influenza like illness |- [21d - .3mL -
(n/a - Not Intramuscular])
Recovered/Not
Resolved - ),
Pain in extremity (n/a
- Recovered/Resolved
-)
EU-EC- 17/12/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Amenorrhoea (4mo - |COMIRNATY Not reported
10010995636 Professional |Economic Years Not Recovered/Not [TOZINAMERAN] (S
Area Resolved - ) - COVID-19
immunisation - Not
applicable - [1d -
3mL -
Intramuscular])
EU-EC- 17/12/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No Epistaxis (2d - COMIRNATY Not reported
10010995639 Professional |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S
Area - COVID-19
immunisation - Not
applicable - [1d -
3mlL -
Intramuscular])
EU-EC- 17/12/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Amenorrhoea (n/a - |COMIRNATY Not reported
10010995680 Healthcare  |Economic Years Not Recovered/Not  |[TOZINAMERAN] (S
Professional |Area Resolved - ) - COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 17/12/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Herpes zoster (n/a - |COMIRNATY Not reported
10010995733 Healthcare |Economic Years |Specified Recovering/Resolving |[TOZINAMERAN] (S
Professional |Area - - COVID-19
immunisation -
Drug withdrawn -
[1d - .3mL-
Intramuscular])
EU-EC- 17/12/2021 | Spontaneous |Non European |Not available 12-17 |Not Male No Pruritus (n/a - COMIRNATY Not reported
10010995754 Healthcare |Economic Years |Specified Recovering/Resolving |[TOZINAMERAN] (S
Professional |Area =), - COVID-19
immunisation -
Rash (n/a - Drug withdrawn -
Recovering/Resolving |[1d - .3mL -
- Intramuscular])
EU-EC- 17/12/2021 |Spontaneous |Non Non Not available 12-17 |Not Male No Hypoaesthesia (n/a - |COMIRNATY Not reported
10010995775 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- 17/12/2021 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Paraesthesia (n/fa-  |COMIRNATY Not reported
10010995799 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S
Professional |Area - - COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 17/12/2021 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chills (90min - COMIRNATY Not reported
10010996287 Professional |European Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S
Economic , - COVID-19
Area immunisation - Not
Cold sweat (90min - |applicable - [n/a -
Recovered/Resolved - |n/a -
) Intramuscular])
Oxygen saturation
decreased (n/a -
Unknown - Other
Medically Important
Condition),
Pyrexia (90min -
Recovered/Resolved -
EU-EC- 17/12/2021 |Spontaneous |Non Non Not available 12-17 |Not Male No Deafness unilateral COMIRNATY Not reported
10010996289 Healthcare |European Years |Specified (n/a - Not [TOZINAMERAN] (S
Professional |Economic Recovered/Not - COVID-19
Area Resolved - Other immunisation - Not
Medically Important  |applicable - [1d -
Condition) n/a - n/a])
EU-EC- 17/12/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Bradycardia (24h - TOZINAMERAN Not reported
10010996401 Professional |European Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S
Economic Other Medically - COVID-19
Area Important Condition), |immunisation - Not
applicable - [n/a -
Dizziness (n/a - n/a - n/al)
Unknown - ),
Influenza (1wk -
Recovered/Resolved -
)
Influenza like illness
(n/a - Unknown - ),
Myalgia (n/a -
Unknown - ),
Pyrexia (n/a -
Unknown - ),
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Vision blurred (n/a -
Unknown - )

EU-EC-
10010996632

17/12/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Epistaxis (7d -
Recovered/Resolved -
Disabling),

Fatigue (7d -
Recovered/Resolved -
Disabling),

Headache (7d -
Recovered/Resolved -
Disabling)

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

Not reported

EU-EC-
10010997311

17/12/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

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

Pain in extremity (n/a
- Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Disabling),

Psychiatric symptom
(n/a - Not
Recovered/Not
Resolved - ),

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

Weight decreased
(n/a - Not
Recovered/Not
Resolved - )

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

Not reported

EU-EC-
10010997492

17/12/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

Not reported

EU-EC-
10010997611

17/12/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

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

Not reported

EU-EC-
10010997909

17/12/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Type 1 diabetes
mellitus (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Disabling)

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

Not reported

EU-EC-
10010998122

17/12/2021

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

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

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

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

[COLECALCIFEROL] (C -

Vitamin D decreased - n/a -

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

[SODIUM HYDROGEN
CARBONATE, POTASSIUM
CHLORIDE, SODIUM
CHLORIDE, MACROGOL

3350] (C - Constipation - n/a

- [27d - n/a - n/a])
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Condition),
Inappropriate
schedule of product
administration (n/a -
Unknown - ),
Pain (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 17/12/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Syncope (n/a - COMIRNATY Not reported
10010998363 Professional | Economic Years |Specified Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition) n/a - n/al)
EU-EC- 17/12/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Amenorrhoea (n/fa - |COMIRNATY Not reported
10010999048 Healthcare |Economic Years Unknown - ) [TOZINAMERAN] (S
Professional |Area - COVID-19
immunisation -
Drug withdrawn -
[1d - .3mL -
Intramuscular])
EU-EC- 17/12/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Chest discomfort (n/a | COMIRNATY Not reported
10010999049 Professional |Economic Years - [TOZINAMERAN] (S
Area Recovering/Resolving |- COVID-19
- Caused/Prolonged  |immunisation - Not
Hospitalisation), applicable - [n/a -
1{DF} -
Myocarditis (n/a - Intramuscular])
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 17/12/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Cough (n/a - COMIRNATY Not reported
10010999106 Professional |Economic Years Unknown - ), [TOZINAMERAN] (S
Area - COVID-19
Rhinorrhoea (n/a - immunisation - Not
Unknown - ), applicable - [1d -
3mlL -
Vaccination site Intramuscular])
lymphadenopathy
(n/a - Unknown - )
EU-EC- 17/12/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Amenorrhoea (n/a - |COMIRNATY Not reported
10010999155 Professional |Economic Years Not Recovered/Not [TOZINAMERAN] (S
Area Resolved - ) - COVID-19
immunisation - Not
applicable - [0d -
n/a - nfa])
EU-EC- 17/12/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Abdominal pain (n/a - | COMIRNATY Not reported
10010999174 Professional |Economic Years Unknown - ), [TOZINAMERAN] (S
Area - COVID-19
Nausea (n/a - immunisation - Not
Unknown - ) applicable - [n/a -
1{DF} - Unknown])
EU-EC- 17/12/2021 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No Axillary pain (4d - COMIRNATY Not reported
10010999243 Professional | Economic Years Recovered/Resolved - |[TOZINAMERAN] (S
Area X - COVID-19
immunisation -
Headache (4d - Drug withdrawn -
Recovered/Resolved - |[1d - .3mL -
, Intramuscular])
Vaccination site
oedema (4d -
Recovered/Resolved -
EU-EC- 16/12/2021 | Spontaneous |Non European |Not available 12-17 |Not Female |No Band sensation (n/a - |COMIRNATY Not reported
10010973560 Healthcare |Economic Years |Specified Not Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), - COVID-19
immunisation - Not
Chest pain (n/a - Not |applicable - [n/a -
Recovered/Not 1{DF} -
Resolved - ), Intramuscular])
Dyspnoea (n/a - Not
Recovered/Not
Resolved - ),
Headache (n/a - Not
Recovered/Not
Resolved - ),
Hypotension (n/a -
Not Recovered/Not
Resolved - ),
Myalgia (n/a - Not
Recovered/Not
Resolved - ),
Nausea (n/a - Not
Recovered/Not
Resolved - ),
Odynophagia (n/a -
Not Recovered/Not
Resolved - )
EU-EC- 16/12/2021 | Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Amnesia (n/a - COMIRNATY Not reported
10010973569 Professional |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S
Area Caused/Prolonged - COVID-19
Hospitalisation), immunisation - Not
applicable - [n/a -
Injection site pain 1{DF} -
(n/a- Intramuscular])
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Limb discomfort (n/a
- Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Loss of consciousness
(n/a-
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
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Seizure (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

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

EU-EC-
10010973696

16/12/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Chest pain (n/a -
Recovering/Resolving

i

Headache (n/a -
Recovering/Resolving

=)

Nausea (n/a -
Recovering/Resolving

»

Vertigo (n/a -
Recovering/Resolving
-)

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

Not reported

EU-EC-
10010974023

16/12/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

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

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

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

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

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

Not reported

EU-EC-
10010974051

16/12/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

Not reported

EU-EC-
10010974099

16/12/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

Headache (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-
10010974705

16/12/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Dyskinesia (n/a -
Unknown - ),

Fall (n/a - Unknown -

4

Headache (n/a -
Unknown - ),

Hypoaesthesia (37min
- Recovered/Resolved
- Other Medically

Important Condition),

Hypotension (n/a -
Unknown - ),

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

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

Presyncope (37min -
Recovered/Resolved -

a

Seizure (37min -
Recovered/Resolved -
Other Medically
Important Condition),

Vaccination site
hypoaesthesia (n/a -
Unknown - )

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

Not reported

EU-EC-
10010974706

16/12/2021

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

Spontaneous

Healthcare
Professional

Non
European

Not available

12-17
Years

Not
Specified

Male

No

Pericarditis (n/a - Not
Recovered/Not

COMIRNATY
[TOZINAMERAN] (S

Not reported
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Economic Resolved - Other - COVID-19
Area Medically Important  |immunisation - Not
Condition) applicable - [n/a -
n/a-
Intramuscular])
EU-EC- 16/12/2021 |Spontaneous |Non Non Not available 12-17 |Not Female [No Lip swelling (n/a - Not | TOZINAMERAN Not reported
10010974746 Healthcare |European Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional |Economic Resolved - Other - COVID-19
Area Medically Important  |immunisation - Not
Condition) applicable - [1d -
n/a - n/a])
EU-EC- 16/12/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Pulmonary embolism |COMIRNATY [DOXYCYCLINE,
10010974818 Professional |European Years |Specified (n/a- [TOZINAMERAN] (S | DOXYCYCLINE HYCLATE,
Economic Recovering/Resolving |- COVID-19 DOXYCYCLINE
Area - Other Medically immunisation - Not |MONOHYDRATE] (C - Acne -
Important Condition) |applicable - [n/a- |n/a - [n/a - n/a - n/a])
n/a - n/aj)
EU-EC- 16/12/2021 |Spontaneous |Non Non Not available 12-17 |Not Female [No Chest pain (n/a - COMIRNATY Not reported
10010974829 Healthcare |European Years |Specified Unknown - Other [TOZINAMERAN] (S
Professional |Economic Medically Important |- COVID-19
Area Condition), immunisation - Not
applicable - [n/a -
Myocarditis (n/a - n/a - n/a])
Unknown - Other
Medically Important
Condition),
Palpitations (n/a -
Recovered/Resolved -
Other Medically
Important Condition),
Pericarditis (n/a -
Unknown - Other
Medically Important
Condition),
Tachycardia (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 16/12/2021 |Spontaneous |Non Non Not available 12-17 |Not Female |No Axillary pain (n/a - COMIRNATY [ETHINYLESTRADIOL,
10010974839 Healthcare |European Years |Specified Not Recovered/Not [TOZINAMERAN] (S |LEVONORGESTREL] (C -
Professional | Economic Resolved - Other - COVID-19 Menstruation irregular - n/a -
Area Medically Important  |immunisation - Not |[n/a - n/a - n/a]),
Condition), applicable - [n/a -
n/a - n/al) [PARACETAMOL] (C - Pain -
Inappropriate n/a - [n/a - n/a - n/a])
schedule of product
administration (n/a -
Unknown - ),
Inflammation (n/a -
Recovering/Resolving
- Other Medically
Important Condition),
Lymph node pain (n/a
Recovering/Resolving
- Other Medically
Important Condition),
Mass (n/a - Unknown
- Other Medically
Important Condition),
Pyrexia (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 16/12/2021 | Spontaneous |Non Non Not available 12-17 |Not Male No Axillary pain (n/a - COMIRNATY Not reported
10010974848 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/a])
Joint range of motion
decreased (n/a -
Unknown - Other
Medically Important
Condition),
Myalgia (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 16/12/2021 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported
10010974865 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- 16/12/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Menstruation delayed |COMIRNATY Not reported
10010975285 Healthcare |Economic Years |Specified (n/a - Not [TOZINAMERAN] (S
Professional |Area Recovered/Not - Immunisation -
Resolved - ), n/fa-[n/fa-n/a-
Intramuscular])
Menstruation irregular
(n/a - Unknown - )
EU-EC- 16/12/2021 |Spontaneous |Non European |Not available 12-17 |Not Female [No Abdominal pain lower |COMIRNATY Not reported
10010975345 Healthcare |Economic Years |Specified (n/a - Unknown - ),  |[TOZINAMERAN] (S
Professional |Area - Immunisation -
Discomfort (n/a - n/fa-[n/fa-n/a-
Unknown - ), Intramuscular])
Lymph node pain (n/a
- Unknown - ),
Lymphadenopathy
(n/a-
Recovering/Resolving
=)
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Pain (n/a - Unknown -
EU-EC- 16/12/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Hypoaesthesia (n/a - |COMIRNATY Not reported
10010975573 Professional |Economic Years |Specified Unknown - Disabling), |CONCENTRATE FOR
Area DISPERSION FOR
Pain in jaw (n/a - INJECTION COVID-
Unknown - Disabling), |19 MRNA VACCINE
(NUCLEOSIDE
Paraesthesia oral (n/a |MODIFIED)
- Unknown - [TOZINAMERAN] (S
Disabling), -nfa-n/a-[n/a-
n/a-
Trismus (n/a - Intramuscular])
Unknown - Disabling)
EU-EC- 16/12/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Injection site pain (5d | COMIRNATY Not reported
10010975673 Healthcare |Economic Years |Specified - Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area =), -nfa-n/a-[n/a-
n/a-
Injection site pruritus |Intramuscular])
Recovered/Resolved -
)
Lymph node pain (n/a
- Not Recovered/Not
Resolved - ),
Lymphadenopathy
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 16/12/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Chest pain (n/a - COMIRNATY Not reported
10010976007 Professional |Economic Years |Specified Unknown - CONCENTRATE FOR
Area Caused/Prolonged DISPERSION FOR
Hospitalisation), INJECTION COVID-
19 MRNA VACCINE
Cough (n/a - (NUCLEOSIDE
Unknown - MODIFIED)
Caused/Prolonged [TOZINAMERAN] (S
Hospitalisation), -nfa-n/a-[n/a-
n/a-
Myocarditis (n/a - Intramuscular])
Unknown -
Caused/Prolonged
Hospitalisation),
Pyrexia (n/a -
Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 16/12/2021 |Spontaneous |Non European |Not available 12-17 |Not Female [No Arthralgia (n/a - Not |COMIRNATY Not reported
10010976557 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), - COVID-19
immunisation - Not
Pyrexia (n/a - Not applicable - [1d -
Recovered/Not n/a - n/a])
Resolved - )
EU-EC- 16/12/2021 |Spontaneous |Non Non Not available 12-17 |Not Female [No Chills (n/a - Unknown |COMIRNATY Not reported
10010976558 Healthcare |European Years |Specified =), [TOZINAMERAN] (S
Professional | Economic - COVID-19
Area Inappropriate immunisation - Not
schedule of product |applicable - [n/a -
administration (n/a - |n/a - n/a])
Unknown - ),
Pyrexia (n/a -
Unknown - ),
Seizure (n/a -
Unknown - Other
Medically Important
Condition),
Tremor (n/a -
Unknown - )
EU-EC- 16/12/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Vaccination site COMIRNATY Not reported
10010976604 Professional |Economic Years |Specified thrombosis (n/a - [TOZINAMERAN] (S
Area Unknown - Other - COVID-19
Medically Important  |immunisation - Not
Condition) applicable - [n/a -
n/a - n/a])
EU-EC- 16/12/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Electroencephalogram |COMIRNATY Not reported
10010976778 Professional |European Years |Specified abnormal (13d - [TOZINAMERAN] (S
Economic Recovered/Resolved - |- COVID-19
Area ), immunisation - Not
applicable - [1d -
Epilepsy (13d - n/a - n/a])
Recovered/Resolved -
Other Medically
Important Condition),
Headache (13d -
Recovered/Resolved -
)
Loss of consciousness
(13d -
Recovered/Resolved -
Other Medically
Important Condition),
Malaise (13d -
Recovered/Resolved -
Nausea (13d -
Recovered/Resolved -
Pyrexia (13d -
Recovered/Resolved -
)
Seizure (0d -
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 16/12/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Hypoaesthesia (n/a - |COMIRNATY Not reported
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10010976899

Healthcare
Professional

Economic
Area

Years

Run Line Listing Report

Specified

Recovering/Resolving

=)
Paraesthesia (n/a -
Recovering/Resolving

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

EU-EC-
10010976922

16/12/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

Not reported

EU-EC-
10010976941

16/12/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

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

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

Not reported

EU-EC-
10010977119

16/12/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

Eye pain (n/a - Not
Recovered/Not
Resolved - Disabling),

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

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

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

Not reported

EU-EC-
10010978802

16/12/2021

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-
nfa-
Intramuscular])

Not reported

EU-EC-
10010978856

16/12/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

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

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

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

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

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

Not reported

EU-EC-
10010979092

16/12/2021

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

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Nausea (n/a -
Recovering/Resolving

=)

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

Not reported
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Vomiting (n/a - applicable - [n/a -
Recovering/Resolving |1{DF} - n/a])
-)
EU-EC- 16/12/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Chills (n/a - COMIRNATY [LISDEXAMFETAMINE
10010979135 Healthcare |Economic Years |Specified Recovering/Resolving |[TOZINAMERAN] (S |DIMESYLATE] (C-n/a-n/a -
Professional |Area - - COVID-19 [n/a - n/a - n/al])

immunisation - Not
Headache (n/a - Not |applicable - [n/a -

Recovered/Not 1{DF} - n/a])
Resolved - ),
Malaise (n/a - Not
Recovered/Not
Resolved - ),
Nausea (n/a -
Recovering/Resolving
-)
EU-EC- 16/12/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Lymphadenopathy COMIRNATY Not reported
10010979532 Healthcare |Economic Years (n/a - Not CONCENTRATE FOR
Professional |Area Recovered/Not DISPERSION FOR
Resolved - ) INJECTION COVID-
19 MRNA VACCINE
(NUCLEOSIDE
MODIFIED)
[TOZINAMERAN] (S
- COVID-19
immunisation - Not
applicable - [n/a -
n/a - n/a])
EU-EC- 16/12/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Application site COMIRNATY Not reported
10010979678 Healthcare |Economic Years erythema (n/a - Not  |[TOZINAMERAN] (S
Professional |Area Recovered/Not -nfa-nfa-[n/a-
Resolved - ), n/a - n/al)
Application site pain
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 16/12/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Menstrual disorder COMIRNATY Not reported
10010979958 Healthcare |Economic Years |Specified (n/a - Unknown - ) [TOZINAMERAN] (S
Professional |Area - COVID-19
immunisation - Not
applicable - [n/a -
n/a - n/a])
EU-EC- 16/12/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported
10010979997 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- 16/12/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported
10010980011 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- 16/12/2021 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported
10010980013 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), nfa-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 16/12/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported
10010980015 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- 16/12/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Dyspnoea (2h - COMIRNATY Not reported
10010980204 Healthcare  |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S
Professional |Area ) - Immunisation -
n/a-[n/a - 1{DF} -
n/a])
EU-EC- 16/12/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female [No Emotional distress COMIRNATY Not reported
10010980250 Professional | Economic Years |Specified (n/a- [TOZINAMERAN] (S
Area Recovered/Resolved - |- COVID-19
Other Medically immunisation - Not
Important Condition), |applicable - [n/a -
n/a - nfa)
Musculoskeletal pain
(n/a-
Recovered/Resolved -
Other Medically
Important Condition),
Skin exfoliation (n/a -
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 16/12/2021 | Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Hypoaesthesia (14d - |COMIRNATY Not reported
10010980281 Professional |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S
Area ) - COVID-19
immunisation - n/a
-[nfa-n/a-
Intramuscular])
EU-EC- 16/12/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Administration site COMIRNATY Not reported
10010980291 Healthcare |Economic Years pain (n/a - Unknown - |[TOZINAMERAN] (S
Professional |Area ) - Immunisation -
n/a - [n/a - 1{DF} -
n/al)
EU-EC- 16/12/2021 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Angioedema (n/a - COMIRNATY [INFLUENZA VIRUS] (C -
10010980571 Professional |European Years |Specified Recovering/Resolving |[TOZINAMERAN] (S |Antiviral prophylaxis - n/a -
Economic - Other Medically - COVID-19 [n/a - n/a - n/a])
Area Important Condition), |immunisation - Not
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applicable - [1d -
Immunisation (n/a - |n/a - n/a])
Unknown - Other
Medically Important
Condition),
Lip swelling (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Swelling face (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 16/12/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female [No Blepharospasm (n/a - |COMIRNATY [FERRIC PYROPHOSPHATE,
10010980599 Professional |European Years |Specified Not Recovered/Not [TOZINAMERAN] (S | THIAMINE HYDROCHLORIDE,
Economic Resolved - Other - COVID-19 CYANOCOBALAMIN, LYSINE
Area Medically Important ~ |immunisation - Not |HYDROCHLORIDE,
Condition), applicable - [n/a- |PYRIDOXINE
n/a- HYDROCHLORIDE] (C - Heavy
Feeling hot (n/a - Not |Intramuscular]) menstrual bleeding, Iron
Recovered/Not deficiency anaemia - n/a -
Resolved - Other [n/a - n/a - n/al),
Medically Important
Condition), [SODIUM FERROUS CITRATE]
(C - Heavy menstrual
Insomnia (n/a - Not bleeding, Iron deficiency
Recovered/Not anaemia - n/a - [n/a-n/a -
Resolved - Other Oral])
Medically Important
Condition),
Photophobia (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 16/12/2021 |Spontaneous |Non Non Not available 12-17 |Not Female [No Ear disorder (n/a - COMIRNATY Not reported
10010980614 Healthcare |European Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S
Professional | Economic ) - COVID-19
Area immunisation - Not
Malaise (n/a - applicable - [1d -
Recovered/Resolved - |n/a - n/a])
Musculoskeletal
stiffness (n/a -
Recovered/Resolved -
]
Mydriasis (n/a -
Recovered/Resolved -
Other Medically
Important Condition),
Syncope (n/a -
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 16/12/2021 |Spontaneous |Non Non Not available 12-17 |Not Male No Nasopharyngitis (n/a |TOZINAMERAN Not reported
10010981081 Healthcare |European Years |Specified - Recovered/Resolved |[TOZINAMERAN] (S
Professional |Economic - Caused/Prolonged |- COVID-19
Area Hospitalisation) immunisation - Not
applicable - [n/a -
n/a - n/a])
EU-EC- 16/12/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Headache (n/a - COMIRNATY Not reported
10010981106 Professional |Economic Years |Specified Unknown - ), [TOZINAMERAN] (S
Area - COVID-19
Menstrual disorder immunisation - Not
(n/a - Unknown - ), |applicable - [n/a -
n/a - n/al)
Nausea (n/a -
Unknown - )
EU-EC- 16/12/2021 |Spontaneous |Non Non Not available 12-17 |Not Female [No Nausea (n/a - COMIRNATY Not reported
10010981371 Healthcare |European Years |Specified Recovering/Resolving |[TOZINAMERAN] (S
Professional |Economic - Other Medically - COVID-19
Area Important Condition) |immunisation - Not
applicable - [1d -
n/a - n/al])
EU-EC- 16/12/2021 |Spontaneous |Non Non Not available 12-17 |Not Female [No Crying (n/a - COMIRNATY [LAMOTRIGINE] (C -
10010981381 Healthcare |European Years |Specified Recovering/Resolving |[TOZINAMERAN] (S |Generalised tonic-clonic
Professional |Economic - Other Medically - COVID-19 seizure - nfa - [n/a-n/a -
Area Important Condition), |immunisation - Not |n/a])
applicable - [n/a -
Disease recurrence n/a - n/a])
(od -
Recovered/Resolved -
Other Medically
Important Condition),
Dizziness (n/a -
Recovering/Resolving
- Other Medically
Important Condition),
Iliness (n/a -
Unknown - Other
Medically Important
Condition),
Memory impairment
Recovered/Resolved -
Other Medically
Important Condition),
Seizure (0d -
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 16/12/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female [No Aplastic anaemia (n/a |TOZINAMERAN Not reported
10010981396 Professional |European Years |Specified - Not Recovered/Not |[TOZINAMERAN] (S
Economic Resolved - - COVID-19
Area Caused/Prolonged immunisation - Not
Hospitalisation, Other |applicable - [n/a -
Medically Important  |n/a - n/a])
Condition),
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Bone marrow disorder
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Pancytopenia (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition)
EU-EC- 16/12/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Haematuria (1505h - |COMIRNATY [BUTYLSCOPOLAMINE,
10010981553 Professional |European Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S |HYOSCINE BUTYLBROMIDE]
Economic Caused/Prolonged - COVID-19 (C - Irritable bowel syndrome
Area Hospitalisation), immunisation - Not |- n/a - [n/a - n/a - Oral]),
applicable - [n/a -
Nephritis (56d - n/a- [CLOSTRIDIUM BUTYRICUM]
Recovered/Resolved - |Intramuscular]) (C - Irritable bowel syndrome
Caused/Prolonged -n/a-[n/a-n/a-Oral]),
Hospitalisation, Other
Medically Important [TRIMEBUTINE MALEATE] (C
Condition), - Irritable bowel syndrome -
n/a - [n/a - n/a - Oral]),
Proteinuria (62d -
Recovered/Resolved - [TRIMEBUTINE MALEATE] (C
Caused/Prolonged -n/a-n/a-[n/a-n/a-n/a])
Hospitalisation),
Renal impairment
(56d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition)
EU-EC- 16/12/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Blood pressure COMIRNATY Not reported
10010981565 Professional |European Years |Specified decreased (2min - [TOZINAMERAN] (S
Economic Recovered/Resolved - |- COVID-19
Area Other Medically immunisation - Not
Important Condition), |applicable - [n/a -
n/a-
Bradycardia (2min -  |Intramuscular])
Recovered/Resolved -
Other Medically
Important Condition),
Capillary nail refill test
abnormal (n/a -
Unknown - Other
Medically Important
Condition),
Cold sweat (2min -
Recovered/Resolved -
Other Medically
Important Condition),
Feeling abnormal
(2min -
Recovered/Resolved -
Other Medically
Important Condition),
Pallor (2min -
Recovered/Resolved -
Other Medically
Important Condition),
Presyncope (2min -
Recovered/Resolved -
Other Medically
Important Condition),
Pulse pressure
decreased (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 16/12/2021 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Pericardial effusion COMIRNATY Not reported
10010981587 Professional |European Years |Specified (n/a - Unknown - [TOZINAMERAN] (S
Economic Other Medically - COVID-19
Area Important Condition) |immunisation - Not
applicable - [n/a -
n/a - n/a])
EU-EC- 16/12/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Seizure (n/a - COMIRNATY Not reported
10010981595 Professional |European Years |Specified Unknown - Other [TOZINAMERAN] (S
Economic Medically Important |- COVID-19
Area Condition) immunisation - Not
applicable - [n/a -
n/a - n/a])
EU-EC- 16/12/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Dysmenorrhoea (n/a - |COMIRNATY Not reported
10010981734 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S
Professional |Area - - COVID-19
immunisation - Not
Oligomenorrhoea (n/a |applicable - [n/a -
- 1{DF} -
Recovering/Resolving |Intramuscular])
EU-EC- 16/12/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Lymphadenopathy COMIRNATY Not reported
10010981735 Professional |Economic Years (n/a - Unknown - ) [TOZINAMERAN] (S
Area - COVID-19
immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 16/12/2021 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Malaise (n/a - COMIRNATY Not reported
10010981751 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S
Professional |Area - - COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 16/12/2021 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Amenorrhoea (n/fa - |COMIRNATY Not reported
10010981814 Healthcare |Economic Years Not Recovered/Not [TOZINAMERAN] (S
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Professional |Area Resolved - ) - COVID-19
immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 16/12/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No Influenza like illness  |COMIRNATY Not reported
10010981841 Professional |Economic Years - [TOZINAMERAN] (S
Area Recovered/Resolved - |- COVID-19
, immunisation - Not
applicable - [n/a -
Vertigo (3d - 1{DF} -
Recovered/Resolved - |Intramuscular])
]
Vomiting (3d -
Recovered/Resolved -
EU-EC- 16/12/2021 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Pain in extremity (n/a |COMIRNATY Not reported
10010981950 Healthcare |Economic Years - Not Recovered/Not |[TOZINAMERAN] (S
Professional |Area Resolved - ), - COVID-19
immunisation - n/a
Vaccination site pain |- [1d - 1{DF} -
(n/a - Not Intramuscular])
Recovered/Not
Resolved - )
EU-EC- 16/12/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Herpes zoster (n/a- |COMIRNATY Not reported
10010981980 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S
Professional |Area - - COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 16/12/2021 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Immunisation COMIRNATY Not reported
10010981985 Healthcare |Economic Years reaction (n/a - Not [TOZINAMERAN] (S
Professional |Area Recovered/Not - COVID-19
Resolved - ) immunisation - Not
applicable - [30d -
1{DF} -
Intramuscular])
EU-EC- 16/12/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No Pericarditis (n/a - COMIRNATY Not reported
10010982042 Professional |Economic Years Recovering/Resolving |[TOZINAMERAN] (S
Area - - COVID-19
immunisation - n/a
-[1d - .3mL-
Intramuscular])
EU-EC- 16/12/2021 |Spontaneous |Non Non Not available 12-17 |Not Male No Chest pain (n/a - TOZINAMERAN Not reported
10010982308 Healthcare |European Years |Specified Unknown - [TOZINAMERAN] (S
Professional |Economic Caused/Prolonged - COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d -
Myocarditis (n/a - n/a - n/al)
Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 16/12/2021 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Pericarditis (2wk - COMIRNATY Not reported
10010982420 Professional |Economic Years Recovering/Resolving |[TOZINAMERAN] (S
Area - Caused/Prolonged |- COVID-19
Hospitalisation) immunisation -
Drug withdrawn -
[1d - 1{DF} -
Intramuscular])
EU-EC- 16/12/2021 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Injection site pain COMIRNATY Not reported
10010982473 Healthcare |Economic Years (n/a - Not [TOZINAMERAN] (S
Professional |Area Recovered/Not - COVID-19
Resolved - ), immunisation - Not
applicable - [n/a -
Menstruation irregular | 1{DF} -
(n/a - Not Intramuscular])
Recovered/Not
Resolved - ),
Migraine (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Palpitations (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 16/12/2021 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Abdominal pain (n/a - | COMIRNATY Not reported
10010982494 Healthcare |Economic Years Not Recovered/Not  |[TOZINAMERAN] (S
Professional |Area Resolved - Other - COVID-19
Medically Important ~ |immunisation - Not
Condition), applicable - [n/a -
3mL -
Asthenia (n/a - Not Intramuscular])
Recovered/Not
Resolved - Other
Medically Important
Condition),
Ear infection (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition),
Splenomegaly (n/a -
Not Recovered/Not
Resolved - ),
Vomiting (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 16/12/2021 |Spontaneous |Non Non Not available 12-17 |Not Female |No Polymenorrhoea (n/a |TOZINAMERAN [DESOGESTREL] (C - Heavy
10010982813 Healthcare |European Years |Specified - Not Recovered/Not  |[TOZINAMERAN] (S |menstrual bleeding - n/a -
Professional | Economic Resolved - Other - COVID-19 [n/a - n/a-n/a])
Area Medically Important  |immunisation - Not
Condition) applicable - [n/a -
n/a - n/a])
EU-EC- 16/12/2021 |Spontaneous |Non Non Not available 12-17 |Not Female |No Deafness (n/a - Not | TOZINAMERAN Not reported
10010982833 Healthcare |European Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional | Economic Resolved - Life - COVID-19
Area Threatening, Other immunisation - Not
Medically Important
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Condition),

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

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

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

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

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

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

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

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

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

Vision blurred (n/a -
Not Recovered/Not
Resolved - Life
Threatening)

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

EU-EC-
10010983046

16/12/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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

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

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

Respiratory distress
(n/a - Not
Recovered/Not
Resolved - )

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

Not reported

EU-EC-
10010983315

16/12/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

Not reported

EU-EC-
10010983448

16/12/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

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

Not reported

EU-EC-
10010983452

16/12/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Mobility decreased
(n/a - Unknown - )

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

Not reported

EU-EC-
10010983462

16/12/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Influenza (2d -
Recovered/Resolved -

)

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

Not reported

EU-EC-
10010983493

16/12/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Diarrhoea (12d -
Recovering/Resolving

)

Malaise (12d -
Recovering/Resolving

)

Nausea (12d -
Recovering/Resolving

i

Pyrexia (12d -
Recovering/Resolving

i

Vomiting (12d -
Recovering/Resolving
-)

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

[CHLORMADINONE ACETATE,
ETHINYLESTRADIOL] (C - n/a
- Unknown - [n/a - n/a - n/a])

EU-EC-
10010983836

16/12/2021

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

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 -

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

Not reported
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Other Medically
Important Condition)

EU-EC-
10010983856

16/12/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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

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

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

Not reported

EU-EC-
10010983928

16/12/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Oropharyngeal pain
(n/a - Unknown - ),

Pharyngitis (n/a -
Unknown - ),

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

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

Not reported

EU-EC-
10010983932

16/12/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

Protein urine present
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10010983938

16/12/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Erythema (n/a -
Recovered/Resolved -

i

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

Foreign body reaction
(n/a - Unknown - ),

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

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

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

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

Reaction to excipient
(n/a - Unknown - ),

Throat irritation (n/a -
Recovering/Resolving
- Other Medically

Important Condition),

Type I
hypersensitivity (n/a -
Recovering/Resolving
- Other Medically
Important Condition),

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

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

[AMEZINIUM METILSULFATE]
(C - Orthostatic intolerance -
n/a - [n/a - n/a - Oral]),

[DERMATOPHAGOIDES
FARINAE EXTRACT,
DERMATOPHAGOIDES
PTERONYSSINUS EXTRACT]
(C - Rhinitis allergic - n/a -
[n/a - n/a - Sublingual]),

[DESLORATADINE] (C -
Rhinitis allergic - n/a - [n/a -
n/a - Oral]),

[MONTELUKAST SODIUM] (C
- Asthma exercise induced,
Rhinitis allergic - n/a - [n/a -
n/a - Oral])

EU-EC-
10010984063

16/12/2021

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

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

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

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

Not reported
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Hypertension (n/a -
Not Recovered/Not
Resolved - ),
Tliness (n/a - Not
Recovered/Not
Resolved - ),
Insomnia (n/a - Not
Recovered/Not
Resolved - ),
Syncope (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 16/12/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Appendicitis (n/a - COMIRNATY Not reported
10010984072 Healthcare |Economic Years |Specified Recovering/Resolving |[TOZINAMERAN] (S
Professional |Area - Caused/Prolonged |- COVID-19
Hospitalisation), immunisation - Not
applicable - [1d -
Peritonitis (n/a - n/a-
Recovering/Resolving |Intramuscular])
- Caused/Prolonged
Hospitalisation),
Pseudomonas
infection (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 16/12/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Mumps (n/a - COMIRNATY Not reported
10010984105 Professional |Economic Years |Specified Unknown - ), [TOZINAMERAN] (S
Area - COVID-19
Pancreatitis acute immunisation - Not
(n/a- applicable - [1d -
Recovered/Resolved - |n/a -
Caused/Prolonged Intramuscular])
Hospitalisation, Other
Medically Important
Condition)
EU-EC- 16/12/2021 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported
10010984261 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- 16/12/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported
10010984290 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- 16/12/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported
10010984301 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- 16/12/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported
10010984324 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- 16/12/2021 |Spontaneous |Non European |Not available 12-17 |Not Female [No Polymenorrhoea (n/a |COMIRNATY Not reported
10010984378 Healthcare |Economic Years |Specified - Not Recovered/Not |[TOZINAMERAN] (S
Professional |Area Resolved - Disabling) |- n/a-n/a-[n/a-
n/a - n/a])
EU-EC- 16/12/2021 | Spontaneous |Non European |Not available 12-17 |Not Male No Urticaria (n/a - Not ~ |COMIRNATY Not reported
10010984567 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ) - COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/al)
EU-EC- 16/12/2021 |Spontaneous |Non Non Not available 12-17 |Not Female |No Epistaxis (n/a - Not ~ |COMIRNATY Not reported
10010984743 Healthcare |European Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional |Economic Resolved - Other - COVID-19
Area Medically Important  |immunisation - Not
Condition), applicable - [1d -
n/a - n/a])
Haemoptysis (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 16/12/2021 | Spontaneous |Non European |Not available 12-17 |Not Male No COVID-19 (n/a - COMIRNATY Not reported
10010985067 Healthcare |Economic Years |Specified Unknown - Other [TOZINAMERAN] (S
Professional |Area Medically Important |- COVID-19
Condition), immunisation - Not
applicable - [1d -
Vaccination failure n/a - n/a])
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 16/12/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female [No Cyanosis (n/a - COMIRNATY Not reported
10010985112 Professional |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S
Area Caused/Prolonged - COVID-19
Hospitalisation), immunisation - Not
applicable - [n/a -
Pruritus (n/a - n/a - n/a])
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Swelling (n/a -
Recovered/Resolved -

58/62



30.11.2022 10.19

Run Line Listing Report

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

Caused/Prolonged
Hospitalisation),
Swelling face (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 16/12/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Myocarditis (n/a - COMIRNATY Not reported
10010985232 Healthcare |Economic Years Unknown - [TOZINAMERAN] (S
Professional |Area Caused/Prolonged - Immunisation -
Hospitalisation) n/a - [n/a - 2{DF} -
n/a])
EU-EC- 16/12/2021 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Blood pressure COMIRNATY Not reported
10010985405 Professional |European Years |Specified increased (30min - [TOZINAMERAN] (S
Economic Recovered/Resolved - |- COVID-19
Area Other Medically immunisation - Not
Important Condition) |applicable - [1d -
n/a-
Intramuscular])
EU-EC- 16/12/2021 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported
10010985466 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- 16/12/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Dyspnoea (n/a - COMIRNATY Not reported
10010985514 Professional |European Years |Specified Recovering/Resolving |[TOZINAMERAN] (S
Economic - Other Medically - COVID-19
Area Important Condition), |immunisation - Not
applicable - [1d -
Musculoskeletal n/a-
stiffness (n/a - Intramuscular])
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 16/12/2021 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported
10010985542 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- 16/12/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Blood pressure COMIRNATY Not reported
10010985917 Professional |European Years |Specified increased (0d - [TOZINAMERAN] (S
Economic Recovered/Resolved - |- COVID-19
Area Other Medically immunisation - Not
Important Condition) |applicable - [1d -
nfa-
Intramuscular])
EU-EC- 16/12/2021 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported
10010986506 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- 16/12/2021 | Spontaneous |Non Non Not available 12-17 |Not Male No Blood glucose COMIRNATY Not reported
10010986530 Healthcare |European Years |Specified decreased (n/a - [TOZINAMERAN] (S
Professional | Economic Recovered/Resolved - |- COVID-19
Area Other Medically immunisation - Not
Important Condition), |applicable - [1d -
n/a - n/al)
Dizziness (1d -
Recovered/Resolved -
Other Medically
Important Condition),
Dizziness (n/a -
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 16/12/2021 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported
10010986534 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- 16/12/2021 | Spontaneous |Non Non Not available 12-17 |Not Male No COVID-19 (n/a - TOZINAMERAN Not reported
10010986540 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/a])
Unknown - Other
Medically Important
Condition)
EU-EC- 16/12/2021 | Spontaneous |Non Non Not available 12-17 |Not Female |No Angina pectoris (n/a - | TOZINAMERAN Not reported
10010986752 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/a])
Arthralgia (n/a - Not
Recovered/Not
Resolved - ),
Asthenia (n/a - Not
Recovered/Not
Resolved - ),
Balance disorder (n/a
- Not Recovered/Not
Resolved - ),
Dizziness (n/a - Not
Recovered/Not
Resolved - ),
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Muscle disorder (n/a -
Not Recovered/Not
Resolved - ),
Pain in extremity (n/a
- Not Recovered/Not
Resolved - )
EU-EC- 16/12/2021 |Spontaneous | Healthcare |European |Not available 12-17 |Adolescent |Female |No Abdominal pain (n/a - | COMIRNATY Not reported
10010986990 Professional |Economic Years Unknown - Life [TOZINAMERAN] (S
Area Threatening), - COVID-19
immunisation - Not
Eye movement applicable - [n/a -
disorder (0d - 1{DF} -
Recovered/Resolved - |Intramuscular])
Life Threatening),
Foaming at mouth
(0d -
Recovered/Resolved -
Life Threatening),
Muscle twitching (0d -
Recovered/Resolved -
Life Threatening),
Nausea (n/a -
Unknown - Life
Threatening),
Presyncope (0d -
Recovered/Resolved -
Life Threatening),
Syncope (0d -
Recovered/Resolved -
Life Threatening),
Yawning (0d -
Recovered/Resolved -
Life Threatening)
EU-EC- 15/12/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Urticaria (n/a - COMIRNATY [SERTRALINE, SERTRALINE
10010956677 Professional |Economic Years Unknown - ) [TOZINAMERAN] (S |HYDROCHLORIDE] (C - n/a -
Area - COVID-19 n/a - [n/a - n/a - Oral])
immunisation - Not
applicable - [n/a -
3mL -
Intramuscular])
EU-EC- 15/12/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Chest pain (n/a - Not |COMIRNATY Not reported
10010956823 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), - COVID-19
immunisation - n/a
Cytomegalovirus - [n/a - 1{DF} -
infection (n/a - Not  |Intramuscular])
Recovered/Not
Resolved - ),
Fatigue (n/a - Not
Recovered/Not
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - ),
Streptococcal
infection (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 15/12/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Face oedema (n/a - |COMIRNATY Not reported
10010957043 Healthcare |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S
Professional |Area Life Threatening), - COVID-19
immunisation - n/a
Localised oedema -[nfa-n/a-
(n/a- Intramuscular])
Recovered/Resolved -
Life Threatening),
Tongue oedema (n/a
- Recovered/Resolved
- Life Threatening),
Urticaria (n/a -
Recovered/Resolved -
Life Threatening)
EU-EC- 15/12/2021 |Spontaneous |Non European |Not available 12-17 |Not Female [No Headache (n/a - COMIRNATY Not reported
10010957064 Healthcare |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S
Professional |Area Other Medically - COVID-19
Important Condition), |immunisation - n/a
-[n/a-n/a-
Hyperpyrexia (n/a -  |Intramuscular])
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 15/12/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Oral herpes (n/a - Not | COMIRNATY [COLCHICINE] (C - n/a - n/a -
10010957180 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S |[n/a - n/a - n/a])
Professional |Area Resolved - ) - COVID-19
immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 15/12/2021 |Spontaneous |Non European |Not available 12-17 |Not Female [No Myelitis (n/a - Not COMIRNATY Not reported
10010957393 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - - COVID-19
Caused/Prolonged immunisation - Not
Hospitalisation), applicable - [n/a -
1{DF} -
Paraesthesia (n/a - Intramuscular])
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Pelvic floor
dysfunction (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
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EU-EC- 15/12/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female [No Diarrhoea (7d - COMIRNATY Not reported
10010957469 Professional |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S
Area Caused/Prolonged - COVID-19
Hospitalisation), immunisation - Not
applicable - [n/a -
Headache (7d - n/a-
Recovered/Resolved - |Intramuscular])
Caused/Prolonged
Hospitalisation),
Oropharyngeal pain
(7d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Pyrexia (7d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Vaccination site pain
(7d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 15/12/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Peripheral paralysis ~ |COMIRNATY Not reported
10010957533 Professional |Economic Years |Specified (n/a- [TOZINAMERAN] (S
Area Recovering/Resolving |- COVID-19
- Caused/Prolonged  |immunisation - Not
Hospitalisation) applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 15/12/2021 |Spontaneous | Healthcare |European |Not available 12-17 |Not Female |No Herpes zoster (n/a - |COMIRNATY Not reported
10010957627 Professional |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S
Area Other Medically - COVID-19
Important Condition) |immunisation - n/a
-[n/a-n/a-
Intramuscular])
EU-EC- 15/12/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Dyspnoea (n/a - Not |COMIRNATY Not reported
10010957977 Professional |European Years |Specified Recovered/Not [TOZINAMERAN] (S
Economic Resolved - ), - COVID-19
Area immunisation - Not
Headache (n/a - Not |applicable - [1d -
Recovered/Not n/a - n/a])
Resolved - ),
Pericarditis (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Pleuritic pain (n/a -
Not Recovered/Not
Resolved - )
EU-EC- 15/12/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female [No Bell's palsy (n/a - Not |COMIRNATY Not reported
10010958022 Professional |European Years |Specified Recovered/Not [TOZINAMERAN] (S
Economic Resolved - Other - COVID-19
Area Medically Important  |immunisation - Not
Condition) applicable - [1d -
n/a-
Intramuscular])
EU-EC- 15/12/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Lymphadenopathy COMIRNATY Not reported
10010958058 Professional |European Years |Specified (n/a - Not [TOZINAMERAN] (S
Economic Recovered/Not - COVID-19
Area Resolved - ), immunisation - Not
applicable - [1d -
Muscular weakness n/a - n/a])
(n/a - Not
Recovered/Not
Resolved - ),
Musculoskeletal
stiffness (n/a - Not
Recovered/Not
Resolved - ),
Paralysis (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 15/12/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Syncope (n/a - COMIRNATY Not reported
10010958088 Professional |European Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S
Economic Other Medically - COVID-19
Area Important Condition) |immunisation - Not
applicable - [n/a -
n/a - n/a])
EU-EC- 15/12/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female [No Chills (1h - COMIRNATY Not reported
10010958355 Professional |European Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S
Economic ) - COVID-19
Area immunisation - Not
Dyspnoea (n/a - Fatal |applicable - [1d -
- Results in Death, n/a-
Caused/Prolonged Intramuscular])
Hospitalisation),
Myalgia (1h -
Recovered/Resolved -
Pain (n/a - Unknown -
Pyrexia (1h -
Recovered/Resolved -
Vomiting (n/a - Fatal -
Results in Death,
Caused/Prolonged
Hospitalisation)
EU-EC- 15/12/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female [No Cold sweat (n/a - COMIRNATY Not reported
10010958356 Professional |European Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S
Economic ) - COVID-19
Area immunisation - Not
Hyperhidrosis (n/a - |applicable - [1d -
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Recovered/Resolved -
)
Presyncope (n/a -

Recovering/Resolving

-

n/a-
Intramuscular])

n/a-
Intramuscular])

Syncope (n/a -
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 15/12/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Blood pressure COMIRNATY Not reported
10010958360 Professional |European Years |Specified increased (n/a - [TOZINAMERAN] (S
Economic Recovered/Resolved - |- COVID-19
Area Other Medically immunisation - Not
Important Condition) |applicable - [1d -

Return - Refresh - Print - Export
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