30.11.2022 03.42

Line Listing Report

Time run: 30/11/2022 03:16:53

Run Line Listing Report

Primary ) ) ) Suspec_t/interacting Concomitant/Not
Ev Primary Source . Patient Patient . Parent Reactu_)n List PT Drug_LlsF (Drug Char Administered Drug List (Drug
EU Local Gateway Country | Literature Age Group |Patient . (Duration — Outcome |- Indication PT - A N ICSR
Number Receipt Report Type | Source for Reference Age (as per Sex child |7 Seriousness Action taken - Char - Indication PT - Action Form
Qualification Group p Report | .5~ - taken - [Duration - Dose -
Date Regulatory reporter) Criteria) [Duration - Dose - Route])
Purposes Route])
EU-EC- 15/02/2022 |Spontaneous |Healthcare |Non Not 3-11  |Not Female |No Syncope (n/a - COMIRNATY Not reported ICSR
10011614854 Professional |European |available |Years |Specified Unknown - Other [TOZINAMERAN] (S
Economic Medically Important |- COVID-19
Area Condition) immunisation - Not
applicable - [n/a -
n/a - n/al)
EU-EC- 15/02/2022 |Spontaneous |Healthcare |Non Not 3-11  |Not Male No Seizure (n/a - COMIRNATY Not reported ICSR
10011614859 Professional |European |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Economic - Other Medically - COVID-19
Area Important Condition) |immunisation - Not
applicable - [1d -
n/a - n/a])
EU-EC- 15/02/2022 |Spontaneous |Non European |Not 3-11  |Not Female |No Erythema (n/a - COMIRNATY 10 Not reported ICSR
10011615011 Healthcare |Economic |available |Years |Specified Recovered/Resolved |MICROGRAMS/DOSE
Professional |Area - Other Medically CONCENTRATE FOR
Important DISPERSION FOR
Condition), INJECTION
[TOZINAMERAN] (S
Feeling abnormal - COVID-19
(n/a - Not immunisation - Not
Recovered/Not applicable - [n/a -
Resolved - Other n/a - n/al)
Medically Important
Condition),
Feeling hot (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition),
Flushing (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),
Irritability (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Loss of personal
independence in
daily activities (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition),
Malaise (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Musculoskeletal
stiffness (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Rash (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),
Somnolence (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 15/02/2022 |Spontaneous |Healthcare |Non Not 3-11  |Not Female [No Syncope (n/a - COMIRNATY Not reported ICSR
10011615370 Professional |European |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Economic - Other Medically - COVID-19
Area Important Condition) |immunisation - Not
applicable - [1d -
n/a - n/al)
EU-EC- 15/02/2022 | Spontaneous |Healthcare |Non Not 3-11  |Not Female |No Dizziness (n/a - COMIRNATY Not reported ICSR
10011615582 Professional |European |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Economic =) - COVID-19
Area immunisation - Not
Nausea (n/a - applicable - [1d -
Recovered/Resolved |n/a - n/a])
=)
Pallor (n/a -
Recovered/Resolved
=)
Syncope (n/a -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 15/02/2022 | Spontaneous |Non European |Not 3-11  |Not Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
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10011616480 Healthcare |Economic |available |Years |Specified Unknown - ) [TOZINAMERAN] (S
Professional |Area - COVID-19
immunisation - Not
applicable - [1d -
n/a - n/a])
EU-EC- 15/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Child Male No Pyrexia (n/a - COMIRNATY Not reported ICSR
10011616642 Professional |Economic |available |Years Unknown - ) [TOZINAMERAN] (S
Area - COVID-19
immunisation - Not
applicable - [1d -
1{DF} - n/a])
EU-EC- 15/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Vaccination site COMIRNATY Not reported ICSR
10011616659 Healthcare |Economic |available |Years lymphadenopathy [TOZINAMERAN] (S
Professional |Area (n/a - Unknown - ) |- COVID-19
immunisation - Drug
withdrawn - [1d -
n/a-
Intramuscular])
EU-EC- 15/02/2022 |Spontaneous | Non European |Not 3-11  |Child Female |No Vaccination site COMIRNATY Not reported ICSR
10011616661 Healthcare |Economic |available |Years lymphadenopathy [TOZINAMERAN] (S
Professional |Area (n/a- - COVID-19
Recovering/Resolving |immunisation - Drug
- withdrawn - [1d -
n/a-
Intramuscular])
EU-EC- 15/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Child Male No Urticaria (3d - COMIRNATY Not reported ICSR
10011616740 Professional |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Area -) - COVID-19
immunisation - Not
applicable - [1d -
1{DF} - n/a])
EU-EC- 14/02/2022 |Spontaneous |Non European |Not 3-11  |Not Male No Oculogyric crisis (n/a | COMIRNATY Not reported ICSR
10011593666 Healthcare |Economic |available |Years |Specified - Unknown - Other  |[TOZINAMERAN] (S
Professional |Area Medically Important |- COVID-19
Condition), immunisation - Not
applicable - [n/a -
Seizure (n/a - n/a - n/al)
Unknown - Other
Medically Important
Condition),
Urinary incontinence
(n/a - Unknown - )
EU-EC- 14/02/2022 | Spontaneous |Non Non Not 3-11  |Not Male No Abdominal pain TOZINAMERAN Not reported ICSR
10011593721 Healthcare |European |available |Years |Specified upper (n/a - [TOZINAMERAN] (S
Professional |Economic Recovered/Resolved |- COVID-19
Area With Sequelae - immunisation - Not
Other Medically applicable - [n/a -
Important n/a - n/al)
Condition),
Asthma (n/a -
Recovered/Resolved
With Sequelae -
Other Medically
Important
Condition),
Cough (n/a -
Recovered/Resolved
With Sequelae - ),
Crying (n/a -
Recovered/Resolved
With Sequelae - ),
Decreased appetite
(n/a -
Recovered/Resolved
With Sequelae - ),
Tliness (n/a -
Recovered/Resolved
With Sequelae - ),
Listless (n/a -
Recovered/Resolved
With Sequelae - ),
Nasal congestion
(n/a -
Recovered/Resolved
With Sequelae - ),
Pyrexia (n/a -
Recovered/Resolved
With Sequelae - ),
Screaming (n/a -
Recovered/Resolved
With Sequelae - ),
Slow response to
stimuli (n/a -
Recovered/Resolved
With Sequelae - ),
Vomiting (n/a -
Recovered/Resolved
With Sequelae - ),
Wheezing (n/a -
Recovered/Resolved
With Sequelae - )
EU-EC- 14/02/2022 |Spontaneous |Healthcare |Non Not 3-11  |Not Male No Syncope (n/a - COMIRNATY Not reported ICSR
10011593747 Professional |European |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Economic - Other Medically - COVID-19
Area Important Condition) |immunisation - Not
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applicable - [1d -
n/a-
Intramuscular])
EU-EC- 14/02/2022 |Spontaneous |Healthcare |Non Not 3-11  |Not Female |No Syncope (n/a - COMIRNATY Not reported ICSR
10011593756 Professional |European |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Economic - Other Medically - COVID-19
Area Important Condition) |immunisation - Not
applicable - [1d -
n/a-
Intramuscular])
EU-EC- 14/02/2022 |Spontaneous |Healthcare |Non Not 3-11  |Not Female |No Angioedema (n/a- |COMIRNATY Not reported ICSR
10011594810 Professional |European |available |Years |Specified Unknown - Other [TOZINAMERAN] (S
Economic Medically Important |- COVID-19
Area Condition), immunisation - Not
applicable - [n/a -
Periorbital oedema n/a - n/al)
(n/a - Unknown - )
EU-EC- 14/02/2022 |Spontaneous |Healthcare |Non Not 3-11  |Not Female [No Hyperhidrosis (n/a - |COMIRNATY Not reported ICSR
10011594834 Professional |European |available |Years |Specified Unknown - ), [TOZINAMERAN] (S
Economic - COVID-19
Area Hypotension (n/a -  |immunisation - Not
Unknown - ), applicable - [n/a -
n/a - n/al)
Pallor (n/a -
Unknown - ),
Syncope (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 14/02/2022 |Spontaneous |Healthcare |Non Not 3-11  |Not Male No Syncope (n/a - COMIRNATY Not reported ICSR
10011594837 Professional |European |available |Years |Specified Unknown - Other [TOZINAMERAN] (S
Economic Medically Important |- COVID-19
Area Condition) immunisation - Not
applicable - [n/a -
n/a - n/al])
EU-EC- 14/02/2022 |Spontaneous |Healthcare |Non Not 3-11  |Not Female |No Syncope (n/a - COMIRNATY Not reported ICSR
10011594867 Professional |European |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Economic - Other Medically - COVID-19
Area Important Condition) |immunisation - Not
applicable - [1d -
n/a - n/al)
EU-EC- 14/02/2022 | Spontaneous |Healthcare |Non Not 3-11  |Not Male No Demyelination (n/a - |COMIRNATY Not reported ICSR
10011595299 Professional |European |available |Years |Specified Unknown - Other [TOZINAMERAN] (S
Economic Medically Important |- COVID-19
Area Condition), immunisation - Not
applicable - [n/a -
Malaise (n/a - n/a - n/al)
Unknown - ),
Pallor (n/a -
Unknown -),
Vomiting (n/a -
Unknown - )
EU-EC- 14/02/2022 | Spontaneous |Healthcare |Non Not 3-11  |Not Female |No Pallor (n/a - COMIRNATY Not reported ICSR
10011595306 Professional |European |available |Years |Specified Unknown - ), [TOZINAMERAN] (S
Economic - COVID-19
Area Syncope (n/a - immunisation - Not
Unknown - Other applicable - [n/a -
Medically Important |n/a - n/al)
Condition)
EU-EC- 14/02/2022 | Spontaneous |Healthcare |Non Not 3-11  |Not Female |No Cough (n/a - COMIRNATY Not reported ICSR
10011595345 Professional |European |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Economic =) - COvVID-19
Area immunisation - Not
Croup infectious (n/a |applicable - [1d -
- n/a - n/al)
Recovered/Resolved
- Other Medically
Important
Condition),
Oropharyngeal pain
(n/a -
Recovered/Resolved
-)
EU-EC- 14/02/2022 |Spontaneous |Healthcare |Non Not 3-11  |Not Female [No Abdominal pain (n/a |COMIRNATY Not reported ICSR
10011595396 Professional |European |available |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/al)
Resolved - ),
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 - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - ),
Tachycardia (n/a -
Not Recovered/Not
Resolved - )
EU-EC- 14/02/2022 | Spontaneous |Healthcare |Non Not 3-11  |Not Female |No Dizziness (n/a - COMIRNATY Not reported ICSR
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10011595852 Professional |European |available |Years |Specified Unknown - ), [TOZINAMERAN] (S
Economic - COVID-19
Area Syncope (n/a - immunisation - Not
Unknown - Other applicable - [n/a -
Medically Important |n/a - n/a])
Condition)
EU-EC- 14/02/2022 |Spontaneous |Non Non Not 3-11  |Not Female |No Asthenia (1d - COMIRNATY Not reported ICSR
10011595906 Healthcare |European |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Professional |Economic - Other Medically - COVID-19
Area Important immunisation - Not
Condition), applicable - [1d -
n/a-
Headache (1d - Intramuscular])
Recovered/Resolved
- Other Medically
Important
Condition),
Pain in extremity (2d
Recovered/Resolved
- Other Medically
Important
Condition),
Pyrexia (1d -
Recovered/Resolved
- Other Medically
Important
Condition),
Sluggishness (1d -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 14/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Rash pruritic (n/fa - |COMIRNATY COVID- |Not reported ICSR
10011598213 Healthcare |Economic |available |Years Recovering/Resolving | 19 MRNA VACCINE
Professional |Area - Other Medically (NUCLEOSIDE
Important Condition) |MODIFIED)
CONCENTRATE FOR
DISPERSION FOR
INJECTION 10
MICROGRAMS/DOSE
[TOZINAMERAN] (S
-n/a-nfa-[n/a-
n/a-
Intramuscular])
EU-EC- 14/02/2022 |Spontaneous |Non European |Not 3-11  |Adolescent |Female |No Malaise (n/a - COMIRNATY Not reported ICSR
10011598747 Healthcare |Economic |available |Years Unknown - ), [TOZINAMERAN] (S
Professional |Area - COVID-19
Nausea (n/a - immunisation - Not
Unknown - ), applicable - [n/a -
1{DF} -
Pyrexia (n/a - Intramuscular])
Unknown - ),
Vomiting (n/a -
Unknown - )
EU-EC- 14/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Fatigue (1d - COMIRNATY Not reported ICSR
10011598829 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -), - Immunisation - n/a
- [n/a - n/a - n/a])
Headache (1d -
Recovered/Resolved
EU-EC- 14/02/2022 | Spontaneous | Non European |Not 3-11  |Child Female |No Fatigue (1d - COMIRNATY Not reported ICSR
10011598927 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -), - Immunisation - n/a
- [n/a - n/a - n/a])
Headache (1d -
Recovered/Resolved
EU-EC- 14/02/2022 |Spontaneous |Non European |Not 3-11  |Not Male No Chills (2d - COMIRNATY Not reported ICSR
10011599119 Healthcare |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -), - COVID-19
immunisation - Not
Fatigue (2d - applicable - [n/a -
Recovered/Resolved |1{DF} - n/a])
=)
Headache (2d -
Recovered/Resolved
=)
Impetigo (n/a -
Recovering/Resolving
=)
Lip blister (n/a -
Recovering/Resolving
=)
Lip swelling (n/a -
Recovering/Resolving
=)
Malaise (4d -
Recovered/Resolved
=)
Palmar erythema
(n/a -
Recovering/Resolving
=)
Plantar erythema
(n/a -
Recovering/Resolving
=)
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Pyrexia (5d -
Recovered/Resolved
=)
Rash erythematous
(n/a -
Recovering/Resolving
EU-EC- 14/02/2022 |Spontaneous |Non Non Not 3-11  |Not Male No COVID-19 (n/a - TOZINAMERAN Not reported ICSR
10011599247 Healthcare |European |available |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 - More in
- Unknown - Other  |ICSR])
Medically Important
Condition)
EU-EC- 14/02/2022 |Spontaneous |Healthcare |Non Not 3-11  |Not Female |No Abdominal pain (n/fa |COMIRNATY Not reported ICSR
10011599478 Professional |European |available |Years |Specified - [TOZINAMERAN] (S
Economic Recovered/Resolved |- COVID-19
Area =) immunisation - Not
applicable - [1d -
Headache (n/a - n/a - n/a])
Recovered/Resolved
=)
Seizure (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),
Urinary incontinence
(n/a -
Recovered/Resolved
EU-EC- 14/02/2022 |Spontaneous |Healthcare |Non Not 3-11  |Not Male No Syncope (n/a - COMIRNATY Not reported ICSR
10011599480 Professional |European |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Economic - Other Medically - COVID-19
Area Important Condition) |immunisation - Not
applicable - [1d -
n/a - n/al)
EU-EC- 14/02/2022 |Spontaneous |Healthcare |Non Not 3-11  |Not Female |No Bundle branch block |COMIRNATY Not reported ICSR
10011599487 Professional |European |available |Years |Specified right (n/a - Unknown |[TOZINAMERAN] (S
Economic - Other Medically - COVID-19
Area Important immunisation - Not
Condition), applicable - [1d -
n/a - n/al)
Chest pain (n/a -
Unknown - Other
Medically Important
Condition),
Painful respiration
(n/a - Unknown -
Other Medically
Important
Condition),
Pericarditis (n/a -
Unknown - Other
Medically Important
Condition),
Sinus arrhythmia
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 14/02/2022 | Spontaneous |Healthcare |Non Not 3-11  |Not Female |No Basal ganglia COMIRNATY Not reported ICSR
10011599495 Professional |European |available |Years |Specified haemorrhage (n/a - |[TOZINAMERAN] (S
Economic Unknown - Other - COVID-19
Area Medically Important |immunisation - Not
Condition), applicable - [1d -
n/a - n/al)
Headache (n/a -
Unknown - ),
Syncope (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 14/02/2022 | Spontaneous |Healthcare |Non Not 3-11  |Not Male No Syncope (n/a - COMIRNATY Not reported ICSR
10011599499 Professional |European |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Economic - Other Medically - COVID-19
Area Important Condition) |immunisation - Not
applicable - [n/a -
n/a - n/al)
EU-EC- 14/02/2022 |Spontaneous |Healthcare |Non Not 3-11  |Not Female |No Syncope (n/a - COMIRNATY Not reported ICSR
10011599509 Professional |European |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Economic - Other Medically - COVID-19
Area Important Condition) |immunisation - Not
applicable - [n/a -
n/a - n/al)
EU-EC- 14/02/2022 | Spontaneous |Healthcare |Non Not 3-11  |Not Female |No Syncope (n/a - COMIRNATY Not reported ICSR
10011599515 Professional |European |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Economic - Other Medically - COVID-19
Area Important Condition) |immunisation - Not
applicable - [1d -
n/a - n/al)
EU-EC- 14/02/2022 |Spontaneous |Healthcare |Non Not 3-11  |Not Male No Blood glucose COMIRNATY Not reported ICSR
10011599533 Professional |European |available |Years |Specified increased (n/a - Not |[TOZINAMERAN] (S
Economic Recovered/Not - COVID-19
Area Resolved - ), immunisation - Not
applicable - [n/a -
Diabetic ketoacidosis |n/a - n/a])
(n/a - Not
Recovered/Not
https://dap.ema.europa.eu/analytics/saw.dlI?Go 5/52



30.11.2022 03.42

Run Line Listing Report

Resolved - Other
Medically Important
Condition)
EU-EC- 14/02/2022 |Spontaneous |Non European |Not 3-11  |Not Female |No Chills (12h - COMIRNATY 10 Not reported ICSR
10011600323 Healthcare |Economic |available |Years |Specified Recovered/Resolved |MICROGRAMS/DOSE
Professional |Area -), CONCENTRATE FOR
DISPERSION FOR
Fatigue (n/a - INJECTION
Recovered/Resolved |[TOZINAMERAN] (S
=) - COVID-19
immunisation - Not
Headache (12h - applicable - [n/a -
Recovered/Resolved |10ug - n/a - More in
=) ICSR])
Nausea (12h -
Recovered/Resolved
=)
Pyrexia (12h -
Recovered/Resolved
-)
EU-EC- 14/02/2022 |Spontaneous |Healthcare |Non Not 3-11  |Not Female [No Angioedema (n/a- |COMIRNATY Not reported ICSR
10011600612 Professional |European |available |Years |Specified Not Recovered/Not |[TOZINAMERAN] (S
Economic Resolved - Other - COVID-19
Area Medically Important |immunisation - Not
Condition), applicable - [1d -
n/a - n/al)
Peripheral swelling
(n/a - Not
Recovered/Not
Resolved - ),
Urticaria (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 14/02/2022 |Spontaneous |Healthcare |Non Not 3-11  |Not Female |No Syncope (n/a - COMIRNATY Not reported ICSR
10011600630 Professional |European |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Economic - Other Medically - COVID-19
Area Important Condition) |immunisation - Not
applicable - [n/a -
n/a - n/al)
EU-EC- 14/02/2022 | Spontaneous |Healthcare |Non Not 3-11  |Not Male No Syncope (n/a - COMIRNATY Not reported ICSR
10011600648 Professional |European |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Economic - Other Medically - COVID-19
Area Important Condition) |immunisation - Not
applicable - [n/a -
n/a-
Intramuscular])
EU-EC- 14/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Child Male No Rash (4h - COMIRNATY Not reported ICSR
10011601274 Professional |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Area - Caused/Prolonged |- COVID-19
Hospitalisation) immunisation - Not
applicable - [n/a -
n/a-
Intramuscular])
EU-EC- 14/02/2022 | Spontaneous |Non European |Not 3-11  |Child Male Yes  |Facial paralysis (n/a - |COMIRNATY Not reported ICSR
10011601408 Healthcare |Economic |available |Years Unknown - Other [TOZINAMERAN] (S
Professional |Area Medically Important |- COVID-19
Condition) immunisation - Drug
withdrawn - [n/a -
.2mL -
Intramuscular])
EU-EC- 14/02/2022 | Spontaneous |Non European |Not 3-11  |Not Male No Epistaxis (n/a - Not |COMIRNATY 10 Not reported ICSR
10011601961 Healthcare |Economic |available |Years |Specified Recovered/Not MICROGRAMS/DOSE
Professional |Area Resolved - ), CONCENTRATE FOR
DISPERSION FOR
Productive cough INJECTION
(n/a - Not [TOZINAMERAN] (S
Recovered/Not - COVID-19
Resolved - ) immunisation - Not
applicable - [n/a -
n/a - n/al)
EU-EC- 14/02/2022 | Spontaneous |Non European |Not 3-11  |Not Male No Abdominal pain COMIRNATY 10 Not reported ICSR
10011602891 Healthcare |Economic |available |Years |Specified upper (n/a - Not MICROGRAMS/DOSE
Professional |Area Recovered/Not CONCENTRATE FOR
Resolved - ), DISPERSION FOR
INJECTION
Fatigue (n/a - Not [TOZINAMERAN] (S
Recovered/Not - COvVID-19
Resolved - ), immunisation - Not
applicable - [n/a -
Headache (n/a - Not |n/a - n/a])
Recovered/Not
Resolved - ),
Loss of personal
independence in
daily activities (n/a -
Not Recovered/Not
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 14/02/2022 |Spontaneous |Healthcare |Non Not 3-11  |Not Female |No Syncope (n/a - COMIRNATY Not reported ICSR
10011603048 Professional |European |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Economic - Other Medically - COVID-19
Area Important Condition) |immunisation - Not
applicable - [n/a -
n/a - n/al)
EU-EC- 14/02/2022 | Spontaneous |Healthcare |Non Not 3-11  |Not Male No Tonic convulsion (n/a |COMIRNATY Not reported ICSR
10011603085 Professional |European |available |Years |Specified - [TOZINAMERAN] (S
Economic Recovered/Resolved |- COVID-19
Area - Other Medically immunisation - Not
Important Condition) |applicable - [1d -
n/a - n/al)
EU-EC- 14/02/2022 | Spontaneous |Healthcare |Non Not 3-11  |Not Male No Syncope (n/a - COMIRNATY Not reported ICSR
https://dap.ema.europa.eu/analytics/saw.dlI?Go 6/52



30.11.2022 03.42

Run Line Listing Report

10011603536 Professional |European |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Economic - Other Medically - COVID-19
Area Important Condition) |immunisation - Not
applicable - [1d -
n/a - n/a])
EU-EC- 14/02/2022 |Spontaneous |Non European |Not 3-11  |Not Male No Cough (n/a - Not COMIRNATY Not reported ICSR
10011604525 Healthcare |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), - COVID-19
immunisation - Not
Fatigue (n/a - Not applicable - [n/a -
Recovered/Not 1{DF} - n/a])
Resolved - ),
Malaise (n/a - Not
Recovered/Not
Resolved -)
EU-EC- 14/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Not Female |No Bell's palsy (n/a - COMIRNATY Not reported ICSR
10011604647 Professional |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Area - Other Medically - COVID-19
Important Condition) |immunisation - Not
applicable - [0d -
n/a - n/al)
EU-EC- 14/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Child Female |No Rash macular (n/fa- |COMIRNATY Not reported ICSR
10011604708 Professional |Economic |available |Years Recovering/Resolving | [TOZINAMERAN] (S
Area -) - COVID-19
immunisation - Drug
withdrawn - [1d -
n/a-
Intramuscular])
EU-EC- 14/02/2022 | Spontaneous |Healthcare |European |Not 3-11  |Child Male No Asthenia (9d - COMIRNATY Not reported ICSR
10011604736 Professional |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Area =) - COVID-19
immunisation - Not
Paraesthesia (9d -  |applicable - [n/a -
Recovered/Resolved |n/a - n/a])
=)
Pyrexia (n/a -
Recovered/Resolved
EU-EC- 14/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Child Male No Acute respiratory COMIRNATY Not reported ICSR
10011604818 Professional |Economic |available |Years failure (4d - Fatal -  |[TOZINAMERAN] (S
Area Results in Death), - COVID-19
immunisation - Not
Diarrhoea (1d - applicable - [1d -
Recovered/Resolved |n/a - n/a])
- Caused/Prolonged
Hospitalisation),
Irritability (2d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)
EU-EC- 14/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Not Male No Administration site | COMIRNATY Not reported ICSR
10011604843 Professional |Economic |available |Years |Specified lymphadenopathy [TOZINAMERAN] (S
Area (n/a - - COVID-19
Recovered/Resolved |immunisation - Not
-), applicable - [0d -
n/a - n/al)
Headache (0d -
Recovered/Resolved
EU-EC- 14/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Lymphadenopathy ~ |COMIRNATY Not reported ICSR
10011604844 Healthcare |Economic |available |Years (n/a - [TOZINAMERAN] (S
Professional |Area Recovering/Resolving |- COVID-19
-) immunisation - Drug
withdrawn - [1d -
n/a - Intramuscular
- More in ICSR])
EU-EC- 14/02/2022 |Spontaneous |Healthcare |Non Not 3-11  |Not Male No Seizure (n/a - COMIRNATY Not reported ICSR
10011605413 Professional |European |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Economic - Other Medically - COVID-19
Area Important Condition) |immunisation - Not
applicable - [n/a -
n/a - n/al)
EU-EC- 13/02/2022 | Spontaneous |Non European |Not 3-11  |Not Female |No Nausea (36d - COMIRNATY Not reported ICSR
10011591182 Healthcare |Economic |available |Years |Specified Recovering/Resolving | [TOZINAMERAN] (S
Professional |Area -) - COVID-19
immunisation - Not
applicable - [n/a -
.3mg - n/a])
EU-EC- 13/02/2022 | Spontaneous |Non European |Not 3-11  |Child Female |No Abdominal pain (n/a |COMIRNATY Not reported ICSR
10011592245 Healthcare |Economic |available |Years - [TOZINAMERAN] (S
Professional |Area Recovering/Resolving |- Immunisation - n/a
=) - [n/a-n/a-n/a])
Headache (n/a -
Recovered/Resolved
-)
EU-EC- 13/02/2022 |Spontaneous | Non European |Not 3-11  |Child Female [No Epistaxis (n/a - COMIRNATY Not reported ICSR
10011592253 Healthcare |Economic |available |Years Recovering/Resolving | [TOZINAMERAN] (S
Professional |Area -) - Immunisation - n/a
- [n/a - n/a - n/a])
EU-EC- 13/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Injection site pain COMIRNATY Not reported ICSR
10011592265 Healthcare |Economic |available |Years (3d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
=) - [n/a - n/a - n/a])
Lymphadenopathy
(8d - Unknown - ),
Nausea (7d -
Unknown - ),
Pyrexia (2d -
Recovering/Resolving
=)
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Vomiting (éd -
Unknown - )
EU-EC- 13/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Diarrhoea (0d - COMIRNATY Not reported ICSR
10011592404 Healthcare |Economic |available |Years Unknown - ), [TOZINAMERAN] (S
Professional |Area - Immunisation - n/a
Fatigue (0d - - [n/a-n/a-n/a])
Unknown - )
EU-EC- 12/02/2022 |Spontaneous |Non European |Not 3-11  |Not Male No Body temperature COMIRNATY Not reported ICSR
10011587637 Healthcare |Economic |available |Years |Specified increased (n/a - Not |[TOZINAMERAN] (S
Professional |Area Recovered/Not - COVID-19
Resolved - ), immunisation - Not
applicable - [n/a -
Fatigue (n/a - Not 1{DF} - n/al)
Recovered/Not
Resolved - ),
Headache (n/a - Not
Recovered/Not
Resolved - ),
Malaise (n/a - Not
Recovered/Not
Resolved - ),
Nausea (n/a -
Recovering/Resolving
EU-EC- 12/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Not Male No Urticaria (n/a - COMIRNATY Not reported ICSR
10011587844 Professional |Economic |available |Years |Specified Recovering/Resolving | [TOZINAMERAN] (S
Area - - COVID-19
immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 12/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Not Female |No Urticaria (1d - COMIRNATY Not reported ICSR
10011588181 Professional |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Area -) - COVID-19
immunisation - n/a -
[n/a-.3mL-
Intramuscular])
EU-EC- 12/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Not Male No Urticaria (2d - COMIRNATY Not reported ICSR
10011588336 Professional |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Area - - COVID-19
immunisation - n/a -
[n/a - 1{DF} -
Intramuscular])
EU-EC- 12/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female [No Alopecia (n/a - Not |COMIRNATY Not reported ICSR
10011589691 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ) - Immunisation - n/a
- [n/a - n/a - n/a])
EU-EC- 12/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Rash (n/a - COMIRNATY Not reported ICSR
10011589693 Healthcare |Economic |available |Years Recovering/Resolving | [TOZINAMERAN] (S
Professional |Area =) - Immunisation - n/a
- [n/a-n/a-nja])
Rash pruritic (n/a -
Recovering/Resolving
EU-EC- 12/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Alopecia areata (21d |COMIRNATY Not reported ICSR
10011589694 Healthcare |Economic |available |Years - Not Recovered/Not |[TOZINAMERAN] (S
Professional |Area Resolved - ) - Immunisation - n/a
- [n/a - n/a - n/a])
EU-EC- 12/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Eye pruritus (3d - COMIRNATY Not reported ICSR
10011589698 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -), - Immunisation - n/a
-[n/a-n/a-
Injection site pain Intramuscular])
(3d -
Recovered/Resolved
EU-EC- 12/02/2022 | Spontaneous |Non European |Not 3-11  |Child Female |No Alopecia (n/a - Not |COMIRNATY Not reported ICSR
10011589703 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ) - Immunisation - n/a
- [n/a - n/a - n/a])
EU-EC- 12/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Neutropenia (n/fa- |COMIRNATY Not reported ICSR
10011589704 Healthcare |Economic |available |Years Unknown - ) [TOZINAMERAN] (S
Professional |Area - Immunisation - n/a
- [n/a-n/a-n/a])
EU-EC- 12/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Headache (n/a - Not |COMIRNATY Not reported ICSR
10011589906 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ) - Immunisation - n/a
- [n/a - n/a - n/a])
EU-EC- 12/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Injection site pain COMIRNATY Not reported ICSR
10011589918 Healthcare |Economic |available |Years (0d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
- - [n/a - n/a - n/al)
EU-EC- 12/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female [No Ear pain (0d - COMIRNATY Not reported ICSR
10011589920 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -), - Immunisation - n/a
- [n/a - n/a - n/a])
Influenza like iliness
(0d -
Recovered/Resolved
EU-EC- 12/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Haemolysis (n/a - COMIRNATY Not reported ICSR
10011589923 Healthcare |Economic |available |Years Not Recovered/Not  |[TOZINAMERAN] (S
Professional |Area Resolved - - Immunisation - n/a
Caused/Prolonged - [n/a - n/a - n/a])
Hospitalisation),
Pyrexia (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 12/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Fatigue (0d - COMIRNATY Not reported ICSR
10011589924 Healthcare |Economic |available |Years Recovering/Resolving | [TOZINAMERAN] (S
Professional |Area =)
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- Immunisation - n/a
Vomiting (n/a - - [n/a - n/a - n/a])
Recovering/Resolving
-)
EU-EC- 12/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Henoch-Schonlein COMIRNATY Not reported ICSR
10011589925 Healthcare |Economic |available |Years purpura (n/a - [TOZINAMERAN] (S
Professional |Area Recovering/Resolving |- Immunisation - n/a
- Caused/Prolonged |- [n/a - n/a - n/a])
Hospitalisation)
EU-EC- 12/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Diarrhoea (9d - COMIRNATY Not reported ICSR
10011589926 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -), - Immunisation - n/a
- [n/a - n/a - n/a])
Fatigue (9d -
Recovered/Resolved
-)
EU-EC- 12/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Diarrhoea (19d - COMIRNATY Not reported ICSR
10011589927 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area With Sequelae - - Immunisation - n/a
Caused/Prolonged - [n/a - n/a - n/a])
Hospitalisation)
EU-EC- 12/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Body temperature COMIRNATY Not reported ICSR
10011589938 Healthcare |Economic |available |Years increased (0d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
=) -[n/a-n/a-
Intramuscular])
Chills (0d -
Recovered/Resolved
=)
Dyspepsia (0d -
Recovered/Resolved
=)
Herpes zoster (2d -
Not Recovered/Not
Resolved - ),
Pyrexia (0d -
Recovered/Resolved
=)
Rash (2d - Not
Recovered/Not
Resolved - ),
Respiratory distress
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 12/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Rash (8d - Unknown |COMIRNATY Not reported ICSR
10011589940 Healthcare |Economic |available |Years -) [TOZINAMERAN] (S
Professional |Area - Immunisation - n/a
-[n/a-n/a-
Intramuscular])
EU-EC- 12/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female [No Headache (4d - COMIRNATY Not reported ICSR
10011589943 Healthcare |Economic |available |Years Recovering/Resolving |[TOZINAMERAN] (S
Professional |Area -), - Immunisation - n/a
- [n/a - n/a - n/a])
Limb discomfort (3d
Recovering/Resolving
=)
Pyrexia (4d -
Recovering/Resolving
EU-EC- 12/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Rash (n/a - COMIRNATY Not reported ICSR
10011589945 Healthcare |Economic |available |Years Recovering/Resolving |[TOZINAMERAN] (S
Professional |Area - - Immunisation - n/a
- [n/a - n/a - n/a])
EU-EC- 12/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Abdominal pain (23d |COMIRNATY Not reported ICSR
10011589946 Healthcare |Economic |available |Years - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
=) - [n/a - n/a - nfal)
Injection site pain
(2d -
Recovered/Resolved
=)
Nausea (20d -
Recovered/Resolved
=)
Vomiting (13d -
Recovered/Resolved
-)
EU-EC- 12/02/2022 |Spontaneous |Non European |Not 3-11  |Not Female |No Chills (1d - COMIRNATY Not reported ICSR
10011589951 Healthcare |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -), - Immunisation - n/a
- [n/a - n/a - n/a])
Dysphagia (1d -
Unknown - ),
Fatigue (3d -
Unknown - ),
Headache (3d -
Unknown - ),
Nausea (2d -
Unknown - ),
Pyrexia (1d -
Recovered/Resolved
https://dap.ema.europa.eu/analytics/saw.dlI?Go 9/52



30.11.2022 03.42

Run Line Listing Report

EU-EC- 12/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male Yes Seizure (1d - COMIRNATY [CARBAMAZEPINE, ICSR
10011590118 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S |CARBAMAZEPINE (PH. EUR.)]
Professional |Area - Caused/Prolonged |- COVID-19 (C-n/a-n/a-[n/a-10mL-
Hospitalisation) immunisation - Drug |Oral])
withdrawn - [n/a -
.2mL -
Intramuscular])
EU-EC- 11/02/2022 |Spontaneous |Non European |Not 3-11  |Not Female |No Eye pain (n/a - COMIRNATY Not reported ICSR
10011572237 Healthcare |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -), - COVID-19
immunisation - Not
Fatigue (n/a - applicable - [n/a -
Recovered/Resolved |1{DF} -
-), Intramuscular])
Headache (n/a -
Recovered/Resolved
=)
Pyrexia (n/a -
Recovered/Resolved
-)
EU-EC- 11/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Not Male No Injection site pain COMIRNATY Not reported ICSR
10011572861 Professional |Economic |available |Years |Specified (8d - [TOZINAMERAN] (S
Area Recovered/Resolved |- COVID-19
-), immunisation - Drug
withdrawn - [n/a -
Limb injury (8d - n/a-
Recovered/Resolved |Intramuscular])
=)
Pyrexia (8d -
Recovered/Resolved
EU-EC- 11/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Not Male No Injection site COMIRNATY Not reported ICSR
10011572926 Professional |Economic |available |Years |Specified oedema (0d - [TOZINAMERAN] (S
Area Recovered/Resolved |- COVID-19
-), immunisation - n/a -
[n/a-n/a-
Urticaria (0d - Intramuscular])
Recovered/Resolved
-)
EU-EC- 11/02/2022 |Spontaneous |Non Non Not 3-11  |Not Not No Abdominal pain (n/a |TOZINAMERAN Not reported ICSR
10011574138 Healthcare |European |available |Years |Specified |Specified - Unknown - ), [TOZINAMERAN] (S
Professional |Economic - COVID-19
Area COVID-19 (n/a - immunisation - Not
Unknown - Other applicable - [1d -
Medically Important |n/a - n/a])
Condition),
Drug ineffective (n/a
- Unknown - Other
Medically Important
Condition),
Fatigue (n/a -
Unknown - )
EU-EC- 11/02/2022 | Spontaneous |Non Non Not 3-11  |Not Female |No Asthenia (0d - COMIRNATY Not reported ICSR
10011574204 Healthcare |European |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Professional |Economic - Other Medically - COVID-19
Area Important immunisation - Not
Condition), applicable - [n/a -
n/a - n/al)
Headache (0d -
Recovered/Resolved
- Other Medically
Important
Condition),
Pain in extremity (1d
Recovered/Resolved
- Other Medically
Important
Condition),
Pyrexia (0d -
Recovered/Resolved
- Other Medically
Important
Condition),
Sluggishness (1d -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 11/02/2022 |Spontaneous |Non European |Not 3-11  |Not Male No Vaccination site mass | COMIRNATY Not reported ICSR
10011574205 Healthcare |Economic |available |Years |Specified (n/a - Not [TOZINAMERAN] (S
Professional |Area Recovered/Not - COVID-19
Resolved - ) immunisation - Not
applicable - [1d -
n/a-
Intramuscular])
EU-EC- 11/02/2022 | Spontaneous |Healthcare |European |Not 3-11  |Child Female |No Anuria (n/a - COMIRNATY Not reported ICSR
10011575133 Professional |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Area - Other Medically -n/a-n/a-[1d-
Important n/a-
Condition), Intramuscular])
Back pain (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),
Blood pressure
increased (n/a -
Recovered/Resolved
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- Other Medically
Important
Condition),
Face oedema (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),
Oedema peripheral
(n/a -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 11/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Injection site pain COMIRNATY Not reported ICSR
10011576420 Healthcare |Economic |available |Years (1d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
- - [n/a - n/a - n/a])
EU-EC- 11/02/2022 |Spontaneous |Non European |Not 3-11  |Elderly Female |No Influenza (23d - Not |COMIRNATY Not reported ICSR
10011576500 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ) - Immunisation - n/a
-[n/a-n/a-
Intramuscular])
EU-EC- 11/02/2022 | Spontaneous |Non European |Not 3-11  |Child Female |No Rash (n/a - COMIRNATY Not reported ICSR
10011576533 Healthcare |Economic |available |Years Recovering/Resolving | [TOZINAMERAN] (S
Professional |Area -) - Immunisation - n/a
- [n/a - n/a - n/a])
EU-EC- 11/02/2022 |Spontaneous |Non European |Not 3-11  |Child Not No Injection site pain COMIRNATY Not reported ICSR
10011576558 Healthcare |Economic |available |Years Specified (1d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
- - [n/a - n/a - n/a])
EU-EC- 11/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Injection site pain COMIRNATY Not reported ICSR
10011576561 Healthcare |Economic |available |Years - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
- - [n/a - n/a - n/a])
EU-EC- 11/02/2022 |Spontaneous | Non European |Not 3-11  |Child Female [No Limb discomfort (2d |COMIRNATY Not reported ICSR
10011577233 Healthcare |Economic |available |Years - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
) - [n/a - n/a - n/a])
EU-EC- 11/02/2022 |Spontaneous | Non European |Not 3-11  |Child Female |No Limb discomfort (2d |COMIRNATY Not reported ICSR
10011577235 Healthcare |Economic |available |Years - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
-) - [n/a-n/a-n/a])
EU-EC- 11/02/2022 |Spontaneous |Non European |Not 3-11  |Not Female |No Erythema (n/a - Not |COMIRNATY 10 Not reported ICSR
10011577654 Healthcare |Economic |available |Years |Specified Recovered/Not MICROGRAMS/DOSE
Professional |Area Resolved - ), CONCENTRATE FOR
DISPERSION FOR
Pain in extremity INJECTION
(n/a - [TOZINAMERAN] (S
Recovered/Resolved |- COVID-19
-), immunisation - Not
applicable - [n/a -
Pruritus (n/a - n/a - n/al)
Recovered/Resolved
=)
Skin lesion (n/a - Not
Recovered/Not
Resolved -)
EU-EC- 11/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Pyrexia (0d - COMIRNATY Not reported ICSR
10011578301 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -), - Immunisation - n/a
- [n/a - n/a - n/a])
Vomiting (1d -
Recovered/Resolved
-)
EU-EC- 11/02/2022 |Spontaneous |Non European |Not 3-11  |Not Female [No Asthenia (1d - COMIRNATY Not reported ICSR
10011578479 Healthcare |Economic |available |Years |Specified Recovered/Resolved |CONCENTRATE FOR
Professional |Area -), DISPERSION FOR
INJECTION
Vomiting (0d - [TOZINAMERAN] (S
Recovered/Resolved |- COVID-19
-) immunisation - Not
applicable - [n/a -
n/a - n/al)
EU-EC- 11/02/2022 | Spontaneous |Non European |Not 3-11  |Not Male No Extensive swelling of |COMIRNATY Not reported ICSR
10011578674 Healthcare |Economic |available |Years |Specified vaccinated limb (2d - |[TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- COVID-19
- Disabling), immunisation - Not
applicable - [n/a -
Fatigue (2d - n/a - n/al)
Recovered/Resolved
- Disabling),
Headache (2d -
Recovered/Resolved
- Disabling),
Injection site
reaction (2d -
Recovered/Resolved
- Disabling),
Nausea (2d -
Recovered/Resolved
- Disabling),
Pyrexia (2d -
Recovered/Resolved
- Disabling)
EU-EC- 11/02/2022 |Spontaneous |Non Non Not 3-11  |Not Female |No COVID-19 (n/a - TOZINAMERAN Not reported ICSR
10011578885 Healthcare |European |available |Years |Specified Unknown - Other [TOZINAMERAN] (S
Professional |Economic Medically Important |- COVID-19
Area Condition), immunisation - Not
applicable - [1d -
Vaccination failure n/a - n/al)
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(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 11/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Cough (n/a - COMIRNATY Not reported ICSR
10011579087 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area - Life Threatening), |-n/a-n/a-[1d-
n/a - n/al)
Erythema (n/a -
Recovered/Resolved
- Life Threatening),
Lip oedema (n/a -
Recovered/Resolved
- Life Threatening),
Pruritus (n/a -
Recovered/Resolved
- Life Threatening),
Retching (n/a -
Recovered/Resolved
- Life Threatening),
Tongue pruritus (n/a
Recovered/Resolved
- Life Threatening),
Wheezing (n/a -
Recovered/Resolved
- Life Threatening)
EU-EC- 11/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Not Female [No Pruritus (n/a - COMIRNATY Not reported ICSR
10011579561 Professional |Economic |available |Years |Specified Recovering/Resolving | [TOZINAMERAN] (S
Area - Other Medically - Immunisation -
Important Not applicable - [n/a
Condition), -.3mL-
Intramuscular])
Rash (n/a -
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 11/02/2022 | Spontaneous |Healthcare |European |Not 3-11  |Not Female |No Fatigue (n/a - Not COMIRNATY [ALUMINIUM PHOSPHATE, ICSR
10011579984 Professional |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN] (S |DIPHTHERIA TOXOID
Area Resolved - ), - COVID-19 ADSORBED ON ALUMINIUM
immunisation - Not |HYDROXIDE, HYDRATED AND
Hyperpyrexia (2d - |applicable - [1d - ALUMINIUM PHOSPHATE,
Recovered/Resolved |n/a - TETANUS TOXOID
- Other Medically Intramuscular]) ADSORBED ON ALUMINIUM
Important HYDROXIDE, HYDRATED AND
Condition), ALUMINIUM PHOSPHATE,
PERTUSSIS TOXOID
Infection (n/a - ADSORBED ON ALUMINIUM
Unknown - ), HYDROXIDE, HYDRATED AND
ALUMINIUM PHOSPHATE,
Pyrexia (5d - PERTUSSIS PERTACTIN
Recovered/Resolved ADSORBED ON ALUMINIUM
-) HYDROXIDE, HYDRATED AND
ALUMINIUM PHOSPHATE,
PERTUSSIS FILAMENTOUS
HAEMAGGLUTININ ON
ALUMINIUM HYDROXIDE,
HYDRATED AND ALUMINIUM
PHOSPHATE, ALGELDRATE,
ALUMINIUM PHOSPHATE,
DIPHTHERIA TOXOID,
TETANUS TOXOID,
ALUMINIUM, PERTUSSIS
TOXOID, PERTUSSIS
FILAMENTOUS
HAEMAGGLUTININ,
PERTUSSIS PERTACTIN,
ALUMINIUM PHOSPHATE,
DIPHTHERIA TOXOID,
TETANUS TOXOID,
PERTUSSIS TOXOID,
PERTUSSIS FILAMENTOUS
HAEMAGGLUTININ,
PERTUSSIS PERTACTIN,
ALGELDRATE, ALUMINIUM
PHOSPHATE, DIPHTHERIA
TOXOID, TETANUS TOXOID,
PERTUSSIS TOXOID,
PERTUSSIS PERTACTIN,
ALGELDRATE, FILAMENTOUS
HAEMAGGLUTININ,
DIPHTHERIA TOXOID
ADSORBED ON ALUMINIUM
HYDROXIDE, HYDRATED AND
ALUMINIUM PHOSPHATE,
TETANUS TOXOID
ADSORBED ON ALUMINIUM
HYDROXIDE, HYDRATED AND
ALUMINIUM PHOSPHATE,
PERTUSSIS TOXOID
ADSORBED ON ALUMINIUM
HYDROXIDE, HYDRATED AND
ALUMINIUM PHOSPHATE,
PERTUSSIS PERTACTIN
ADSORBED ON ALUMINIUM
HYDROXIDE, HYDRATED AND
ALUMINIUM PHOSPHATE,
PERTUSSIS FILAMENTOUS
HAEMAGGLUTININ ON
ALUMINIUM HYDROXIDE,
HYDRATED AND ALUMINIUM
PHOSPHATE, DIPHTHERIA
TOXOID, TETANUS TOXOID,
PERTUSSIS TOXOID,
PERTUSSIS FILAMENTOUS
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HAEMAGGLUTININ,
PERTUSSIS PERTACTIN,
DIPHTHERIA TOXOID,
TETANUS TOXOID,
PERTUSSIS TOXOID,
PERTUSSIS PERTACTIN,
BORDETELLA PERTUSSIS
(INACTIVATED) ADSORBED]
(C-n/a-nfa-[nfa-n/a-
Intramuscular])
EU-EC- 11/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female [No Injection site pain COMIRNATY Not reported ICSR
10011580070 Healthcare |Economic |available |Years (2d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
-) - [n/a-n/a-n/a])
EU-EC- 11/02/2022 |Spontaneous |Non European |Not 3-11  |Not Male No Arthralgia (5d - COMIRNATY Not reported ICSR
10011580300 Healthcare |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area - Disabling), - COVID-19
immunisation - Not
Extensive swelling of |applicable - [n/a -
vaccinated limb (5d - |n/a - n/a])
Recovered/Resolved
- Disabling),
Fatigue (5d -
Recovered/Resolved
- Disabling),
Headache (5d -
Recovered/Resolved
- Disabling),
Malaise (5d -
Recovered/Resolved
- Disabling),
Myalgia (5d -
Recovered/Resolved
- Disabling),
Pyrexia (5d -
Recovered/Resolved
- Disabling)
EU-EC- 11/02/2022 |Spontaneous |Non European |Not 3-11  |Not Female |No Erythema (n/a - Not |COMIRNATY 10 Not reported ICSR
10011580701 Healthcare |Economic |available |Years |Specified Recovered/Not MICROGRAMS/DOSE
Professional |Area Resolved - ), CONCENTRATE FOR
DISPERSION FOR
Pain in extremity INJECTION
(n/a - [TOZINAMERAN] (S
Recovered/Resolved |- COVID-19
-), immunisation - Not
applicable - [n/a -
Pruritus (n/a - n/a - n/al)
Recovered/Resolved
=)
Skin lesion (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 11/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |Yes Arthralgia (5d - COMIRNATY BIRESP SPIROMAX ICSR
10011580746 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S |[BUDESONIDE, FORMOTEROL
Professional |Area =) - COVID-19 FUMARATE DIHYDRATE] (C -
immunisation - Drug |n/a - n/a - [n/a - n/a -
Dizziness (6d - withdrawn - [n/a -  |Respiratory (inhalation)]),
Recovered/Resolved |.2mL -
=) Intramuscular]) [EBASTINE] (C-n/a-n/a-
[n/a - n/a - Oral])
Fatigue (n/a -
Recovering/Resolving
- Disabling),
Heart rate irregular
(n/a -
Recovering/Resolving
- Disabling),
Malaise (7d -
Recovered/Resolved
EU-EC- 11/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Child Male No Cerebral COMIRNATY Not reported ICSR
10011580879 Professional |Economic |available |Years vasoconstriction (n/a |[TOZINAMERAN] (S
Area - - COVID-19
Recovered/Resolved |immunisation - Not
- Caused/Prolonged |applicable - [1d -
Hospitalisation), 1{DF} -
Intramuscular]),
Migraine (n/a -
Recovered/Resolved |HIZENTRA [HUMAN
- Caused/Prolonged |IMMUNOGLOBULIN
Hospitalisation) G, HUMAN NORMAL
IMMUNOGLOBULIN]
(s-
Immunodeficiency -
Not applicable - [1d
-4g -
Subcutaneous])
EU-EC- 11/02/2022 | Spontaneous |Non European |Not 3-11  |Child Female |No Headache (0d - COMIRNATY Not reported ICSR
10011583321 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -), - Immunisation - n/a
- [n/a - n/a - n/a])
Injection site pain
Recovered/Resolved
EU-EC- 11/02/2022 | Spontaneous |Healthcare |European |Not 3-11  |Child Male No Paraesthesia (n/a- |COMIRNATY Not reported ICSR
10011584599 Professional |Economic |available |Years Unknown - ) [TOZINAMERAN] (S
Area - COVID-19
immunisation - Not
applicable - [1d -
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.3mL -
Intramuscular])
EU-EC- 11/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Rash (n/a - Unknown | COMIRNATY Not reported ICSR
10011584601 Healthcare |Economic |available |Years -) [TOZINAMERAN] (S
Professional |Area - COVID-19
immunisation - Not
applicable - [1d -
.3mL -
Intramuscular])
EU-EC- 11/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Epididymitis (n/a -  |COMIRNATY Not reported ICSR
10011585561 Healthcare |Economic |available |Years Not Recovered/Not  |[TOZINAMERAN] (S
Professional |Area Resolved - - COVID-19
Caused/Prolonged immunisation - Not
Hospitalisation), applicable - [n/a -
1{DF} - n/a])
Testicular pain (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 11/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Child Male No Rash (5d - COMIRNATY Not reported ICSR
10011585650 Professional |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Area - Other Medically - COVID-19
Important Condition) |immunisation - Not
applicable - [1d -
1{DF} - Unknown])
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Limb discomfort (22d | COMIRNATY Not reported ICSR
10011557760 Healthcare |Economic |available |Years - Not Recovered/Not |[TOZINAMERAN] (S
Professional |Area Resolved - ) - Immunisation - n/a
- [n/a - n/a - n/a])
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Injection site pain COMIRNATY Not reported ICSR
10011557761 Healthcare |Economic |available |Years (0od - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
- - [n/a-n/a-n/a])
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Headache (1d - COMIRNATY Not reported ICSR
10011557765 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -), - Immunisation - n/a
- [n/a - n/a - n/a])
Injection site pain
(1d -
Recovered/Resolved
-)
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Dizziness (0d - COMIRNATY Not reported ICSR
10011557771 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -), - Immunisation - n/a
- [n/a - n/a - n/a])
Fatigue (1d -
Recovered/Resolved
=)
Injection site pain
(1d -
Recovered/Resolved
=)
Paraesthesia (1d -
Recovered/Resolved
-)
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Fatigue (0d - COMIRNATY Not reported ICSR
10011557796 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -), - Immunisation - n/a
-[n/a-n/a-
No adverse event Intramuscular])
(0d -
Recovered/Resolved
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Not Male No Chills (0d - COMIRNATY Not reported ICSR
10011557803 Healthcare |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area =) - Immunisation - n/a
- [n/a - n/a - n/a])
Headache (1d -
Recovered/Resolved
=)
Injection site pain
Recovered/Resolved
=)
Pyrexia (1d -
Recovered/Resolved
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Erythema (0d - COMIRNATY Not reported ICSR
10011557988 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -), - Immunisation - n/a
-[n/a-n/a-
Vaccination site pain |Intramuscular])
(od -
Recovered/Resolved
EU-EC- 10/02/2022 |Spontaneous | Non European |Not 3-11  |Child Female |No Fatigue (2d - COMIRNATY Not reported ICSR
10011558016 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -), - Immunisation - n/a
- [n/a - n/a - n/a])
Headache (2d -
Recovered/Resolved
=)
Influenza (2d -
Recovered/Resolved
=)
Injection site pain
Recovered/Resolved
=)
Rash (3d - Not
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Recovered/Not
Resolved - )
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Headache (0d - COMIRNATY Not reported ICSR
10011558027 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -), - Immunisation - n/a
-[n/a-n/a-n/a])
Rash macular (0d -
Recovered/Resolved
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Injection site pain COMIRNATY Not reported ICSR
10011558028 Healthcare |Economic |available |Years - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
- -[n/a-n/a-
Intramuscular])
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Injection site pain COMIRNATY Not reported ICSR
10011558059 Healthcare |Economic |available |Years (0od - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
-) - [n/a - n/a - n/a])
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Injection site pain COMIRNATY Not reported ICSR
10011558233 Healthcare |Economic |available |Years (1d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
=) -[n/fa-n/a-
Intramuscular])
Pain in extremity (1d
Recovered/Resolved
-)
EU-EC- 10/02/2022 |Spontaneous | Non European |Not 3-11  |Child Male No Dizziness (0d - COMIRNATY Not reported ICSR
10011558234 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -), - Immunisation - n/a
- [n/a - n/a - n/a])
Hyperhidrosis (0d -
Recovered/Resolved
=)
Malaise (0d -
Recovered/Resolved
=)
Nausea (0d -
Recovered/Resolved
=)
Pallor (0d -
Recovered/Resolved
-)
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Injection site pain COMIRNATY Not reported ICSR
10011558236 Healthcare |Economic |available |Years (0d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
=) - [n/a - n/a - n/a])
Vomiting (0d -
Recovered/Resolved
-)
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Injection site pain COMIRNATY Not reported ICSR
10011558250 Healthcare |Economic |available |Years - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
- -[n/a-n/a-
Intramuscular])
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Abdominal pain (1d - [COMIRNATY Not reported ICSR
10011558252 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -), - Immunisation - n/a
- [n/a - n/a - n/a])
Diarrhoea (1d -
Recovered/Resolved
=)
Fatigue (1d -
Recovered/Resolved
=)
Injection site pain
Recovered/Resolved
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Cyanosis (0d - Not ~|COMIRNATY Not reported ICSR
10011558253 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), - Immunisation - n/a
- [n/a - n/a - n/a])
Fatigue (0d - Not
Recovered/Not
Resolved - ),
Rash (0d - Not
Recovered/Not
Resolved - )
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Bacterial infection | COMIRNATY Not reported ICSR
10011558254 Healthcare |Economic |available |Years (n/a - Not [TOZINAMERAN] (S
Professional |Area Recovered/Not - Immunisation - n/a
Resolved - ), - [n/a - n/a - n/a])
Rash (n/a - Not
Recovered/Not
Resolved - ),
Urticaria (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Rash (0d - COMIRNATY Not reported ICSR
10011558255 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -), - Immunisation - n/a
- [n/a - n/a - n/a])
Rash pruritic (0d -
Recovered/Resolved
=)
Urticaria (0d -
https://dap.ema.europa.eu/analytics/saw.dlI?Go 15/52



30.11.2022 03.42

Run Line Listing Report

Recovered/Resolved

-)

EU-EC-
10011558256

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

3-11
Years

Child

Male

Chills (0d -
Recovered/Resolved

=)

Fatigue (1d -
Recovered/Resolved

»

Headache (1d -
Recovered/Resolved

=)

Injection site pain
(2d -
Recovering/Resolving

2

Nausea (0d -
Recovered/Resolved
=)

Oropharyngeal pain
(od -

Recovered/Resolved

»

Pyrexia (1d -
Recovered/Resolved
=)

Vomiting (0d -
Recovered/Resolved

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

Not reported

—
(%]
0

EU-EC-
10011558260

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

3-11
Years

Child

Male

No

Fatigue (2d -
Recovered/Resolved

-

Hypotonia (2d -
Recovered/Resolved

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

Not reported

—
(2]
|0

EU-EC-
10011558263

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

3-11
Years

Child

Male

No

Influenza (1d -
Recovered/Resolved

»

Influenza like iliness

Recovered/Resolved
=)

Limb discomfort (1d

Recovered/Resolved

»

Pain in extremity (1d

Recovered/Resolved

)

Pyrexia (1d -
Recovered/Resolved

-)

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

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

Not reported

=
(2]
|0

EU-EC-
10011558264

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

3-11
Years

Child

Female

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

Headache (2d -
Recovering/Resolving
=)

Influenza (2d -
Recovering/Resolving

-

Injection site pain
(2d -
Recovering/Resolving
=)

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

Limb discomfort (2d

Recovering/Resolving

»

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

Pyrexia (n/a -
Unknown - )

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

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

Not reported

—
(92}
|0

EU-EC-
10011558265

10/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

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

Not
available

3-11
Years

Child

Male

No

Aphthous ulcer (1d -
Recovered/Resolved

»

Fatigue (1d -
Recovered/Resolved

)

Pyrexia (0d -
Recovered/Resolved

»

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

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

Not reported

—
(%2}
0

16/52



30.11.2022 03.42

Run Line Listing Report

Swelling face (1d -
Recovered/Resolved
-)
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Not Female |No Chills (1d - COMIRNATY Not reported ICSR
10011558269 Healthcare |Economic |available |Years |Specified Recovering/Resolving | [TOZINAMERAN] (S
Professional |Area =) - Immunisation - n/a
- [n/a - n/a - n/a])
Diarrhoea (1d -
Recovering/Resolving
=)
Dizziness (1d -
Recovering/Resolving
=)
Headache (1d -
Recovering/Resolving
=)
Influenza (1d -
Recovering/Resolving
=)
Nausea (1d -
Recovering/Resolving
=)
Pyrexia (1d -
Recovering/Resolving
=)
Somnolence (1d -
Recovering/Resolving
=)
Vomiting (1d -
Recovering/Resolving
-)
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Injection site pain COMIRNATY Not reported ICSR
10011558271 Healthcare |Economic |available |Years (1d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
=) -[n/a-n/a-
Intramuscular])
Pain in extremity (1d
Recovered/Resolved
=)
Vaccination site pain
(1d -
Recovered/Resolved
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Pain in extremity (2d |COMIRNATY Not reported ICSR
10011558272 Healthcare |Economic |available |Years - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
=) -[n/a-nja-
Intramuscular])
Vaccination site pain
(2d -
Recovered/Resolved
EU-EC- 10/02/2022 | Spontaneous |Non European |Not 3-11  |Child Female |No Chest pain (2d - Not |COMIRNATY Not reported ICSR
10011558273 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), - Immunisation - n/a
- [n/a - n/a - n/a])
Dizziness (2d - Not
Recovered/Not
Resolved - ),
Headache (10d - Not
Recovered/Not
Resolved - ),
Injection site pain
(1d -
Recovered/Resolved
EU-EC- 10/02/2022 | Spontaneous |Non European |Not 3-11  |Child Female |No Rash (9d - Not COMIRNATY Not reported ICSR
10011558277 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ) - Immunisation - n/a
- [n/a - n/a - n/a])
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Dizziness (14d - Not |COMIRNATY Not reported ICSR
10011558278 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), - Immunisation - n/a
- [n/a - n/a - n/a])
Fatigue (14d - Not
Recovered/Not
Resolved - )
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Lymphadenopathy =~ |COMIRNATY Not reported ICSR
10011558279 Healthcare |Economic |available |Years (1d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
-) -[n/a-n/a-
Intramuscular])
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Abdominal pain (26d |COMIRNATY Not reported ICSR
10011558281 Healthcare |Economic |available |Years - [TOZINAMERAN] (S
Professional |Area Recovering/Resolving |- Immunisation - n/a
=) - [n/a - n/a - nfa])
Lymphadenopathy
(26d -
Recovering/Resolving
EU-EC- 10/02/2022 | Spontaneous |Non European |Not 3-11  |Child Male No Fatigue (2d - COMIRNATY Not reported ICSR
10011558283 Healthcare |Economic |available |Years Recovering/Resolving | [TOZINAMERAN] (S
Professional |Area =) - Immunisation - n/a
- [n/a - n/a - n/a])
Injection site pain
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Recovering/Resolving
-)
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Herpes zoster (n/a - |COMIRNATY Not reported ICSR
10011558285 Healthcare |Economic |available |Years Not Recovered/Not |[TOZINAMERAN] (S
Professional |Area Resolved - ), - Immunisation - n/a
- [n/a - n/a - n/a])
Rash (n/a - Not
Recovered/Not
Resolved -)
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Headache (2d - COMIRNATY Not reported ICSR
10011558286 Healthcare |Economic |available |Years Recovering/Resolving |[TOZINAMERAN] (S
Professional |Area -), - Immunisation - n/a
- [n/a - n/a - n/a])
Oropharyngeal pain
(2d -
Recovering/Resolving
=)
Pyrexia (2d -
Recovering/Resolving
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Rash (n/a - Unknown | COMIRNATY Not reported ICSR
10011558287 Healthcare |Economic |available |Years -), [TOZINAMERAN] (S
Professional |Area - Immunisation - n/a
Urticaria (n/a - - [n/a - n/a - n/a])
Unknown - )
EU-EC- 10/02/2022 | Spontaneous |Non European |Not 3-11  |Child Female |No Headache (1d - COMIRNATY Not reported ICSR
10011558290 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area =) - Immunisation - n/a
-[n/a-n/a-
Limb discomfort (1d |Intramuscular])
Recovered/Resolved
=)
Pain in extremity (1d
Recovered/Resolved
=)
Vaccination site
reaction (1d -
Recovered/Resolved
-)
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Pustule (5d - COMIRNATY Not reported ICSR
10011558291 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area =), - Immunisation - n/a
- [n/a - n/a - n/a])
Pyrexia (5d -
Recovered/Resolved
=)
Rash (5d -
Recovered/Resolved
=)
Swelling face (5d -
Recovered/Resolved
-)
EU-EC- 10/02/2022 |Spontaneous | Non European |Not 3-11  |Child Female |No Injection site pain COMIRNATY Not reported ICSR
10011558292 Healthcare |Economic |available |Years - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
- -[n/a-n/a-
Intramuscular])
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Abdominal pain (n/fa |COMIRNATY Not reported ICSR
10011558294 Healthcare |Economic |available |Years - Not Recovered/Not |[TOZINAMERAN] (S
Professional |Area Resolved - ), - Immunisation - n/a
- [n/a - n/a - n/a])
Dizziness (n/a - Not
Recovered/Not
Resolved - ),
Fatigue (n/a - Not
Recovered/Not
Resolved - ),
Headache (n/a - Not
Recovered/Not
Resolved - ),
Influenza (n/a - Not
Recovered/Not
Resolved - ),
Injection site pain
(n/a - Not
Recovered/Not
Resolved - ),
Limb discomfort (n/a
- Not Recovered/Not
Resolved - ),
Malaise (n/a - Not
Recovered/Not
Resolved - ),
Nausea (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Injection site pain COMIRNATY Not reported ICSR
10011558295 Healthcare |Economic |available |Years (2d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
- - [n/a - n/a - n/a])
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Rash (13d - COMIRNATY Not reported ICSR
10011558296 Healthcare |Economic |available |Years Unknown - ) [TOZINAMERAN] (S
Professional |Area - Immunisation - n/a
- [n/a - n/a - n/a])
https://dap.ema.europa.eu/analytics/saw.dlI?Go 18/52



30.11.2022 03.42

Run Line Listing Report

EU-EC- 10/02/2022 |Spontaneous | Non European |Not 3-11  |Child Female |No Dizziness (0d - COMIRNATY Not reported ICSR
10011558298 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -), - Immunisation - n/a
- [n/a - n/a - n/a])
Syncope (0d -
Recovered/Resolved
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Injection site pain COMIRNATY Not reported ICSR
10011558301 Healthcare |Economic |available |Years - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
=) -[nfa-nja-
Intramuscular])
Pain in extremity (2d
Recovered/Resolved
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Not Female |No Injection site pain COMIRNATY Not reported ICSR
10011558304 Healthcare |Economic |available |Years |Specified (n/a - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
=) - [n/a - n/a - n/a])
Vaccination site pain
(n/a -
Recovered/Resolved
EU-EC- 10/02/2022 |Spontaneous | Non European |Not 3-11  |Child Female |No Arthralgia (n/a - Not |COMIRNATY Not reported ICSR
10011558305 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), - Immunisation - n/a
-[n/a-n/a-
Erythema (4d - Intramuscular])
Recovered/Resolved
=)
Injection site
erythema (4d -
Recovered/Resolved
=)
Myalgia (n/a - Not
Recovered/Not
Resolved - ),
Nausea (2d -
Recovered/Resolved
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Fatigue (4d - COMIRNATY Not reported ICSR
10011558306 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -), - Immunisation - n/a
- [n/a - n/a - n/a])
Headache (4d -
Recovered/Resolved
=)
Nausea (4d -
Recovered/Resolved
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Body temperature | COMIRNATY Not reported ICSR
10011558307 Healthcare |Economic |available |Years increased (1d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
=) -[nfa-n/a-
Intramuscular])
Fatigue (1d -
Recovered/Resolved
=)
Injection site pain
Recovered/Resolved
=)
Pyrexia (1d -
Recovered/Resolved
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Fatigue (1d - COMIRNATY Not reported ICSR
10011558313 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -), - Immunisation - n/a
- [n/a - n/a - n/a])
Pyrexia (1d -
Recovered/Resolved
-)
EU-EC- 10/02/2022 | Spontaneous | Non European |Not 3-11  |Child Male No Pain in extremity (1d |COMIRNATY Not reported ICSR
10011558315 Healthcare |Economic |available |Years - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
- -[n/a-n/a-
Intramuscular])
EU-EC- 10/02/2022 |Spontaneous | Non European |Not 3-11  |Not Not No Fatigue (1d - COMIRNATY Not reported ICSR
10011558319 Healthcare |Economic |available |Years |Specified |Specified Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area =), - Immunisation - n/a
- [n/a - n/a - n/a])
Vaccination site pain
(1d -
Recovered/Resolved
-)
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Fatigue (2d - Not COMIRNATY Not reported ICSR
10011558320 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), - Immunisation - n/a
-[n/a-n/a-
Pain in extremity (2d |Intramuscular])
- Not Recovered/Not
Resolved - ),
Restlessness (2d -
Not Recovered/Not
Resolved - )
EU-EC- 10/02/2022 | Spontaneous |Non European |Not 3-11  |Child Male No Lymphadenopathy | COMIRNATY Not reported ICSR
10011558321 Healthcare |Economic |available |Years (0d - [TOZINAMERAN] (S
Professional |Area Recovering/Resolving |- Immunisation - n/a
- - [n/a - n/a - n/a])
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EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Headache (n/a - COMIRNATY Not reported ICSR
10011558324 Healthcare |Economic |available |Years Unknown - ), [TOZINAMERAN] (S
Professional |Area - Immunisation - n/a
Nausea (n/a - - [n/a - n/a - n/a])
Recovering/Resolving
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Abdominal pain (1d - [COMIRNATY Not reported ICSR
10011558325 Healthcare |Economic |available |Years Recovering/Resolving | [TOZINAMERAN] (S
Professional |Area =), - Immunisation - n/a
- [n/a - n/a - n/a])
Fatigue (1d -
Recovering/Resolving
=)
Nausea (1d -
Recovering/Resolving
=)
Vomiting (1d -
Recovering/Resolving
-)
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Injection site pain COMIRNATY Not reported ICSR
10011558327 Healthcare |Economic |available |Years (1d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
=) - [n/a-n/a-
Intramuscular])
Vaccination site pain
Recovered/Resolved
-)
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Rash (n/a - Not COMIRNATY Not reported ICSR
10011558329 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), - Immunisation - n/a
- [n/a - n/a - n/a])
Urticaria (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Cough (0d - COMIRNATY Not reported ICSR
10011558334 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area =) - Immunisation - n/a
- [n/a - n/a - n/a])
Dysphonia (0d -
Recovered/Resolved
=)
Wheezing (0d -
Recovered/Resolved
EU-EC- 10/02/2022 |Spontaneous | Non European |Not 3-11  |Child Male No Injection site pain COMIRNATY Not reported ICSR
10011558336 Healthcare |Economic |available |Years - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
- -[n/a-n/a-
Intramuscular])
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Lymphadenopathy | COMIRNATY Not reported ICSR
10011558337 Healthcare |Economic |available |Years (1d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
-) - [n/a-n/a-n/a])
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Injection site pain COMIRNATY Not reported ICSR
10011558339 Healthcare |Economic |available |Years (1d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
=) -[n/a-nja-
Intramuscular])
Limb discomfort (1d
Recovered/Resolved
-)
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Injection site COMIRNATY Not reported ICSR
10011558340 Healthcare |Economic |available |Years haematoma (n/a - [TOZINAMERAN] (S
Professional |Area Unknown - ), - Immunisation - n/a
-[n/a-n/a-n/a])
Nausea (n/a -
Unknown - )
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Cough (31d - COMIRNATY Not reported ICSR
10011558342 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -), - Immunisation - n/a
-[n/a-n/a-
Pyrexia (31d - Intramuscular])
Recovered/Resolved
-)
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Dizziness (n/a - COMIRNATY Not reported ICSR
10011558343 Healthcare |Economic |available |Years Unknown - ), [TOZINAMERAN] (S
Professional |Area - Immunisation - n/a
Headache (n/a - - [n/a - n/a - n/a])
Unknown - ),
Nausea (n/a -
Unknown - ),
Pain in extremity
(n/a - Unknown - ),
Vomiting (n/a -
Unknown - )
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Pruritus (1d - COMIRNATY Not reported ICSR
10011558344 Healthcare |Economic |available |Years Recovering/Resolving |[TOZINAMERAN] (S
Professional |Area -), - Immunisation - n/a
- [n/a - n/a - n/a])
Rash (1d -
Recovering/Resolving
=)
Rash pruritic (1d -
Recovering/Resolving
=)
Urticaria (1d -
Recovering/Resolving
-)
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EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Injection site pain COMIRNATY Not reported ICSR
10011558347 Healthcare |Economic |available |Years - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
=) -[n/a-nja-
Intramuscular])
Pain in extremity (1d
Recovered/Resolved
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Body temperature COMIRNATY Not reported ICSR
10011558348 Healthcare |Economic |available |Years increased (0d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
=) - [n/a-n/a-n/a])
Fatigue (0d -
Recovered/Resolved
=)
Headache (0d -
Recovered/Resolved
=)
Taste disorder (0d -
Recovered/Resolved
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Fatigue (n/a - Not COMIRNATY Not reported ICSR
10011558391 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), - Immunisation - n/a
- [n/a - n/a - n/a])
Injection site pain
(n/a - Not
Recovered/Not
Resolved - ),
Vomiting (n/a -
Recovered/Resolved
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Vomiting (0d - Not ~ |COMIRNATY Not reported ICSR
10011558394 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ) - Immunisation - n/a
- [n/a-n/a - n/a])
EU-EC- 10/02/2022 | Spontaneous |Non European |Not 3-11  |Child Male No Injection site COMIRNATY Not reported ICSR
10011558400 Healthcare |Economic |available |Years erythema (1d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
- - [n/a-n/a-n/a])
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Pruritus (n/a - Not ~ |COMIRNATY Not reported ICSR
10011558403 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), - Immunisation - n/a
- [n/a - n/a - n/a])
Rash (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Abdominal pain (n/a |COMIRNATY Not reported ICSR
10011558465 Healthcare |Economic |available |Years - Not Recovered/Not |[TOZINAMERAN] (S
Professional |Area Resolved - ), - Immunisation - n/a
- [n/a - n/a - n/a])
Nausea (n/a - Not
Recovered/Not
Resolved -)
EU-EC- 10/02/2022 |Spontaneous | Non European |Not 3-11  |Child Male No Lymphadenopathy ~ |COMIRNATY Not reported ICSR
10011558466 Healthcare |Economic |available |Years (0od - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
- -[n/a-n/a-
Intramuscular])
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11 |Child Female [No Mobility decreased | COMIRNATY Not reported ICSR
10011558468 Healthcare |Economic |available |Years (1d - [TOZINAMERAN] (S
Professional |Area Recovering/Resolving |- Immunisation - n/a
=) -[n/a-n/a-
Intramuscular])
Vaccination site
oedema (1d -
Recovering/Resolving
EU-EC- 10/02/2022 |Spontaneous | Non European |Not 3-11  |Child Female |No Headache (0d - COMIRNATY Not reported ICSR
10011558469 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -), - Immunisation - n/a
- [n/a - n/a - n/a])
Vomiting (0d -
Recovered/Resolved
-)
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Not Female [No Diarrhoea (13d - COMIRNATY Not reported ICSR
10011558470 Healthcare |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -), - Immunisation - n/a
- [n/a - n/a - n/a])
Fatigue (n/a - Not
Recovered/Not
Resolved - ),
Headache (13d -
Recovered/Resolved
=)
Influenza (13d -
Recovered/Resolved
=)
Injection site pain
(12d -
Recovered/Resolved
=)
Sleep disorder (n/a -
Not Recovered/Not
Resolved - )
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Fatigue (1d - COMIRNATY Not reported ICSR
10011558471 Healthcare |Economic |available |Years Recovering/Resolving | [TOZINAMERAN] (S
Professional |Area -),
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- Immunisation - n/a
Taste disorder (1d - |- [n/a - n/a - n/a])
Recovering/Resolving
-)
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Abdominal pain COMIRNATY Not reported ICSR
10011558472 Healthcare |Economic |available |Years upper (n/a - Not [TOZINAMERAN] (S
Professional |Area Recovered/Not - Immunisation - n/a
Resolved - ), - [n/a - n/a - n/a])
Diarrhoea (n/a - Not
Recovered/Not
Resolved - ),
Headache (n/a - Not
Recovered/Not
Resolved - ),
Nausea (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Fatigue (0d - COMIRNATY Not reported ICSR
10011558473 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -), - Immunisation - n/a
-[n/a-n/a-
Headache (1d - Intramuscular])
Recovered/Resolved
Injection site pain
(3d -
Recovered/Resolved
=)
Nausea (0d -
Recovered/Resolved
=)
Pain in extremity (3d
Recovered/Resolved
=)
Pyrexia (1d -
Recovered/Resolved
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Cardiovascular COMIRNATY Not reported ICSR
10011558479 Healthcare |Economic |available |Years insufficiency (1d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
=) - [n/a - n/a - n/a])
Injection site pain
(1d -
Recovered/Resolved
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Arthralgia (n/a - COMIRNATY Not reported ICSR
10011558480 Healthcare |Economic |available |Years Recovering/Resolving | [TOZINAMERAN] (S
Professional |Area -), - Immunisation - n/a
- [n/a - n/a - n/a])
Chills (n/a -
Recovering/Resolving
=)
Fatigue (n/a -
Recovering/Resolving
=)
Headache (n/a -
Recovering/Resolving
=)
Influenza like iliness
(n/a -
Recovering/Resolving
=)
Pyrexia (n/a -
Recovering/Resolving
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Headache (0d - COMIRNATY Not reported ICSR
10011558481 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -), - Immunisation - n/a
-[n/a-n/a-n/a])
Injection site
swelling (0d -
Recovered/Resolved
-)
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Pain in extremity (0d |COMIRNATY Not reported ICSR
10011558483 Healthcare |Economic |available |Years - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
- -[n/a-n/a-
Intramuscular])
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Fatigue (1d - COMIRNATY Not reported ICSR
10011558484 Healthcare |Economic |available |Years Recovering/Resolving |[TOZINAMERAN] (S
Professional |Area =) - Immunisation - n/a
- [n/a - n/a - n/a])
Headache (n/a -
Unknown - ),
Lip dry (1d -
Recovering/Resolving
v
Ocular hyperaemia
(1d -
Recovering/Resolving
=)
Sneezing (1d -
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Recovering/Resolving
-)
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Dizziness (1d - COMIRNATY Not reported ICSR
10011558485 Healthcare |Economic |available |Years Unknown - ), [TOZINAMERAN] (S
Professional |Area - Immunisation - n/a
Headache (1d - - [n/a - n/a - n/a])
Recovered/Resolved
=)
Limb discomfort (1d
- Unknown - ),
Pyrexia (1d -
Recovered/Resolved
=)
Vomiting (1d -
Recovered/Resolved
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Circulatory collapse |COMIRNATY Not reported ICSR
10011558486 Healthcare |Economic |available |Years (6d - Not [TOZINAMERAN] (S
Professional |Area Recovered/Not - Immunisation - n/a
Resolved - ), - [n/a - n/a - n/a])
Dizziness (6d - Not
Recovered/Not
Resolved - ),
Nausea (6d - Not
Recovered/Not
Resolved -)
EU-EC- 10/02/2022 | Spontaneous |Non European |Not 3-11  |Not Not No Fatigue (2d - COMIRNATY Not reported ICSR
10011558487 Healthcare |Economic |available |Years |Specified |Specified Recovering/Resolving | [TOZINAMERAN] (S
Professional |Area -), - Immunisation - n/a
-[n/a-n/a-
Headache (2d - Intramuscular])
Recovering/Resolving
=)
Pain in extremity (2d
Recovering/Resolving
=)
Restlessness (2d -
Recovering/Resolving
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Fatigue (11d - COMIRNATY Not reported ICSR
10011558488 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area =), - Immunisation - n/a
- [n/a - n/a - n/a])
Headache (11d -
Recovered/Resolved
=)
Injection site
erythema (11d -
Recovered/Resolved
=)
Limb discomfort (11d
Recovered/Resolved
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Fatigue (26d - Not COMIRNATY Not reported ICSR
10011558489 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), - Immunisation - n/a
- [n/a - n/a - n/a])
Lymphadenopathy
(26d - Not
Recovered/Not
Resolved - ),
Pyrexia (26d - Not
Recovered/Not
Resolved - ),
Tremor (26d - Not
Recovered/Not
Resolved - ),
Vision blurred (26d -
Not Recovered/Not
Resolved -)
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Oral herpes (n/a - COMIRNATY Not reported ICSR
10011558491 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -), - Immunisation - n/a
-[n/a-n/a-
Rash vesicular (n/a - |Subcutaneous])
Recovered/Resolved
EU-EC- 10/02/2022 | Spontaneous |Non European |Not 3-11  |Elderly Female |No Chills (4d - Not COMIRNATY Not reported ICSR
10011558493 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), - Immunisation - n/a
- [n/a - n/a - n/a])
Headache (4d - Not
Recovered/Not
Resolved - ),
Pyrexia (4d - Not
Recovered/Not
Resolved - )
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Injection site pain COMIRNATY Not reported ICSR
10011558494 Healthcare |Economic |available |Years id - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
=) -[n/a-n/a-n/a])
Lymphadenopathy
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(0d -
Recovered/Resolved
=)
Nausea (3d -
Recovered/Resolved
=)
Pain in extremity (0d
Recovered/Resolved
=)
Vomiting (3d -
Recovered/Resolved
-)
EU-EC- 10/02/2022 |Spontaneous | Non European |Not 3-11  |Child Female |No Abdominal pain (2d - [COMIRNATY Not reported ICSR
10011558495 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -), - Immunisation - n/a
- [n/a - n/a - n/a])
Fatigue (2d -
Recovered/Resolved
=)
Headache (2d -
Recovered/Resolved
=)
Injection site pain
(2d -
Recovered/Resolved
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Paraesthesia (0d - COMIRNATY Not reported ICSR
10011558497 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area - - Immunisation - n/a
- [n/a - n/a - n/a])
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Rash (n/a - COMIRNATY Not reported ICSR
10011558506 Healthcare |Economic |available |Years Recovering/Resolving | [TOZINAMERAN] (S
Professional |Area -), - Immunisation - n/a
- [n/a - n/a - n/a])
Urticaria (n/a -
Recovering/Resolving
-)
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Abdominal pain (1d - [COMIRNATY Not reported ICSR
10011558509 Healthcare |Economic |available |Years Recovering/Resolving | [TOZINAMERAN] (S
Professional |Area -), - Immunisation - n/a
- [n/a - n/a - n/a])
Chills (1d -
Recovering/Resolving
=)
Fatigue (1d -
Recovering/Resolving
Influenza like iliness
Recovering/Resolving
=)
Lymphadenopathy
(1d -
Recovering/Resolving
=)
Pain in extremity (1d
Recovering/Resolving
=)
Peripheral coldness
Recovering/Resolving
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Pyrexia (5d - COMIRNATY Not reported ICSR
10011558510 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -) - Immunisation - n/a
- [n/a - n/a - n/a])
EU-EC- 10/02/2022 | Spontaneous | Non European |Not 3-11  |Child Female |No Axillary pain (0d - COMIRNATY Not reported ICSR
10011558513 Healthcare |Economic |available |Years Recovering/Resolving | [TOZINAMERAN] (S
Professional |Area =) - Immunisation - n/a
- [n/a - n/a - n/a])
Injection site pain
Recovering/Resolving
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Auricular swelling COMIRNATY Not reported ICSR
10011558514 Healthcare |Economic |available |Years - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
=) -[n/a-n/a-n/a])
Pruritus (1d -
Recovered/Resolved
=)
Rash (1d -
Recovered/Resolved
=)
Swelling face (1d -
Recovered/Resolved
=)
Urticaria (1d -
Recovered/Resolved
-)
EU-EC- 10/02/2022 | Spontaneous |Non European |Not 3-11  |Child Male No Erythema (1d - COMIRNATY Not reported ICSR
10011558520 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
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Professional |Area =), - Immunisation - n/a
-[n/a-n/a-
Injection site pain Intramuscular])
(1d -
Recovered/Resolved
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Rash (0d - COMIRNATY Not reported ICSR
10011558524 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area =), - Immunisation - n/a
- [n/a - n/a - n/a])
Urticaria (0d -
Recovered/Resolved
-)
EU-EC- 10/02/2022 |Spontaneous | Non European |Not 3-11  |Child Female |No Fatigue (0d - COMIRNATY Not reported ICSR
10011558529 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -), - Immunisation - n/a
-[n/a-n/a-
Headache (1d - Intramuscular])
Recovered/Resolved
=)
Injection site pain
(3d -
Recovered/Resolved
=)
Pain in extremity (3d
Recovered/Resolved
=)
Pyrexia (0d -
Recovered/Resolved
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Abdominal pain (n/a |COMIRNATY Not reported ICSR
10011558535 Healthcare |Economic |available |Years - Not Recovered/Not |[TOZINAMERAN] (S
Professional |Area Resolved - ), - Immunisation - n/a
- [n/a - n/a - n/a])
Nausea (n/a - Not
Recovered/Not
Resolved - ),
Vomiting (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 10/02/2022 | Spontaneous |Non European |Not 3-11  |Child Female |No Pruritus (1d - COMIRNATY Not reported ICSR
10011558541 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -), - Immunisation - n/a
- [n/a - n/a - n/a])
Rash (1d -
Recovered/Resolved
-)
EU-EC- 10/02/2022 | Spontaneous |Non European |Not 3-11  |Child Female |No Pyrexia (0d - COMIRNATY Not reported ICSR
10011558939 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -) - Immunisation - n/a
- [n/a - n/a - n/a])
EU-EC- 10/02/2022 | Spontaneous |Non European |Not 3-11  |Child Male No Rash (n/a - COMIRNATY Not reported ICSR
10011558948 Healthcare |Economic |available |Years Recovering/Resolving |[TOZINAMERAN] (S
Professional |Area =) - Immunisation - n/a
- [n/a - n/a - n/a])
Rash pruritic (n/a -
Recovering/Resolving
-)
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female [No Fatigue (1d - COMIRNATY Not reported ICSR
10011559010 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -), - Immunisation - n/a
- [n/a - n/a - n/a])
Headache (1d -
Recovered/Resolved
=)
Injection site pain
(2d -
Recovered/Resolved
-)
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Fatigue (0d - COMIRNATY Not reported ICSR
10011559011 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -), - Immunisation - n/a
- [n/a - n/a - n/a])
Headache (0d -
Recovered/Resolved
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No No adverse event COMIRNATY Not reported ICSR
10011559048 Healthcare |Economic |available |Years (0d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
- - [n/a - n/a - n/a])
EU-EC- 10/02/2022 |Spontaneous | Non European |Not 3-11  |Child Female |No No adverse event COMIRNATY Not reported ICSR
10011559057 Healthcare |Economic |available |Years (n/a - Unknown - ) |[TOZINAMERAN] (S
Professional |Area - Immunisation - n/a
- [n/a - n/a - n/a])
EU-EC- 10/02/2022 | Spontaneous |Non European |Not 3-11  |Child Female |No Headache (n/a - Not |COMIRNATY Not reported ICSR
10011559070 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), - Immunisation - n/a
- [n/a - n/a - n/a])
Influenza (n/a - Not
Recovered/Not
Resolved - ),
Influenza like iliness
(n/a - Not
Recovered/Not
Resolved - ),
Lymphadenopathy
(n/a - Not
Recovered/Not
Resolved - ),
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Malaise (n/a - Not
Recovered/Not
Resolved - ),
Nausea (n/a - Not
Recovered/Not
Resolved - ),
Pain in extremity
(n/a - Not
Recovered/Not
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - ),
Vomiting (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Diarrhoea (21d - COMIRNATY Not reported ICSR
10011559076 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -), - Immunisation - n/a
- [n/a - n/a - n/a])
Nausea (21d -
Recovered/Resolved
=)
Vomiting (21d -
Recovered/Resolved
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Erythema (1d - COMIRNATY Not reported ICSR
10011559077 Healthcare |Economic |available |Years Recovering/Resolving |[TOZINAMERAN] (S
Professional |Area -), - Immunisation - n/a
- [n/a - n/a - n/a])
Rash (1d -
Recovering/Resolving
=)
Rash vesicular (1d -
Recovering/Resolving
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Not Female |No Fatigue (2d - COMIRNATY Not reported ICSR
10011559094 Healthcare |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area =) - Immunisation - n/a
- [n/a - n/a - n/a])
Injection site pain
Recovered/Resolved
-)
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Not Male No Arthralgia (26d - COMIRNATY Not reported ICSR
10011559096 Healthcare |Economic |available |Years |Specified Recovering/Resolving |[TOZINAMERAN] (S
Professional |Area -), - Immunisation - n/a
- [n/a - n/a - n/a])
Fatigue (26d -
Recovering/Resolving
=)
Lymphadenopathy
(26d -
Recovering/Resolving
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Arthritis (5d - COMIRNATY Not reported ICSR
10011559097 Healthcare |Economic |available |Years Recovering/Resolving | [TOZINAMERAN] (S
Professional |Area - - Immunisation - n/a
- [n/a - n/a - n/a])
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Lymphadenopathy COMIRNATY Not reported ICSR
10011559099 Healthcare |Economic |available |Years (n/a - Not [TOZINAMERAN] (S
Professional |Area Recovered/Not - Immunisation - n/a
Resolved - ) - [n/a - n/a - n/a])
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Herpes zoster (n/a - |COMIRNATY Not reported ICSR
10011559106 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -) - Immunisation - n/a
- [n/a - n/a - n/a])
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Lymphadenopathy COMIRNATY Not reported ICSR
10011559147 Healthcare |Economic |available |Years (0d - Not [TOZINAMERAN] (S
Professional |Area Recovered/Not - Immunisation - n/a
Resolved - ) - [n/a - n/a - n/a])
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female [No Chills (3d - COMIRNATY Not reported ICSR
10011559189 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -), - Immunisation - n/a
- [n/a - n/a - n/a])
Headache (3d -
Recovered/Resolved
=)
Limb discomfort (3d
Recovered/Resolved
=)
Pyrexia (3d -
Recovered/Resolved
=)
Somnolence (3d -
Recovered/Resolved
=)
Tachycardia (3d -
Recovered/Resolved
-)
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Fatigue (0d - COMIRNATY Not reported ICSR
10011559199 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -), - Immunisation - n/a
- [n/a - n/a - n/a])
Injection site pain
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Recovered/Resolved
-)
EU-EC- 10/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Not Male No Vaccination site pain |COMIRNATY Not reported ICSR
10011559559 Professional |Economic |available |Years |Specified (1d - [TOZINAMERAN] (S
Area Recovered/Resolved |- COVID-19
=) immunisation - n/a -
[n/a-.2mL -
Intramuscular])
EU-EC- 10/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Not Female |No Vaccination site pain |COMIRNATY Not reported ICSR
10011559562 Professional |Economic |available |Years |Specified - [TOZINAMERAN] (S
Area Recovered/Resolved |- COVID-19
- immunisation - n/a -
[n/a-.2mL -
Intramuscular])
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Not Female [No Urticaria (n/a - COMIRNATY Not reported ICSR
10011559726 Healthcare |Economic |available |Years |Specified Recovering/Resolving | [TOZINAMERAN] (S
Professional |Area -) - COVID-19
immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 10/02/2022 |Spontaneous | Non European |Not 3-11  |Child Female |No Pain in extremity (2d |COMIRNATY Not reported ICSR
10011559839 Healthcare |Economic |available |Years - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
- -[n/a-n/a-
Intramuscular])
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Herpes zoster (n/a - |COMIRNATY Not reported ICSR
10011559840 Healthcare |Economic |available |Years Unknown - ), [TOZINAMERAN] (S
Professional |Area - Immunisation - n/a
Rash (n/a - Unknown |- [n/a - n/a - n/a])
-)
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Epistaxis (n/a - COMIRNATY Not reported ICSR
10011559842 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -), - Immunisation - n/a
-[n/a-n/a-
Local reaction (n/a - |Intravenous (not
Recovered/Resolved |otherwise
- specified)])
EU-EC- 10/02/2022 | Spontaneous |Non European |Not 3-11  |Not Not No Fatigue (2d - COMIRNATY Not reported ICSR
10011559843 Healthcare |Economic |available |Years |Specified |Specified Recovering/Resolving | [TOZINAMERAN] (S
Professional |Area =) - Immunisation - n/a
-[n/a-n/a-
Headache (2d - Intramuscular])
Recovering/Resolving
=)
Pain in extremity (2d
Recovering/Resolving
=)
Restlessness (2d -
Recovering/Resolving
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Nausea (n/a - COMIRNATY Not reported ICSR
10011559846 Healthcare |Economic |available |Years Unknown - ), [TOZINAMERAN] (S
Professional |Area - Immunisation - n/a
Pyrexia (n/a - - [n/a - n/a - n/a])
Unknown - ),
Vomiting (n/a -
Unknown - )
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Asthenia (2d - COMIRNATY Not reported ICSR
10011559848 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -), - Immunisation - n/a
-[n/a-n/a-
Fatigue (2d - Intramuscular])
Recovered/Resolved
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Abdominal pain (0d - [COMIRNATY Not reported ICSR
10011559849 Healthcare |Economic |available |Years Recovering/Resolving |[TOZINAMERAN] (S
Professional |Area =), - Immunisation - n/a
- [n/a - n/a - n/a])
Feeling cold (0d -
Recovering/Resolving
=)
Headache (0d -
Recovering/Resolving
=)
Malaise (0d -
Recovering/Resolving
=)
Nausea (0d -
Recovering/Resolving
=)
Pain in extremity (0d
Recovering/Resolving
=)
Pyrexia (0d -
Recovering/Resolving
=)
Vomiting (0d -
Recovering/Resolving
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Headache (0d - COMIRNATY Not reported ICSR
10011559850 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -), - Immunisation - n/a
- [n/a - n/a - n/a])
Injection site pain
(1d - Unknown - ),
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Pyrexia (1d -
Recovered/Resolved
=)
Vomiting (0d -
Recovered/Resolved
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Not Male No Injection site pain COMIRNATY Not reported ICSR
10011559851 Healthcare |Economic |available |Years |Specified - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
- -[n/a-n/a-
Intramuscular])
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Headache (7d - Not |COMIRNATY Not reported ICSR
10011559852 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved -) - Immunisation - n/a
- [n/a - n/a - n/a])
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Chills (0d - COMIRNATY Not reported ICSR
10011559853 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area =) - Immunisation - n/a
- [n/a - n/a - n/a)])
Fatigue (0d -
Recovered/Resolved
=)
Injection site pain
(1d -
Recovered/Resolved
=)
Pyrexia (0d -
Recovered/Resolved
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Diarrhoea (1d - Not |COMIRNATY Not reported ICSR
10011559854 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), - Immunisation - n/a
- [n/a - n/a - n/a])
Injection site pain
(2d - Not
Recovered/Not
Resolved - ),
Vomiting (1d - Not
Recovered/Not
Resolved -)
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Headache (0d - COMIRNATY Not reported ICSR
10011559855 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area =), - Immunisation - n/a
- [n/a - n/a - n/a])
Migraine with aura
Recovered/Resolved
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Erythema (1d - COMIRNATY Not reported ICSR
10011559857 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area =) - Immunisation - n/a
-[n/a-n/a-
Vaccination site pain |Intramuscular])
(1d -
Recovered/Resolved
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Rash (n/a - COMIRNATY Not reported ICSR
10011559883 Healthcare |Economic |available |Years Recovering/Resolving |[TOZINAMERAN] (S
Professional |Area -), - Immunisation - n/a
- [n/a - n/a - n/a])
Urticaria (n/a -
Recovering/Resolving
-)
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Cough (1d - Not COMIRNATY Not reported ICSR
10011559894 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), - Immunisation - n/a
- [n/a - n/a - n/a])
Headache (0d -
Recovered/Resolved
=)
Headache (1d - Not
Recovered/Not
Resolved - ),
Vomiting (1d - Not
Recovered/Not
Resolved - )
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Injection site COMIRNATY Not reported ICSR
10011559897 Healthcare |Economic |available |Years erythema (n/a - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
=) - [n/a - n/a - n/a])
Injection site pain
(n/a -
Recovered/Resolved
=)
Injection site pruritus
(n/a-
Recovered/Resolved
=)
Vaccination site
oedema (n/a -
Recovered/Resolved
=)
Vaccination site
reaction (n/a -
Recovered/Resolved
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Fatigue (1d - COMIRNATY Not reported ICSR
10011559900 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
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Professional |Area =), - Immunisation - n/a
- [n/a - n/a - n/a])
Headache (0d -
Recovered/Resolved
=)
Pyrexia (0d -
Unknown - )
EU-EC- 10/02/2022 | Spontaneous | Non European |Not 3-11  |Child Male No Headache (0d - COMIRNATY Not reported ICSR
10011559912 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -), - Immunisation - n/a
- [n/a - n/a - n/a])
Injection site pain
(2d -
Recovered/Resolved
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Pain in extremity (2d |COMIRNATY Not reported ICSR
10011559919 Healthcare |Economic |available |Years - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
- -[n/a-n/a-
Intramuscular])
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Palpitations (2d - COMIRNATY Not reported ICSR
10011559925 Healthcare |Economic |available |Years Unknown - ), [TOZINAMERAN] (S
Professional |Area - Immunisation - n/a
Syncope (0d - - [n/a - n/a - n/a])
Unknown - ),
Tachycardia (2d -
Unknown - ),
Vaccination site
reaction (0d -
Unknown - )
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female [No Pyrexia (4d - Not COMIRNATY Not reported ICSR
10011559929 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ) - Immunisation - n/a
- [n/a - n/a - n/a])
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Adult Male No Migraine (40d - COMIRNATY Not reported ICSR
10011559935 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -), - Immunisation - n/a
-[n/a-n/a-
Movement disorder | Intramuscular])
(7d - Not
Recovered/Not
Resolved - ),
Tremor (7d - Not
Recovered/Not
Resolved -)
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Decreased appetite |COMIRNATY Not reported ICSR
10011559936 Healthcare |Economic |available |Years (10d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
=) - [n/a - n/a - nja])
Dizziness (8d -
Recovered/Resolved
=)
Fatigue (40d -
Recovering/Resolving
=)
Headache (9d -
Recovered/Resolved
-)
EU-EC- 10/02/2022 |Spontaneous |Non Non Not 3-11  |Not Male No Chest pain (n/a - COMIRNATY Not reported ICSR
10011560253 Healthcare |European |available |Years |Specified Unknown - [TOZINAMERAN] (S
Professional |Economic Caused/Prolonged - COVID-19
Area Hospitalisation) immunisation - Not
applicable - [n/a -
n/a - n/al)
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female [No Injection site pain COMIRNATY Not reported ICSR
10011562399 Healthcare |Economic |available |Years - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
- - [n/a - n/a - n/a])
EU-EC- 10/02/2022 | Spontaneous |Non European |Not 3-11  |Not Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011562763 Healthcare |Economic |available |Years |Specified Recovering/Resolving | [TOZINAMERAN] (S
Professional |Area -), - COVID-19
immunisation - Not
Chills (1d - applicable - [n/a -
Recovered/Resolved |1{DF} - n/a])
=)
Fatigue (n/a -
Recovering/Resolving
=)
Headache (n/a -
Recovering/Resolving
=)
Pyrexia (n/a -
Recovering/Resolving
-)
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Injection site pain COMIRNATY Not reported ICSR
10011563110 Healthcare |Economic |available |Years (3d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
-) - [n/a-n/a-n/a])
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Injection site pain COMIRNATY Not reported ICSR
10011563125 Healthcare |Economic |available |Years (1d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
- - [n/a - n/a - n/a])
EU-EC- 10/02/2022 | Spontaneous |Non European |Not 3-11  |Child Male No Limb discomfort (n/a | COMIRNATY Not reported ICSR
10011563127 Healthcare |Economic |available |Years - [TOZINAMERAN] (S
Professional |Area Recovering/Resolving |- Immunisation - n/a
=) - [n/a - n/a - n/a])
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Nausea (n/a -
Recovering/Resolving
-)
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Injection site pain COMIRNATY Not reported ICSR
10011563128 Healthcare |Economic |available |Years (0d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
- - [n/a - n/a - n/a])
EU-EC- 10/02/2022 |Spontaneous | Non European |Not 3-11  |Child Female |No Vomiting (n/a - Not |COMIRNATY Not reported ICSR
10011563797 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ) - Immunisation - n/a
- [n/a - n/a - n/a])
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Nausea (n/a - COMIRNATY Not reported ICSR
10011563810 Healthcare |Economic |available |Years Recovering/Resolving |[TOZINAMERAN] (S
Professional |Area - - Immunisation - n/a
- [n/a - n/a - n/a])
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Injection site pain COMIRNATY Not reported ICSR
10011564751 Healthcare |Economic |available |Years - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
- - [n/a - n/a - n/al)
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female [No Rash (0d - COMIRNATY Not reported ICSR
10011564786 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -) - Immunisation - n/a
- [n/a - n/a - n/a])
EU-EC- 10/02/2022 |Spontaneous | Non European |Not 3-11  |Child Female |No Injection site pain COMIRNATY Not reported ICSR
10011565544 Healthcare |Economic |available |Years (3d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
=) -[n/a-n/a-n/a])
Vomiting (1d -
Recovered/Resolved
-)
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Elderly Male No Limb discomfort (n/a | COMIRNATY Not reported ICSR
10011565550 Healthcare |Economic |available |Years - Not Recovered/Not |[TOZINAMERAN] (S
Professional |Area Resolved - ), - Immunisation - n/a
-[n/a-n/a-
Myalgia (n/a - Not Intramuscular])
Recovered/Not
Resolved - )
EU-EC- 10/02/2022 |Spontaneous |Healthcare |Non Not 3-11  |Not Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011565962 Professional |European |available |Years |Specified Unknown - Other [TOZINAMERAN] (S
Economic Medically Important |- COVID-19
Area Condition), immunisation - Not
applicable - [1d -
Vaccination failure n/a - n/al)
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 10/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Not Female |No Anaphylactic reaction [COMIRNATY Not reported ICSR
10011566218 Professional |Economic |available |Years |Specified (0d - [TOZINAMERAN] (S
Area Recovered/Resolved |- n/a - n/a - [n/a-
- Life Threatening, n/a - n/al)
Other Medically
Important Condition)
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Rash (2d - COMIRNATY Not reported ICSR
10011566431 Healthcare |Economic |available |Years Recovering/Resolving | [TOZINAMERAN] (S
Professional |Area - - Immunisation - n/a
- [n/a - n/a - n/a])
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Injection site pain COMIRNATY Not reported ICSR
10011566448 Healthcare |Economic |available |Years (1d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
- - [n/a - n/a - n/a])
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Injection site pain COMIRNATY Not reported ICSR
10011566508 Healthcare |Economic |available |Years (1d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
- - [n/a - n/a - n/a])
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Injection site pain COMIRNATY Not reported ICSR
10011566529 Healthcare |Economic |available |Years (1d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
- - [n/a - n/a - n/a])
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Chills (2d - COMIRNATY Not reported ICSR
10011566541 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -), - Immunisation - n/a
- [n/a - n/a - n/a])
Fatigue (2d -
Recovered/Resolved
=)
Headache (2d -
Recovered/Resolved
=)
Injection site pain
(11d - Not
Recovered/Not
Resolved - ),
Lymphadenopathy
(11d - Not
Recovered/Not
Resolved - )
EU-EC- 10/02/2022 | Spontaneous |Non European |Not 3-11  |Child Female |No Chills (2d - COMIRNATY Not reported ICSR
10011566547 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area =) - Immunisation - n/a
- [n/a - n/a - n/a])
Fatigue (2d -
Recovered/Resolved
=)
Headache (2d -
Recovered/Resolved
=)
Injection site pain
(11d - Not
Recovered/Not
Resolved - ),
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Lymphadenopathy
(11d - Not
Recovered/Not
Resolved - )
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Not Male No Arthralgia (n/a - Not |COMIRNATY 10 Not reported ICSR
10011567431 Healthcare |Economic |available |Years |Specified Recovered/Not MICROGRAMS/DOSE
Professional |Area Resolved - Other CONCENTRATE FOR
Medically Important |DISPERSION FOR
Condition), INJECTION
[TOZINAMERAN] (S
Chest pain (n/a - Not |- COVID-19
Recovered/Not immunisation - Not
Resolved - Other applicable - [n/a -
Medically Important |.2mL - n/a])
Condition),
Inflammation (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 10/02/2022 |Spontaneous |Non Non Not 3-11  |Not Female |No Abdominal pain TOZINAMERAN Not reported ICSR
10011567481 Healthcare |European |available |Years |Specified upper (n/a - [TOZINAMERAN] (S
Professional |Economic Unknown - ), - COVID-19
Area immunisation - Not
Feeling abnormal applicable - [1d -
(n/a - Unknown - ), |n/a-n/al)
Iliness (n/a - Not
Recovered/Not
Resolved - ),
Pain (n/a - Unknown
Pyrexia (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),
Vomiting (n/a -
Unknown - )
EU-EC- 10/02/2022 |Spontaneous | Non European |Not 3-11  |Child Male No Injection site pain COMIRNATY Not reported ICSR
10011567584 Healthcare |Economic |available |Years - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
- - [n/a - n/a - n/a])
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Not Female |No Fatigue (2d - COMIRNATY Not reported ICSR
10011568027 Healthcare |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area - Disabling), - COVID-19
immunisation - Not
Headache (2d - applicable - [n/a -
Recovered/Resolved |n/a - n/a])
- Disabling),
Myalgia (2d -
Recovered/Resolved
- Disabling)
EU-EC- 10/02/2022 | Spontaneous |Healthcare |Non Not 3-11  |Not Male No COVID-19 (n/a - TOZINAMERAN Not reported ICSR
10011568738 Professional |European |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Economic - Other Medically - COVID-19
Area Important immunisation - Not
Condition), applicable - [n/a -
.2mL -
Drug ineffective (n/a |Intramuscular])
Recovered/Resolved
- Other Medically
Important
Condition),
Inappropriate
schedule of product
administration (n/a -
Unknown - ),
Nasopharyngitis (n/a
- Unknown - ),
Off label use (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 10/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Not Male No Pain in extremity COMIRNATY Not reported ICSR
10011568886 Professional |Economic |available |Years |Specified (n/a- [TOZINAMERAN] (S
Area Recovering/Resolving |- COVID-19
- immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Not Male No Pruritus (5d - COMIRNATY 10 Not reported ICSR
10011569051 Healthcare |Economic |available |Years |Specified Recovered/Resolved |MICROGRAMS/DOSE
Professional |Area -), CONCENTRATE FOR
DISPERSION FOR
Rash (5d - INJECTION
Recovered/Resolved |[TOZINAMERAN] (S
=) - COVID-19
immunisation - Not
Rash erythematous |applicable - [n/a -
(5d - n/a - n/al)
Recovered/Resolved
=)
Rash papular (5d -
Recovered/Resolved
=)
Urticaria (5d -
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Recovered/Resolved
-)
EU-EC- 10/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Child Male No Product selection COMIRNATY COMIRNATY [TOZINAMERAN] |ICSR
10011569097 Professional |Economic |available |Years error (n/a - [TOZINAMERAN] (S |(C - COVID-19 immunisation -
Area Recovered/Resolved |- COVID-19 Not applicable - [n/a - n/a -
-), immunisation - Not |n/a])
applicable - [1d -
Pyrexia (n/a - .15mL -
Unknown - ) Intramuscular])
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Not Female [No Abdominal pain COMIRNATY 10 Not reported ICSR
10011569701 Healthcare |Economic |available |Years |Specified upper (n/a - Not MICROGRAMS/DOSE
Professional |Area Recovered/Not CONCENTRATE FOR
Resolved - Other DISPERSION FOR
Medically Important |INJECTION
Condition), [TOZINAMERAN] (S
- COVID-19
Iliness (n/a - immunisation - Not
Unknown - Other applicable - [n/a -
Medically Important |n/a - n/a])
Condition),
Lymphadenitis (n/a -
Unknown - Other
Medically Important
Condition),
Pain (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Toothache (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Injection site pain COMIRNATY Not reported ICSR
10011569808 Healthcare |Economic |available |Years - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
- - [n/a - n/a - n/a])
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Rash (6d - COMIRNATY Not reported ICSR
10011569819 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -) - Immunisation - n/a
- [n/a - n/a - n/a])
EU-EC- 10/02/2022 |Spontaneous |Healthcare |Non Not 3-11  |Not Male No Epilepsy (n/a - TOZINAMERAN LEVETIRACETAM ICSR
10011570503 Professional |European |available |Years |Specified Unknown - Other [TOZINAMERAN] (S |[LEVETIRACETAM] (C- n/a -
Economic Medically Important |- COVID-19 n/a - [n/a - n/a - n/a])
Area Condition) immunisation - Not
applicable - [1d -
n/a - n/al)
EU-EC- 10/02/2022 |Spontaneous |Healthcare |Non Not 3-11  |Not Male No Bone pain (n/a - TOZINAMERAN BUDESONIDE [BUDESONIDE] |ICSR
10011570504 Professional |European |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S [(C-n/a-n/a-[n/a-n/a-
Economic - Other Medically - COVID-19 n/al),
Area Important immunisation - Not
Condition), applicable - [1d - PROBIOTICS [PROBIOTICS]
n/a- (C - Supplementation therapy
Bone swelling (n/a - |Intramuscular]) -n/a-[n/a-n/a-n/a]),
Recovered/Resolved
- Other Medically [ASCORBIC ACID] (C -
Important Supplementation therapy -
Condition), n/a - [n/a - n/a - n/a)),
Pain (n/a - Not [BACLOFEN] (C - Hypertonia,
Recovered/Not Muscle spasticity - n/a - [n/a -
Resolved - Other n/a - n/al),
Medically Important
Condition), [CLINDAMYCIN,
CLINDAMYCIN
Parotid gland HYDROCHLORIDE,
enlargement (n/a - CLINDAMYCIN PHOSPHATE]
Not Recovered/Not (C - Pleural effusion - n/a -
Resolved - Other [11d - 900mg - n/a]),
Medically Important
Condition), [CLOBAZAM] (C - Seizure -
n/a - [n/a - n/a - n/a)),
Swelling (n/a - Not
Recovered/Not [COLECALCIFEROL] (C -
Resolved - Other Supplementation therapy -
Medically Important n/a - [n/a - n/a - n/a)),
Condition)
[FELBAMATE] (C - Seizure -
n/a - [n/a - n/a - n/al),
[HYOSCINE] (C - Aspiration,
Oral discharge - n/a - [n/a -
1.5mg - n/al),
[IPRATROPIUM] (C - n/a - n/a
- [n/a-n/a-n/a]),
[LEVOSALBUTAMOL] (C - n/a
-n/a-[n/a-n/a-n/a]),
[MACROGOL 3350] (C -
Gastric disorder - n/a - [n/a -
n/a-n/al),
[MONTELUKAST,
MONTELUKAST SODIUM] (C -
Asthma - n/a - [n/a - n/a -
n/al),
[TRAZODONE, TRAZODONE
HYDROCHLORIDE] (C - Sleep
disorder - n/a - [n/a - n/a -
n/al),
[VALPROATE SEMISODIUM]
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(C - Seizure - n/a - [n/a - n/a
- n/a])
EU-EC- 10/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Injection site pain COMIRNATY Not reported ICSR
10011570579 Healthcare |Economic |available |Years (id - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
=) - [n/a - n/a-n/a])
Injection site
swelling (1d -
Recovered/Resolved
=)
Myalgia (1d -
Recovered/Resolved
-)
EU-EC- 10/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Child Female |No Rash maculo-papular |COMIRNATY Not reported ICSR
10011571215 Professional |Economic |available |Years (17d - [TOZINAMERAN] (S
Area Recovered/Resolved |- COVID-19
- immunisation - Not
applicable - [1d -
.2mL -
Intramuscular])
EU-EC- 10/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Child Female |No Diplopia (3d - COMIRNATY Not reported ICSR
10011571274 Professional |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Area - Caused/Prolonged |- COVID-19
Hospitalisation), immunisation -
Unknown - [n/a -
Headache (3d - n/a-
Recovered/Resolved |Intramuscular])
- Caused/Prolonged
Hospitalisation)
EU-EC- 10/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Child Female |No Menarche (8d - COMIRNATY Not reported ICSR
10011571324 Professional |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Area - - COVID-19
immunisation - Not
applicable - [1d -
.2mL -
Intramuscular])
EU-EC- 10/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Child Female |No Axillary pain (nfa- |COMIRNATY Not reported ICSR
10011571414 Professional |Economic |available |Years Unknown - ), [TOZINAMERAN] (S
Area - COVID-19
Vaccination site immunisation - Not
lymphadenopathy applicable - [1d -
(n/a - Unknown -) |.3mL -
Intramuscular])
EU-EC- 10/02/2022 | Spontaneous |Healthcare |European |Not 3-11  |Child Male No Headache (2d - COMIRNATY Not reported ICSR
10011571418 Professional |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Area =) - COVID-19
immunisation - Not
Pyrexia (2d - applicable - [1d -
Recovered/Resolved |.3mL -
- Intramuscular])
EU-EC- 10/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Child Female |No Presyncope (1d - COMIRNATY Not reported ICSR
10011571420 Professional |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Area =) - COVID-19
immunisation - Not
Vaccination site applicable - [1d -
discomfort (1d - .3mL -
Recovered/Resolved |Intramuscular])
EU-EC- 10/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Child Male No Headache (4d - COMIRNATY Not reported ICSR
10011571424 Professional |Economic |available |Years Recovering/Resolving |[TOZINAMERAN] (S
Area -), - COVID-19
immunisation - Not
Myalgia (4d - applicable - [1d -
Recovering/Resolving |.3mL -
- Intramuscular])
EU-EC- 10/02/2022 | Spontaneous |Healthcare |European |Not 3-11  |Child Female |No Erythema (1d - COMIRNATY Not reported ICSR
10011571427 Professional |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Area =) - COVID-19
immunisation - Not
Pruritus (1d - applicable - [1d -
Recovered/Resolved |.3mL -
- Intramuscular])
EU-EC- 10/02/2022 |Spontaneous |Healthcare |European |Not 3-11 |Child Female [No Vaccination site COMIRNATY Not reported ICSR
10011571431 Professional |Economic |available |Years pruritus (n/a - [TOZINAMERAN] (S
Area Unknown - ), - COVID-19
immunisation - Not
Vaccination site rash |applicable - [1d -
(n/a-Unknown -) |.3mL -
Intramuscular])
EU-EC- 10/02/2022 |Spontaneous | Non Non Not 3-11  |Not Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011571582 Healthcare |European |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Professional |Economic - Other Medically - COVID-19
Area Important immunisation - Not
Condition), applicable - [1d -
n/a - n/al)
Drug ineffective (n/a
- Unknown - Other
Medically Important
Condition)
EU-EC- 09/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Not Male No Clonus (0d - COMIRNATY Not reported ICSR
10011543736 Professional |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Area -), - COVID-19
immunisation - Not
Syncope (0d - applicable - [n/a -
Recovered/Resolved |.2mL -
- Intramuscular])
EU-EC- 09/02/2022 | Spontaneous |Healthcare |European |Not 3-11  |Not Female |No Headache (2d - COMIRNATY Not reported ICSR
10011544105 Professional |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Area - - COVID-19
immunisation - Not
applicable - [n/a -
AmL -
Intramuscular])
EU-EC- 09/02/2022 |Spontaneous |Non European |Not 3-11  |Not Male No Abdominal pain (n/a |COMIRNATY Not reported ICSR
10011544410 Healthcare |Economic |available |Years |Specified - [TOZINAMERAN] (S
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Professional |Area Recovered/Resolved |- COVID-19
With Sequelae - ), immunisation - n/a -
[n/a - n/a - n/a])
Fatigue (n/a -
Recovered/Resolved
With Sequelae - ),
Headache (n/a -
Recovered/Resolved
With Sequelae - ),
Muscle spasms (n/a -
Recovered/Resolved
With Sequelae - ),
Nausea (n/a -
Recovered/Resolved
With Sequelae - )
EU-EC- 09/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Arthralgia (n/a - COMIRNATY Not reported ICSR
10011545983 Healthcare |Economic |available |Years Unknown - ), [TOZINAMERAN] (S
Professional |Area -n/a-n/a-[n/a-
Dizziness (n/a - n/a - n/al)
Unknown - ),
Eye pain (n/a -
Unknown - ),
Fatigue (n/a -
Unknown - ),
Headache (n/a -
Unknown - ),
Pyrexia (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 09/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Child Female |No Fatigue (n/a - COMIRNATY 10 Not reported ICSR
10011546253 Professional |Economic |available |Years Recovering/Resolving | MICROGRAMS/DOSE
Area =) CONCENTRATE FOR
DISPERSION FOR
Injection site pain INJECTION COVID-
(n/a - 19 MRNA VACCINE
Recovering/Resolving | (NUCLEOSIDE
=) MODIFIED)
[TOZINAMERAN] (S
Pyrexia (n/a - - COVID-19
Recovering/Resolving |immunisation -
- Unknown - [n/a -
n/a - n/a])
EU-EC- 09/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Fatigue (1d - COMIRNATY Not reported ICSR
10011546276 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area =) - Immunisation - n/a
- [n/a - n/a - n/a])
Injection site pain
(od -
Recovered/Resolved
=)
Myalgia (0d -
Recovered/Resolved
EU-EC- 09/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Child Male No Dizziness (n/a - Not |COMIRNATY Not reported ICSR
10011546291 Professional |Economic |available |Years Recovered/Not [TOZINAMERAN] (S
Area Resolved - ), - Immunisation - n/a
-[n/a-.2mL -
Headache (n/a - Not |Intramuscular])
Recovered/Not
Resolved - ),
Photopsia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 09/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Abdominal pain COMIRNATY 10 Not reported ICSR
10011546346 Healthcare |Economic |available |Years upper (n/a - Not MICROGRAMS/DOSE
Professional |Area Recovered/Not [TOZINAMERAN] (S
Resolved - ), - COVID-19
immunisation -
Decreased appetite  |Unknown - [n/a -
(n/a - Not n/a - n/al)
Recovered/Not
Resolved - ),
Diarrhoea (n/a - Not
Recovered/Not
Resolved - ),
Nausea (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 09/02/2022 |Spontaneous |Healthcare |Non Not 3-11  |Not Female |No Syncope (n/a - Not | COMIRNATY Not reported ICSR
10011547144 Professional |European |available |Years |Specified Recovered/Not [TOZINAMERAN] (S
Economic Resolved - Other - COVID-19
Area Medically Important |immunisation - Not
Condition) applicable - [n/a -
n/a - n/al)
EU-EC- 09/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Vomiting (n/a - Not |COMIRNATY Not reported ICSR
10011547452 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ) - Immunisation - n/a
- [n/a - n/a - n/a])
EU-EC- 09/02/2022 |Spontaneous | Non European |Not 3-11  |Child Female [No Dizziness (0d - COMIRNATY Not reported ICSR
10011547480 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -), - Immunisation - n/a
- [n/a - n/a - n/a])
Rash (n/a -
Recovered/Resolved
EU-EC- 09/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Vomiting (0d - COMIRNATY Not reported ICSR
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10011547498 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -) - Immunisation - n/a
- [n/a - n/a - n/a])
EU-EC- 09/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Rash (0d - COMIRNATY Not reported ICSR
10011547532 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -) - Immunisation - n/a
- [n/a - n/a - n/a])
EU-EC- 09/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Injection site COMIRNATY Not reported ICSR
10011547534 Healthcare |Economic |available |Years erythema (0d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
- - [n/a-n/a-n/a])
EU-EC- 09/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Injection site pain COMIRNATY Not reported ICSR
10011547537 Healthcare |Economic |available |Years id - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
- - [n/a - n/a - n/a])
EU-EC- 09/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Injection site COMIRNATY Not reported ICSR
10011547549 Healthcare |Economic |available |Years erythema (0d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
- - [n/a - n/a - n/a])
EU-EC- 09/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Injection site pain COMIRNATY Not reported ICSR
10011547552 Healthcare |Economic |available |Years (1d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
-) - [n/a-n/a-n/a])
EU-EC- 09/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female [No Fatigue (n/a - Not COMIRNATY Not reported ICSR
10011547572 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), - Immunisation - n/a
-[n/a-n/a-n/a])
Headache (n/a - Not
Recovered/Not
Resolved - ),
Injection site pain
(n/a -
Recovering/Resolving
Vomiting (n/a -
Recovering/Resolving
-)
EU-EC- 09/02/2022 |Spontaneous |Non European |Not 3-11  |Not Female |No Asthenia (n/a - COMIRNATY 10 [EPINEPHRINE] (C - ICSR
10011547615 Healthcare |Economic |available |Years |Specified Unknown - MICROGRAMS/DOSE |Hypersensitivity - n/a - )
Professional |Area Disabling), CONCENTRATE FOR
DISPERSION FOR
Chest pain (n/a - INJECTION
Unknown - [TOZINAMERAN] (S
Disabling), - COVID-19
immunisation - Not
Cough (n/a - applicable - [n/a -
Unknown - n/a - n/al)
Disabling),
Feeling cold (n/a -
Unknown -
Disabling),
Lethargy (n/a -
Unknown -
Disabling),
Oropharyngeal pain
(n/a - Unknown -
Disabling),
Pain in extremity
(n/a - Unknown -
Disabling),
Pallor (n/a -
Unknown -
Disabling),
Rhinorrhoea (n/a -
Unknown -
Disabling),
Somnolence (n/a -
Unknown -
Disabling)
EU-EC- 09/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Injection site pain COMIRNATY Not reported ICSR
10011548068 Healthcare |Economic |available |Years (1d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
- - [n/a - n/a - n/a])
EU-EC- 09/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Vaccination site COMIRNATY Not reported ICSR
10011548082 Healthcare |Economic |available |Years reaction (n/a - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
- - [n/a - n/a - n/a])
EU-EC- 09/02/2022 | Spontaneous |Non European |Not 3-11  |Child Female [No Injection site pain COMIRNATY Not reported ICSR
10011548085 Healthcare |Economic |available |Years (3d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
=) - [n/a - n/a - nfa])
Myalgia (3d -
Recovered/Resolved
EU-EC- 09/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Pyrexia (1d - COMIRNATY Not reported ICSR
10011548092 Healthcare |Economic |available |Years Recovering/Resolving | [TOZINAMERAN] (S
Professional |Area - - Immunisation - n/a
- [n/a - n/a - n/a])
EU-EC- 09/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Rash (n/a - Not COMIRNATY Not reported ICSR
10011548124 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ) - Immunisation - n/a
- [n/a - n/a - n/a])
EU-EC- 09/02/2022 | Spontaneous |Non European |Not 3-11  |Child Male No Asthenia (n/a - COMIRNATY Not reported ICSR
10011548495 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area =) -n/a-n/a-[n/a-
n/a-
Epistaxis (n/a - Intramuscular])
https://dap.ema.europa.eu/analytics/saw.dlI?Go 35/52
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Recovered/Resolved
=)
Fatigue (n/a -
Recovered/Resolved
=)
Pain in extremity
(n/a -
Recovered/Resolved
-)
EU-EC- 09/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Headache (14d - COMIRNATY Not reported ICSR
10011548827 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -) - Immunisation - n/a
-[n/a-n/a-
Intramuscular])
EU-EC- 09/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Asthenia (n/a - COMIRNATY Not reported ICSR
10011549928 Healthcare |Economic |available |Years Recovering/Resolving | [TOZINAMERAN] (S
Professional |Area -), -n/a-nfa-[n/a-
n/a-
Dizziness (n/a - Subcutaneous])
Recovering/Resolving
=)
Vomiting (n/a -
Recovering/Resolving
EU-EC- 09/02/2022 |Spontaneous |Healthcare |Non Not 3-11  |Not Female [No Appendicitis (n/a - COMIRNATY Not reported ICSR
10011550611 Professional |European |available |Years |Specified Recovering/Resolving |[TOZINAMERAN] (S
Economic - Other Medically - COVID-19
Area Important Condition) |immunisation - Not
applicable - [1d -
n/a - n/al)
EU-EC- 09/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Immunisation COMIRNATY Not reported ICSR
10011552762 Healthcare |Economic |available |Years reaction (n/a - [TOZINAMERAN] (S
Professional |Area Recovering/Resolving |- COVID-19
- Other Medically immunisation - Not
Important Condition) |applicable - [1d -
AmL -
Intramuscular])
EU-EC- 09/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Child Female |No Epistaxis (1h - COMIRNATY Not reported ICSR
10011553195 Professional |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Area - - COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 09/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Child Male No Haematuria (2d - COMIRNATY Not reported ICSR
10011555294 Professional |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Area - Other Medically - COVID-19
Important Condition) |immunisation - Not
applicable - [1d -
1{DF} - n/a])
EU-EC- 09/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Child Female |No Tachycardia (1d - COMIRNATY Not reported ICSR
10011555308 Professional |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Area - Other Medically - COVID-19
Important immunisation - Not
Condition), applicable - [1d -
1{DF} - n/a])
Vomiting (1d -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 09/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Child Female |No Decreased appetite |COMIRNATY Not reported ICSR
10011555316 Professional |Economic |available |Years - [TOZINAMERAN] (S
Area Recovered/Resolved |- COVID-19
=) immunisation - Not
applicable - [1d -
Myalgia (2d - 1{DF} - n/al)
Recovered/Resolved
=)
Pyrexia (2d -
Recovered/Resolved
-)
EU-EC- 09/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Child Female |No Pyrexia (1d - COMIRNATY Not reported ICSR
10011555336 Professional |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Area -) - COVID-19
immunisation - Not
applicable - [1d -
1{DF} - n/al)
EU-EC- 09/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Child Male No Lymphadenopathy | COMIRNATY Not reported ICSR
10011555353 Professional |Economic |available |Years (n/a - Not [TOZINAMERAN] (S
Area Recovered/Not - COVID-19
Resolved - ) immunisation - Not
applicable - [1d -
1{DF} - n/a])
EU-EC- 09/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Child Female [No Bronchospasm (n/a - |COMIRNATY Not reported ICSR
10011555411 Professional |Economic |available |Years Not Recovered/Not  |[TOZINAMERAN] (S
Area Resolved - Other - COVID-19
Medically Important |immunisation - Not
Condition) applicable - [1d -
1{DF} - n/a])
EU-EC- 09/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Rash (n/a - Unknown | COMIRNATY Not reported ICSR
10011555816 Healthcare |Economic |available |Years -) [TOZINAMERAN] (S
Professional |Area - COVID-19
immunisation - Drug
withdrawn - [n/a -
.3mL -
Intramuscular])
EU-EC- 09/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Child Male No Urticaria (16d - COMIRNATY Not reported ICSR
10011555831 Professional |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Area - Caused/Prolonged |- COVID-19
Hospitalisation) immunisation - Not
applicable - [1d -
1{DF} - n/al)
EU-EC- 09/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Lymphadenopathy COMIRNATY Not reported ICSR
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10011555837 Healthcare |Economic |available |Years (n/a - Not [TOZINAMERAN] (S
Professional |Area Recovered/Not - COVID-19
Resolved - ) immunisation - Not
applicable - [1d -
1{DF} - n/a])
EU-EC- 09/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Child Female |No Odynophagia (n/a - |COMIRNATY Not reported ICSR
10011555842 Professional |Economic |available |Years Not Recovered/Not  |[TOZINAMERAN] (S
Area Resolved - Other - COVID-19
Medically Important |immunisation - Not
Condition), applicable - [1d -
1{DF} - n/a])
Urticaria (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 09/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Child Female |No Pyrexia (13d - COMIRNATY Not reported ICSR
10011555848 Professional |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Area - - COVID-19
immunisation - Drug
withdrawn - [1d -
1{DF} -
Intramuscular])
EU-EC- 09/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Child Female |No Abnormal uterine COMIRNATY Not reported ICSR
10011555858 Professional |Economic |available |Years bleeding (12d - [TOZINAMERAN] (S
Area Recovered/Resolved |- COVID-19
- Other Medically immunisation - Not
Important applicable - [1d -
Condition), 1{DF} - n/a])
Fatigue (12d -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 09/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Child Male No Angioedema (2d - COMIRNATY Not reported ICSR
10011555881 Professional |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Area - Other Medically - COVID-19
Important Condition) |immunisation - Not
applicable - [1d -
1{DF} - n/a])
EU-EC- 09/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Not Male No Headache (n/a - COMIRNATY Not reported ICSR
10011555888 Professional |Economic |available |Years |Specified Recovering/Resolving | [TOZINAMERAN] (S
Area =) - COVID-19
immunisation - Not
Pyrexia (n/a - applicable - [0d -
Recovering/Resolving |n/a - n/a])
-)
EU-EC- 09/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female [No Alopecia (n/a - COMIRNATY Not reported ICSR
10011556711 Healthcare |Economic |available |Years Recovering/Resolving | [TOZINAMERAN] (S
Professional |Area - - Immunisation - n/a
- [n/a - 1{DF} -
n/a])
EU-EC- 09/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Headache (n/a - COMIRNATY Not reported ICSR
10011556861 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -), - Immunisation - n/a
- [n/a - 1{DF} -
Phlebitis (n/a - n/a])
Recovered/Resolved
- Other Medically
Important
Condition),
Vomiting (1d -
Recovered/Resolved
-)
EU-EC- 09/02/2022 |Spontaneous | Non European |Not 3-11  |Child Female [No Syncope (0d - COMIRNATY Not reported ICSR
10011556965 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -) - Immunisation - n/a
- [n/a - 1{DF} -
n/al)
EU-EC- 09/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Erythema nodosum | COMIRNATY Not reported ICSR
10011557052 Healthcare |Economic |available |Years (n/a - Unknown - ) |[TOZINAMERAN] (S
Professional |Area - Immunisation - n/a
- [n/a - 1{DF} -
n/a])
EU-EC- 09/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No No adverse event COMIRNATY Not reported ICSR
10011557613 Healthcare |Economic |available |Years (od - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
- - [n/a - n/a - n/a])
EU-EC- 09/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No No adverse event COMIRNATY Not reported ICSR
10011557638 Healthcare |Economic |available |Years (n/a - Unknown - ) |[TOZINAMERAN] (S
Professional |Area - Immunisation - n/a
- [n/a - n/a - n/a])
EU-EC- 09/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Pyrexia (1d - Not COMIRNATY Not reported ICSR
10011557640 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ) - Immunisation - n/a
- [n/a - n/a - n/a])
EU-EC- 09/02/2022 |Spontaneous |Non European |Not 3-11  |Adult Male No Diarrhoea (2d - COMIRNATY Not reported ICSR
10011557641 Healthcare |Economic |available |Years Recovering/Resolving | [TOZINAMERAN] (S
Professional |Area -), - Immunisation - n/a
- [n/a - n/a - n/a])
Injection site pain
Recovering/Resolving
EU-EC- 09/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Injection site pain COMIRNATY Not reported ICSR
10011557644 Healthcare |Economic |available |Years (0od - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
-) - [n/a - n/a - n/a])
EU-EC- 09/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Diarrhoea (0d - COMIRNATY Not reported ICSR
10011557648 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -), - Immunisation - n/a
- [n/a - n/a - n/a])
Malaise (0d -
Recovered/Resolved
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EU-EC- 09/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Injection site pain COMIRNATY Not reported ICSR
10011557649 Healthcare |Economic |available |Years (1d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
=) -[n/a-n/a-nja])
Local reaction (1d -
Recovered/Resolved
=)
Vaccination site pain
(1d -
Recovered/Resolved
EU-EC- 09/02/2022 |Spontaneous | Non European |Not 3-11  |Child Male No Injection site pain COMIRNATY Not reported ICSR
10011557650 Healthcare |Economic |available |Years (62d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
- -[n/a-n/a-n/a])
EU-EC- 09/02/2022 | Spontaneous [Non European |Not 3-11  |Child Male No Local reaction (0d - |COMIRNATY Not reported ICSR
10011557651 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area =), - Immunisation - n/a
-[n/a-n/a-
Vaccination site pain |Intramuscular])
(0d -
Recovered/Resolved
EU-EC- 09/02/2022 |Spontaneous | Non European |Not 3-11  |Child Female [No Arthralgia (2d - COMIRNATY Not reported ICSR
10011557654 Healthcare |Economic |available |Years Recovering/Resolving | [TOZINAMERAN] (S
Professional |Area -), - Immunisation - n/a
- [n/a - n/a - n/a])
Nausea (2d -
Recovering/Resolving
=)
Pyrexia (2d -
Recovering/Resolving
EU-EC- 09/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Abdominal pain COMIRNATY Not reported ICSR
10011557655 Healthcare |Economic |available |Years upper (n/a - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
=) -[n/a-n/a-n/a])
Administration site
erythema (n/a -
Recovered/Resolved
=)
Epistaxis (n/a -
Recovered/Resolved
=)
Lymphadenopathy
(n/a -
Recovered/Resolved
EU-EC- 09/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Diarrhoea (1d - COMIRNATY Not reported ICSR
10011557657 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -), - Immunisation - n/a
- [n/a - n/a - n/a])
Vomiting (1d -
Recovered/Resolved
-)
EU-EC- 09/02/2022 | Spontaneous | Non European |Not 3-11  |Child Female [No Eyelid oedema (n/a - | COMIRNATY Not reported ICSR
10011557658 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -), - Immunisation - n/a
- [n/a - n/a - n/a])
Rash (n/a -
Recovered/Resolved
=)
Swelling face (n/a -
Recovered/Resolved
-)
EU-EC- 09/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Fatigue (n/a - COMIRNATY Not reported ICSR
10011557659 Healthcare |Economic |available |Years Unknown - ), [TOZINAMERAN] (S
Professional |Area - Immunisation - n/a
Pain in extremity - [n/a - n/a - n/a])
(n/a - Unknown - )
EU-EC- 09/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Fatigue (0d - COMIRNATY Not reported ICSR
10011557660 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area - - Immunisation - n/a
- [n/a - n/a - n/a])
EU-EC- 09/02/2022 |Spontaneous [Non European |Not 3-11  |Child Female |No Fatigue (0d - COMIRNATY Not reported ICSR
10011557661 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -), - Immunisation - n/a
- [n/a - n/a - n/a])
Fatigue (1d -
Recovered/Resolved
=)
Injection site pain
Recovered/Resolved
EU-EC- 09/02/2022 | Spontaneous |[Non European |Not 3-11  |Child Female |No Abdominal pain (4d - [COMIRNATY Not reported ICSR
10011557662 Healthcare |Economic |available |Years Not Recovered/Not  |[TOZINAMERAN] (S
Professional |Area Resolved - ), - Immunisation - n/a
- [n/a - n/a - n/a])
Body temperature
increased (4d - Not
Recovered/Not
Resolved - ),
Decreased appetite
(4d - Not
Recovered/Not
Resolved - ),
Fatigue (4d - Not
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Recovered/Not
Resolved - ),
Headache (4d - Not
Recovered/Not
Resolved - ),
Rash (4d - Not
Recovered/Not
Resolved - )
EU-EC- 09/02/2022 | Spontaneous |Non European |Not 3-11  |Child Male No Injection site pain COMIRNATY Not reported ICSR
10011557664 Healthcare |Economic |available |Years (1d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
=) - [n/a - n/a - n/a])
Pain in extremity (1d
Recovered/Resolved
EU-EC- 09/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Headache (0d - Not |COMIRNATY Not reported ICSR
10011557666 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), - Immunisation - n/a
- [n/a - n/a - n/a])
Vomiting (0d - Not
Recovered/Not
Resolved - )
EU-EC- 09/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Pain in extremity (1d |COMIRNATY Not reported ICSR
10011557667 Healthcare |Economic |available |Years - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
- -[n/a-n/a-
Intramuscular])
EU-EC- 09/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Abdominal pain (1d - [COMIRNATY Not reported ICSR
10011557669 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -), - Immunisation - n/a
-[n/a-n/a-
Fatigue (2d - Intramuscular])
Recovered/Resolved
=)
Injection site pain
Recovered/Resolved
-)
EU-EC- 09/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Exercise tolerance COMIRNATY Not reported ICSR
10011557670 Healthcare |Economic |available |Years decreased (26d - Not |[TOZINAMERAN] (S
Professional |Area Recovered/Not - Immunisation - n/a
Resolved - ), - [n/a-n/a-n/a])
Fatigue (26d - Not
Recovered/Not
Resolved - ),
Limb discomfort (26d
- Not Recovered/Not
Resolved - )
EU-EC- 09/02/2022 | Spontaneous |[Non European |Not 3-11  |Child Female |No Rash (6d - Not COMIRNATY Not reported ICSR
10011557671 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), - Immunisation - n/a
- [n/a - n/a - n/a])
Rash pruritic (6d -
Not Recovered/Not
Resolved -)
EU-EC- 09/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Cough (0d - COMIRNATY Not reported ICSR
10011557672 Healthcare |Economic |available |Years Recovering/Resolving |[TOZINAMERAN] (S
Professional |Area -), - Immunisation - n/a
- [n/a - n/a - n/a])
Pruritus (0d -
Recovering/Resolving
=)
Rash (0d -
Recovering/Resolving
=)
Urticaria (0d -
Recovering/Resolving
EU-EC- 09/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Abdominal pain COMIRNATY Not reported ICSR
10011557674 Healthcare |Economic |available |Years upper (1d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
=) - [n/a - n/a - n/a])
Vomiting (1d -
Recovered/Resolved
-)
EU-EC- 09/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Diarrhoea (0d - COMIRNATY Not reported ICSR
10011557675 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -), - Immunisation - n/a
- [n/a - n/a - n/a])
Vomiting (0d -
Recovered/Resolved
-)
EU-EC- 09/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Injection site pain COMIRNATY Not reported ICSR
10011557677 Healthcare |Economic |available |Years (n/a- [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
- - [n/a-n/a-n/a])
EU-EC- 09/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Injection site COMIRNATY Not reported ICSR
10011557678 Healthcare |Economic |available |Years discolouration (23d - |[TOZINAMERAN] (S
Professional |Area Recovering/Resolving |- Immunisation - n/a
=) -[n/a-n/a-
Intramuscular])
Skin discolouration
(23d -
Recovering/Resolving
EU-EC- 09/02/2022 | Spontaneous |Non European |Not 3-11  |Not Male No Injection site pain COMIRNATY Not reported ICSR
10011557679 Healthcare |Economic |available |Years |Specified - [TOZINAMERAN] (S
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Professional |Area Recovered/Resolved |- Immunisation - n/a
-) -[n/a-n/a-
Intramuscular])
EU-EC- 09/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Herpes zoster (6d - |COMIRNATY Not reported ICSR
10011557680 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area =) - Immunisation - n/a
- [n/a - n/a - n/a])
Rash (éd -
Recovered/Resolved
EU-EC- 09/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Body temperature COMIRNATY Not reported ICSR
10011557681 Healthcare |Economic |available |Years increased (1d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
=) -[n/a-nja-
Intramuscular])
Injection site pain
(2d -
Recovered/Resolved
=)
Pyrexia (1d -
Recovered/Resolved
=)
Vaccination site pain
Recovered/Resolved
EU-EC- 09/02/2022 |Spontaneous |Non European |Not 3-11  |Not Male No Lymphadenopathy COMIRNATY Not reported ICSR
10011557684 Healthcare |Economic |available |Years |Specified (1d - Not [TOZINAMERAN] (S
Professional |Area Recovered/Not - Immunisation - n/a
Resolved - ) - [n/a - n/a - n/a])
EU-EC- 09/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Myalgia (0d - COMIRNATY Not reported ICSR
10011557685 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -), - Immunisation - n/a
-[n/a-n/a-nja])
Pain in extremity (0d
Recovered/Resolved
EU-EC- 09/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female [No Injection site pain COMIRNATY Not reported ICSR
10011557687 Healthcare |Economic |available |Years - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
=) -[n/a-n/a-n/a])
Pain in extremity (1d
Recovered/Resolved
EU-EC- 09/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Injection site pain COMIRNATY Not reported ICSR
10011557691 Healthcare |Economic |available |Years (1d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
=) -[n/a-nja-
Intramuscular])
Pain in extremity (1d
Recovered/Resolved
EU-EC- 09/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |[No Injection site pain COMIRNATY Not reported ICSR
10011557693 Healthcare |Economic |available |Years (2d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
=) -[n/a-n/a-
Intramuscular])
Pyrexia (1d -
Recovered/Resolved
=)
Vaccination site pain
(2d -
Recovered/Resolved
EU-EC- 09/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female [No Diarrhoea (1d - COMIRNATY Not reported ICSR
10011557695 Healthcare |Economic |available |Years Recovering/Resolving | [TOZINAMERAN] (S
Professional |Area -), - Immunisation - n/a
-[n/a-n/a-n/a])
Nausea (1d -
Recovering/Resolving
EU-EC- 09/02/2022 | Spontaneous | Non European |Not 3-11  |Not Male No Injection site pain COMIRNATY Not reported ICSR
10011557696 Healthcare |Economic |available |Years |Specified (n/a- [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
=) -[n/a-n/a-n/a])
No adverse event
(n/a -
Recovered/Resolved
-)
EU-EC- 09/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Hallucination (1d -  |COMIRNATY Not reported ICSR
10011557697 Healthcare |Economic |available |Years Recovering/Resolving | [TOZINAMERAN] (S
Professional |Area -), - Immunisation - n/a
- [n/a - n/a - n/a])
Injection site pain
Recovering/Resolving
=)
Pyrexia (1d -
Recovering/Resolving
EU-EC- 09/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Body temperature COMIRNATY Not reported ICSR
10011557698 Healthcare |Economic |available |Years increased (1d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
=) - [n/a-n/a-
Intramuscular])
Injection site pain
(2d -
Recovered/Resolved
=)
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Pyrexia (1d -
Recovered/Resolved
-)
EU-EC- 09/02/2022 | Spontaneous [Non European |Not 3-11  |Child Female |No Injection site pain COMIRNATY Not reported ICSR
10011557699 Healthcare |Economic |available |Years (1d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
=) - [n/a - n/a - n/a])
Pain (1d -
Recovered/Resolved
EU-EC- 09/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Headache (1d - Not |COMIRNATY Not reported ICSR
10011557700 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), - Immunisation - n/a
-[n/a-n/a-
Injection site pain Intravenous (not
(1d - Not otherwise
Recovered/Not specified)])
Resolved - ),
Local reaction (1d -
Not Recovered/Not
Resolved - )
EU-EC- 09/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Rash (2d - COMIRNATY Not reported ICSR
10011557701 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -), - Immunisation - n/a
- [n/a - n/a - n/a])
Urticaria (2d -
Recovered/Resolved
EU-EC- 09/02/2022 |Spontaneous |Non European |Not 3-11  |Not Male No Eye pain (4d - Not COMIRNATY Not reported ICSR
10011557705 Healthcare |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), - Immunisation - n/a
- [n/a - n/a - n/a])
Eye pruritus (4d -
Not Recovered/Not
Resolved - ),
Oral mucosal
erythema (4d - Not
Recovered/Not
Resolved - ),
Oropharyngeal
blistering (4d - Not
Recovered/Not
Resolved - ),
Rash (4d - Not
Recovered/Not
Resolved -)
EU-EC- 09/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Auditory disorder COMIRNATY Not reported ICSR
10011557713 Healthcare |Economic |available |Years (16d - Not [TOZINAMERAN] (S
Professional |Area Recovered/Not - Immunisation - n/a
Resolved - ), - [n/a - n/a - n/a])
Dizziness (16d - Not
Recovered/Not
Resolved -)
EU-EC- 09/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Constipation (19d - |COMIRNATY Not reported ICSR
10011557714 Healthcare |Economic |available |Years Not Recovered/Not  |[TOZINAMERAN] (S
Professional |Area Resolved - ), - Immunisation - n/a
- [n/a - n/a - n/a])
Nausea (19d - Not
Recovered/Not
Resolved -)
EU-EC- 09/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Urticaria (1d - COMIRNATY Not reported ICSR
10011557715 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area - - Immunisation - n/a
-[n/a-n/a-
Intramuscular])
EU-EC- 09/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Injection site COMIRNATY Not reported ICSR
10011557716 Healthcare |Economic |available |Years erythema (n/a - Not |[TOZINAMERAN] (S
Professional |Area Recovered/Not - Immunisation - n/a
Resolved - ), - [n/a - n/a - n/a])
Injection site pain
(n/a - Not
Recovered/Not
Resolved - ),
Injection site
swelling (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 09/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female [No Fatigue (5d - COMIRNATY Not reported ICSR
10011557718 Healthcare |Economic |available |Years Recovering/Resolving | [TOZINAMERAN] (S
Professional |Area =) - Immunisation - n/a
- [n/a - n/a - n/a])
Injection site pain
Recovered/Resolved
-)
EU-EC- 09/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Headache (1d - COMIRNATY Not reported ICSR
10011557720 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -), - Immunisation - n/a
- [n/a - n/a - n/a])
Injection site pain
(1d -
Recovered/Resolved
=)
Pyrexia (1d -
Recovered/Resolved
-)
EU-EC- 09/02/2022 | Spontaneous [Non European |Not 3-11  |Child Male No Pain in extremity (1d |COMIRNATY Not reported ICSR
10011557721 Healthcare |Economic |available |Years - [TOZINAMERAN] (S
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Professional |Area Recovered/Resolved |- Immunisation - n/a
-) -[n/a-nja-
Intramuscular])
EU-EC- 09/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Fatigue (0d - COMIRNATY Not reported ICSR
10011557722 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -) - Immunisation - n/a
-[n/a-n/a-
Intramuscular])
EU-EC- 09/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Headache (n/a - COMIRNATY Not reported ICSR
10011557725 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area =), - Immunisation - n/a
- [n/a - n/a - n/a])
Pruritus (n/a -
Recovered/Resolved
=)
Rash (n/a -
Recovered/Resolved
EU-EC- 09/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female [No Injection site COMIRNATY Not reported ICSR
10011557727 Healthcare |Economic |available |Years erythema (3d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
=) -[n/a-n/a-n/a])
No adverse event
(3d -
Recovered/Resolved
EU-EC- 09/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Headache (0d - COMIRNATY Not reported ICSR
10011557730 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -), - Immunisation - n/a
- [n/a - n/a - n/a])
Injection site pain
Recovered/Resolved
-)
EU-EC- 09/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Auditory disorder COMIRNATY Not reported ICSR
10011557731 Healthcare |Economic |available |Years (16d - Not [TOZINAMERAN] (S
Professional |Area Recovered/Not - Immunisation - n/a
Resolved - ), - [n/a - n/a - n/a])
Dizziness (16d - Not
Recovered/Not
Resolved -)
EU-EC- 09/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Fatigue (1d - COMIRNATY Not reported ICSR
10011557733 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -), - Immunisation - n/a
-[n/a-n/a-
Injection site pain Intramuscular])
(1d -
Recovered/Resolved
EU-EC- 09/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female [No Body temperature COMIRNATY Not reported ICSR
10011557734 Healthcare |Economic |available |Years increased (0d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
=) - [n/a - n/a - nfal)
Headache (0d -
Recovered/Resolved
=),
Vomiting (0d -
Recovered/Resolved
EU-EC- 09/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Pain in extremity (0d |COMIRNATY Not reported ICSR
10011557735 Healthcare |Economic |available |Years - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
-) -[n/a-nja-
Intramuscular])
EU-EC- 09/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Rash (1d - COMIRNATY Not reported ICSR
10011557736 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area =), - Immunisation - n/a
- [n/a - n/a - n/a])
Urticaria (1d -
Recovered/Resolved
EU-EC- 09/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Injection site pain COMIRNATY Not reported ICSR
10011557739 Healthcare |Economic |available |Years - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
-) - [n/a - n/a - n/a])
EU-EC- 09/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Injection site pain COMIRNATY Not reported ICSR
10011557741 Healthcare |Economic |available |Years (n/a- [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
-) -[n/a-n/a-n/a])
EU-EC- 09/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female [No Dizziness (n/a - COMIRNATY Not reported ICSR
10011557743 Healthcare |Economic |available |Years Recovering/Resolving |[TOZINAMERAN] (S
Professional |Area -), - Immunisation - n/a
- [n/a - n/a - n/al)
Fatigue (1d -
Recovered/Resolved
=)
Headache (1d -
Recovering/Resolving
=)
Injection site
erythema (2d -
Recovered/Resolved
=)
Injection site
swelling (2d -
Recovered/Resolved
EU-EC- 09/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Body temperature COMIRNATY Not reported ICSR
10011557744 Healthcare |Economic |available |Years increased (1d - [TOZINAMERAN] (S
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Professional |Area Recovered/Resolved |- Immunisation - n/a
=) - [n/a - n/a - nfa])
Injection site pain
(1d -
Recovered/Resolved
=)
Pyrexia (1d -
Recovered/Resolved
-)
EU-EC- 09/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Injection site pain COMIRNATY Not reported ICSR
10011557745 Healthcare |Economic |available |Years (1d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
=) - [n/a-n/a-n/a])
Limb discomfort (0d
Recovered/Resolved
=)
Lymphadenopathy
(od -
Recovered/Resolved
EU-EC- 09/02/2022 | Spontaneous |Non European |Not 3-11  |Child Female [No Abnormal faeces (0d |COMIRNATY Not reported ICSR
10011557746 Healthcare |Economic |available |Years - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
=) -[n/a-nja-
Intramuscular])
Diarrhoea (0d -
Recovered/Resolved
=),
Injection site pain
Recovered/Resolved
EU-EC- 09/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Asthenia (0d - COMIRNATY Not reported ICSR
10011557750 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -), - Immunisation - n/a
-[n/a-n/a-
Injection site pain Intramuscular])
(1d -
Recovered/Resolved
=)
Vaccination site
reaction (1d -
Recovered/Resolved
EU-EC- 08/02/2022 | Spontaneous |Non European |Not 3-11  |Elderly Female [No Anosmia (n/a - Not |COMIRNATY Not reported ICSR
10011528193 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), - Immunisation - n/a
- [n/a-n/a-n/a]),
Chest discomfort
(n/a - Not VAXZEVRIA [COVID-
Recovered/Not 19 VACCINE
Resolved - ), ASTRAZENECA
(CHADOX1 NCOV-
Hypertension (n/a- [19)] (S -
Not Recovered/Not  |Immunisation - n/a -
Resolved - ), [n/a - n/a - n/a])
Influenza (n/a - Not
Recovered/Not
Resolved - ),
Myalgia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 08/02/2022 |Spontaneous |Non European |Not 3-11  |Adult Female |No Injection site pain COMIRNATY Not reported ICSR
10011528443 Healthcare |Economic |available |Years (8d - Not [TOZINAMERAN] (S
Professional |Area Recovered/Not - Immunisation - n/a
Resolved - ), - [n/a - n/a - n/a])
Myalgia (8d - Not
Recovered/Not
Resolved - ),
Pain in extremity (8d
- Not Recovered/Not
Resolved -)
EU-EC- 08/02/2022 |Spontaneous |Non European |Not 3-11  |Elderly Female |No Pustule (10d - Not | COMIRNATY Not reported ICSR
10011528487 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), - Immunisation - n/a
- [n/a - n/a - n/a])
Rash (10d - Not
Recovered/Not
Resolved - ),
Rash pruritic (10d -
Not Recovered/Not
Resolved - )
EU-EC- 08/02/2022 | Spontaneous [Non European |Not 3-11  |Child Male Yes Lymphadenopathy =~ |COMIRNATY Not reported ICSR
10011528660 Healthcare |Economic |available |Years (n/a - Not [TOZINAMERAN] (S
Professional |Area Recovered/Not - COVID-19
Resolved - Other immunisation -
Medically Important |Unknown - [n/a -
Condition) .2mL -
Intramuscular])
EU-EC- 08/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Not Female |No Cough (1d - COMIRNATY Not reported ICSR
10011530046 Professional |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Area =) - COVID-19
immunisation - Dose
Fatigue (1d - not changed - [n/a -
Recovered/Resolved |10ug -
-), Intramuscular])
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Feeling hot (1d -
Recovered/Resolved
=)

Headache (1d -
Recovered/Resolved

)

Influenza like iliness
(1d -
Recovered/Resolved

EU-EC-
10011531319

08/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

3-11
Years

Child

Male

No

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

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

Not reported

—
(9]
0

EU-EC-
10011531638

08/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not
available

3-11
Years

Child

Female

No

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

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

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

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

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

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

Vaccination site
movement
impairment (n/a -
Not Recovered/Not
Resolved -
Disabling),

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

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

Vaccination site
warmth (n/a - Not
Recovered/Not
Resolved - Disabling)

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

Not reported

—
{2}
0

EU-EC-
10011532003

08/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

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

Not
available

3-11
Years

Not
Specified

Female

No

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

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

Blood pressure
immeasurable (n/a -
Unknown - Life
Threatening,
Caused/Prolonged
Hospitalisation),

Loss of
consciousness (n/a -
Unknown - Life
Threatening,
Caused/Prolonged
Hospitalisation),

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

Pyrexia (n/a -
Unknown - Life

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

Not reported

=
(9]
0

44/52
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Threatening,
Caused/Prolonged
Hospitalisation)

EU-EC-
10011532137

08/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not
available

3-11
Years

Not
Specified

Female

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

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

Blood pressure
decreased (n/a -
Recovered/Resolved
- Life Threatening,
Caused/Prolonged
Hospitalisation),

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

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

Not reported

=
(%2}
0

EU-EC-
10011533007

08/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

3-11
Years

Not
Specified

Female

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

Nausea (n/a -
Unknown - ),

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

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

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

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

Not reported

—
{2}
0

EU-EC-
10011533891

08/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

3-11
Years

Child

Male

No

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

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

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

Not reported

—
(%]
pel

EU-EC-
10011533949

08/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

3-11
Years

Not
Specified

Male

No

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

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

Pyrexia (n/a -
Recovering/Resolving
- Disabling)

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

Not reported

—
(2}
0

EU-EC-
10011534305

08/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

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

Not
available

3-11
Years

Not
Specified

Male

No

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

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

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

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

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

Extensive swelling of
vaccinated limb (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

—
(2]
0

45/52
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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),

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

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

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

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

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

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

Skin hypertrophy
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important

Condition)
EU-EC- 08/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Vomiting (2d - COMIRNATY Not reported ICSR
10011534384 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -) - Immunisation - n/a
- [n/a - n/a - n/a])
EU-EC- 08/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Headache (1d - COMIRNATY Not reported ICSR
10011534442 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -), - Immunisation - n/a
- [n/a - n/a - n/a])
Injection site pain
(2d -
Recovered/Resolved
=)
Myalgia (1d -
Recovered/Resolved
EU-EC- 08/02/2022 |Spontaneous |Non European |Not 3-11  |Not Male No Injection site pain COMIRNATY Not reported ICSR
10011534449 Healthcare |Economic |available |Years |Specified - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
-) - [n/a-n/a-n/a])
EU-EC- 08/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Rash (3d - COMIRNATY Not reported ICSR
10011534508 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area - - Immunisation - n/a
- [n/a - n/a - n/a])
EU-EC- 08/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Pyrexia (0d - COMIRNATY Not reported ICSR
10011534829 Healthcare |Economic |available |Years Unknown - ) [TOZINAMERAN] (S
Professional |Area - Immunisation - n/a
- [n/a - n/a - n/a])
EU-EC- 08/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Rash (n/a - COMIRNATY Not reported ICSR
10011535437 Healthcare |Economic |available |Years Recovering/Resolving | [TOZINAMERAN] (S
Professional |Area - - Immunisation - n/a
- [n/a - n/a - n/a])
EU-EC- 08/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Injection site pain COMIRNATY Not reported ICSR
10011535451 Healthcare |Economic |available |Years - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
=) -[n/a-n/a-n/a])
Pyrexia (0d -
Recovered/Resolved
EU-EC- 08/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female [No Abdominal pain (n/a |COMIRNATY Not reported ICSR
10011536310 Healthcare |Economic |available |Years - Not Recovered/Not |[TOZINAMERAN] (S
Professional |Area Resolved - - Immunisation - n/a
Caused/Prolonged -[n/a-n/a-
Hospitalisation), Subcutaneous])
Fatigue (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Headache (n/a - Not
Recovered/Not
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Resolved -
Caused/Prolonged
Hospitalisation),
Influenza like iliness
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Limb discomfort (n/a
- Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Oropharyngeal pain
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Pyrexia (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 08/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Headache (2d - Not |COMIRNATY Not reported ICSR
10011536311 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - - Immunisation - n/a
Caused/Prolonged - [n/a - n/a - n/a])
Hospitalisation),
Pyrexia (2d - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 08/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Rash (0d - Not COMIRNATY Not reported ICSR
10011536365 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ) - Immunisation - n/a
- [n/a - n/a - n/al)
EU-EC- 08/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Injection site COMIRNATY Not reported ICSR
10011536437 Healthcare |Economic |available |Years swelling (1d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
- - [n/a-n/a-n/a])
EU-EC- 08/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Rash (1d - COMIRNATY Not reported ICSR
10011536462 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -) - Immunisation - n/a
- [n/a-n/a-n/a])
EU-EC- 08/02/2022 |Spontaneous |Non Non Not 3-11  |Not Female |No Abdominal pain (n/a |TOZINAMERAN Not reported ICSR
10011536989 Healthcare |European |available |Years |Specified - Unknown - ), [TOZINAMERAN] (S
Professional |Economic - COVID-19
Area Hallucination, immunisation - Not
auditory (n/a - Not |applicable - [n/a -
Recovered/Not n/a - n/al)
Resolved - Other
Medically Important
Condition),
Hyperhidrosis (n/a -
Unknown - ),
Nightmare (n/a -
Unknown - ),
Retching (12h -
Recovered/Resolved
=)
Sleep terror (n/a -
Unknown - ),
Vomiting (n/a -
Recovered/Resolved
-)
EU-EC- 08/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Not Female |No Complex regional COMIRNATY COVID- |Not reported ICSR
10011537913 Professional |Economic |available |Years |Specified pain syndrome (n/a - |19 MRNA VACCINE
Area Recovering/Resolving | (NUCLEOSIDE
- Disabling) MODIFIED) 30
MICROGRAMS/DOSE
DISPERSION FOR
INJECTION
[TOZINAMERAN] (S
- n/a - Not
applicable - [n/a -
n/a - n/al)
EU-EC- 08/02/2022 |Spontaneous |Healthcare |Non Not 3-11  |Not Female |Yes Brain oedema (n/a - |COMIRNATY [A/HONG KONG/4801/2014 |ICSR
10011538421 Professional |European |available |Years |Specified Recovering/Resolving |[TOZINAMERAN] (S |(H3N2)-LIKE STRAIN
Economic - Other Medically - COVID-19 (A/HONG KONG/4801/2014,
Area Important immunisation - Not |X-263B),
Condition), applicable - [1d - B/BRISBANE/60/2008-LIKE
n/a- STRAIN
Exposure via breast | Transmammary]) (B/BRISBANE/60/2008, WILD
milk (n/a - TYPE), A/CALIFORNIA/7/2009
Recovering/Resolving (H1N1)PDMO09-DERIVED
- Other Medically STRAIN USED (NYMC X-181),
Important A/HONG KONG/4801/2014
Condition), (H3N2)-LIKE STRAIN
(A/HONG KONG/4801/2014,
Headache (n/a - X-263B),
Recovering/Resolving B/BRISBANE/60/2008-LIKE
-), STRAIN
(B/BRISBANE/60/2008, WILD
Myoclonus (n/a - TYPE), A/MICHIGAN/45/2015
Recovering/Resolving (H1N1)PDMO9-LIKE STRAIN
https://dap.ema.europa.eu/analytics/saw.dlI?Go 47/52
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=), (A/SINGAPORE/GP1908/2015,
IVR-180), INFLUENZA
Tic (n/a - VACCINE] (C - Immunisation -
Recovering/Resolving n/a-[1d - n/a - n/a])
Vein discolouration
(n/a -
Recovering/Resolving
EU-EC- 08/02/2022 | Spontaneous |Non European |Not 3-11  |Child Female [No Erythema (0d - COMIRNATY Not reported ICSR
10011538474 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area - Other Medically - COVID-19
Important immunisation - Not
Condition), applicable - [n/a -
1{DF} -
Pyrexia (0d - Intramuscular])
Recovered/Resolved
- Other Medically
Important
Condition),
Rash pruritic (0d -
Recovered/Resolved
- Other Medically
Important
Condition),
Vomiting (1d -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 08/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Myalgia (3d - COMIRNATY Not reported ICSR
10011538564 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area - - Immunisation - n/a
- [n/a - n/a - n/a])
EU-EC- 08/02/2022 | Spontaneous |Non European |Not 3-11  |Not Male No Diarrhoea (n/a - Not |COMIRNATY Not reported ICSR
10011538773 Healthcare |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), - COVID-19
immunisation - Not
Hypersensitivity (n/a |applicable - [1d -
- Unknown - n/a - n/al)
Caused/Prolonged
Hospitalisation),
Listless (n/a - Not
Recovered/Not
Resolved - ),
Muscle strain (n/a -
Unknown - ),
Nausea (n/a - Not
Recovered/Not
Resolved - ),
Vaccination site pain
(n/a - Unknown - )
EU-EC- 08/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Injection site pain COMIRNATY Not reported ICSR
10011540150 Healthcare |Economic |available |Years (1d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
- - [n/a - n/a - n/a])
EU-EC- 08/02/2022 |Spontaneous |Healthcare |Non Not 3-11  |Not Male No Anxiety (n/a - TOZINAMERAN Not reported ICSR
10011540880 Professional |European |available |Years |Specified Unknown - ), [TOZINAMERAN] (S
Economic - COVID-19
Area Heart rate increased |immunisation - Not
(n/a- applicable - [n/a -
Recovered/Resolved |n/a - n/a])
=)
Myocarditis (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 08/02/2022 |Spontaneous |Non Non Not 3-11  |Not Female |No Arthralgia (8d - COMIRNATY Not reported ICSR
10011540905 Healthcare |European |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Professional |Economic - Other Medically - COVID-19
Area Important immunisation - Not
Condition), applicable - [n/a -
n/a-
Pain (9d - Intramuscular])
Recovered/Resolved
- Other Medically
Important
Condition),
Pyrexia (3h -
Recovered/Resolved
=)
Urticaria (211h -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 08/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Headache (1d - COMIRNATY Not reported ICSR
10011542373 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area - - COVID-19
immunisation - Drug
withdrawn - [1d -
.3mL -
Intramuscular])
EU-EC- 08/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Child Female |No Eyelid oedema (n/a - | COMIRNATY Not reported ICSR
10011542444 Professional |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Area - Other Medically - n/a- Not
Important applicable - [1d -
Condition), n/a-
Intramuscular])
Urticaria papular (n/a
https://dap.ema.europa.eu/analytics/saw.dlI?Go 48/52
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Recovering/Resolving
-)
EU-EC- 07/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Child Female |No Erythema multiforme | COMIRNATY Not reported ICSR
10011513835 Professional |Economic |available |Years (n/a- [TOZINAMERAN] (S
Area Recovering/Resolving |- n/a - nfa - [1d -
- Other Medically n/a-
Important Intramuscular])
Condition),
Gianotti-Crosti
syndrome (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Pain (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Papule (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Rash (n/a -
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 07/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Headache (0d - COMIRNATY Not reported ICSR
10011514671 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -), - Immunisation - n/a
- [n/a - n/a - n/a])
Injection site pain
(1d -
Recovered/Resolved
EU-EC- 07/02/2022 |Spontaneous |Non European |Not 3-11  |Not Female [No Chills (1d - COMIRNATY Not reported ICSR
10011515685 Healthcare |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -), - COVID-19
immunisation - Not
Fatigue (4d - applicable - [n/a -
Recovered/Resolved |1{DF} - n/a])
=)
Headache (2d -
Recovered/Resolved
=)
Injection site pain
Recovered/Resolved
=)
Malaise (4d -
Recovered/Resolved
=)
Nausea (0d -
Recovered/Resolved
=)
Oropharyngeal pain
(2d -
Recovered/Resolved
=),
Pyrexia (2d -
Recovered/Resolved
-)
EU-EC- 07/02/2022 |Spontaneous |Non European |Not 3-11  |Not Female |No Chest pain (30min - |COMIRNATY 10 Not reported ICSR
10011515978 Healthcare |Economic |available |Years |Specified Recovered/Resolved |MICROGRAMS/DOSE
Professional |Area - CONCENTRATE FOR
DISPERSION FOR
INJECTION
[TOZINAMERAN] (S
- COVID-19
immunisation - Not
applicable - [n/a -
n/a - n/al)
EU-EC- 07/02/2022 |Spontaneous |Non European |Not 3-11  |Not Male No Chest pain (1h - COMIRNATY 10 Not reported ICSR
10011516061 Healthcare |Economic |available |Years |Specified Recovered/Resolved |MICROGRAMS/DOSE
Professional |Area -) CONCENTRATE FOR
DISPERSION FOR
INJECTION
[TOZINAMERAN] (S
- COVID-19
immunisation - Not
applicable - [n/a -
n/a - n/a))
EU-EC- 07/02/2022 |Spontaneous |Non European |Not 3-11  |Not Male No Injection site pain COMIRNATY Not reported ICSR
10011516109 Healthcare |Economic |available |Years |Specified (1d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
- - [n/a - n/a - n/a])
EU-EC- 07/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Injection site pain COMIRNATY Not reported ICSR
10011516116 Healthcare |Economic |available |Years (n/a - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
- - [n/a - n/a - n/a])
EU-EC- 07/02/2022 |Spontaneous |[Non European |Not 3-11  |Child Female |No Injection site COMIRNATY Not reported ICSR
10011516158 Healthcare |Economic |available |Years swelling (1d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
- - [n/a - n/a - n/a])
EU-EC- 07/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Injection site pain COMIRNATY Not reported ICSR
10011516165 Healthcare |Economic |available |Years (n/a - [TOZINAMERAN] (S
https://dap.ema.europa.eu/analytics/saw.dll?Go 49/52
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Professional |Area Recovering/Resolving |- Immunisation - n/a
-) - [n/a - n/a - n/a])
EU-EC- 07/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Injection site COMIRNATY Not reported ICSR
10011516209 Healthcare |Economic |available |Years erythema (0d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
-) -[n/a-n/a-n/a])
EU-EC- 07/02/2022 |Spontaneous |Non European |Not 3-11  |Not Female |No Injection site pain COMIRNATY Not reported ICSR
10011516210 Healthcare |Economic |available |Years |Specified (1d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
- - [n/a - n/a - n/a])
EU-EC- 07/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Injection site pain COMIRNATY Not reported ICSR
10011516219 Healthcare |Economic |available |Years (0d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
- - [n/a - n/a - n/a])
EU-EC- 07/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Injection site pain COMIRNATY Not reported ICSR
10011516222 Healthcare |Economic |available |Years - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
- - [n/a - n/a - n/a])
EU-EC- 07/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female [No Vaccination site COMIRNATY Not reported ICSR
10011516227 Healthcare |Economic |available |Years reaction (1d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
-) - [n/a - n/a - nfa])
EU-EC- 07/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Vaccination site COMIRNATY Not reported ICSR
10011516228 Healthcare |Economic |available |Years reaction (1d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
- - [n/a - n/a - n/a])
EU-EC- 07/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Injection site pain COMIRNATY Not reported ICSR
10011516236 Healthcare |Economic |available |Years (1d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
- - [n/a - n/a - n/a])
EU-EC- 07/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Injection site pain COMIRNATY Not reported ICSR
10011516242 Healthcare |Economic |available |Years - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
- - [n/a - n/a - n/a])
EU-EC- 07/02/2022 |Spontaneous |Non European |Not 3-11  |Not Female |No Pallor (n/a - COMIRNATY 10 Not reported ICSR
10011516361 Healthcare |Economic |available |Years |Specified Unknown - ), MICROGRAMS/DOSE
Professional |Area CONCENTRATE FOR
Pyrexia (n/a - DISPERSION FOR
Unknown - ), INJECTION
[TOZINAMERAN] (S
Syncope (n/a - - COVID-19
Unknown - ), immunisation - Not
applicable - [n/a -
Tremor (n/a - n/a - n/a))
Unknown - ),
Vomiting (n/a -
Unknown - )
EU-EC- 07/02/2022 |Spontaneous |Non European |Not 3-11  |Not Female |No Herpes simplex (n/a |COMIRNATY Not reported ICSR
10011516538 Healthcare |Economic |available |Years |Specified - [TOZINAMERAN] (S
Professional |Area Recovering/Resolving |- COVID-19
- immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 07/02/2022 | Spontaneous |[Non European |Not 3-11  |Child Male No Dysgeusia (n/a - Not |COMIRNATY Not reported ICSR
10011516552 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), - COVID-19
immunisation - Not
Nausea (n/a - Not applicable - [n/a -
Recovered/Not 1{DF} - n/a])
Resolved - )
EU-EC- 07/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Immune COMIRNATY Not reported ICSR
10011516868 Healthcare |Economic |available |Years thrombocytopenia [TOZINAMERAN] (S
Professional |Area (5d - Not - Immunisation - n/a
Recovered/Not - [n/a - 1{DF} -
Resolved - n/a])
Caused/Prolonged
Hospitalisation)
EU-EC- 07/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Injection site pain COMIRNATY Not reported ICSR
10011516870 Healthcare |Economic |available |Years - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
=) - [n/a - n/a - n/a])
EU-EC- 07/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Injection site pain COMIRNATY Not reported ICSR
10011516883 Healthcare |Economic |available |Years (n/a - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
- - [n/a - n/a - n/a])
EU-EC- 07/02/2022 |Spontaneous |Non European |Not 3-11  [Child Male No Injection site pain COMIRNATY Not reported ICSR
10011516885 Healthcare |Economic |available |Years (3d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
- - [n/a - n/a - n/a])
EU-EC- 07/02/2022 |Spontaneous |Non European |Not 3-11  |Not Male No Injection site pain COMIRNATY Not reported ICSR
10011516895 Healthcare |Economic |available |Years |Specified (31d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
- - [n/a - n/a - n/a])
EU-EC- 07/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Vaccination site COMIRNATY Not reported ICSR
10011516936 Healthcare |Economic |available |Years reaction (2d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
-) - [n/a - n/a - n/al)
EU-EC- 07/02/2022 | Spontaneous |[Non European |Not 3-11  |Child Female |No Malaise (1d - COMIRNATY Not reported ICSR
10011516939 Healthcare |Economic |available |Years Unknown - ) [TOZINAMERAN] (S
Professional |Area - Immunisation - n/a
- [n/a - n/a - n/a])
EU-EC- 07/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Fatigue (n/a - COMIRNATY Not reported ICSR
10011517179 Healthcare |Economic |available |Years Recovering/Resolving |[TOZINAMERAN] (S
Professional |Area -), -n/a-nfa-[1d-
n/a - n/al)
Headache (n/a -
Recovering/Resolving
=)
Pyrexia (n/a -
Recovering/Resolving
=)
Somnolence (n/a -
Recovering/Resolving
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=)

Urticaria (n/a -
Recovering/Resolving

EU-EC-
10011517196

07/02/2022 |Spontaneous |Healthcare
Professional

European
Economic
Area

Not
available

3-11
Years

Not
Specified

Female

No

Migraine (23d - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)

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

Not reported

—
(2]
|0

EU-EC-
10011517503

07/02/2022 |Spontaneous |Non
Healthcare
Professional

European
Economic
Area

Not
available

3-11
Years

Child

Female

No

Fatigue (0d -
Recovered/Resolved

»

Malaise (0d -
Recovered/Resolved

=)

Vomiting (0d -
Recovered/Resolved

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

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

Not reported

—
(%]
0

EU-EC-
10011517751

07/02/2022 |Spontaneous |Healthcare
Professional

European
Economic
Area

Not
available

3-11
Years

Not
Specified

Male

No

Lymphadenopathy
(n/a - Unknown - ),

Vaccination site
lymphadenopathy
(n/a - Unknown - )

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

Not reported

—
(2]
|0

EU-EC-
10011517804

07/02/2022 |Spontaneous |Healthcare
Professional

European
Economic
Area

Not
available

3-11
Years

Not
Specified

Female

No

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

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

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

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

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

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

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

COMIRNATY
[TOZINAMERAN] (S
-n/a-nfa-[n/a-
.2mL -
Intramuscular])

Not reported

—
(%]
0

EU-EC-
10011517832

07/02/2022 |Spontaneous |Non
Healthcare
Professional

European
Economic
Area

Not
available

3-11
Years

Child

Female

No

Asthenia (n/a -
Recovering/Resolving
=)

Headache (n/a -
Recovering/Resolving

=)

Pyrexia (2d -
Recovering/Resolving

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

Not reported

—
(2}
0

EU-EC-
10011518598

07/02/2022 |Spontaneous |Non
Healthcare
Professional

Non
European
Economic
Area

Not
available

3-11
Years

Not
Specified

Male

No

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

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

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

Not reported

—
(2]
|0

EU-EC-
10011520928

07/02/2022 |Spontaneous |Non
Healthcare

European
Economic

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

Not
available

3-11
Years

Child

Female

No

Application site pain

(n/a -

COMIRNATY
[TOZINAMERAN] (S

Not reported

—
(2]
|0

51/52
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Run Line Listing Report

Professional |Area Recovered/Resolved |- n/a-n/a-[n/a-
=) n/a - n/a])
Fatigue (n/a -
Recovered/Resolved
=)
Headache (n/a -
Recovered/Resolved
=)
Nausea (n/a -
Recovered/Resolved
=)
Vomiting (n/a -
Recovered/Resolved
-)
EU-EC- 07/02/2022 | Spontaneous |[Non European |Not 3-11  |Not Female |No Abdominal pain (2d - |COMIRNATY 10 Not reported ICSR
10011521369 Healthcare |Economic |available |Years |Specified Recovered/Resolved |MICROGRAMS/DOSE
Professional |Area -), CONCENTRATE FOR
DISPERSION FOR
Headache (2d - INJECTION
Recovered/Resolved |[TOZINAMERAN] (S
- - COVID-19
immunisation - Not
applicable - [n/a -
n/a - n/al)
EU-EC- 07/02/2022 |Spontaneous |[Non European |Not 3-11  |Child Male Yes Rash (n/a - COMIRNATY Not reported ICSR
10011522754 Healthcare |Economic |available |Years Recovering/Resolving | [TOZINAMERAN] (S
Professional |Area -) - COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
& O I T Rows 3001 - 3500
Return - Refresh - Print - Export
https://dap.ema.europa.eu/analytics/saw.dlI?Go 52/52



