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Primary Suspect/interacting Concomitant/Not
EU Local (Es\éteway Primary Egﬂ:lctfy Patient izzeg:oup Patient Parent (Rgsglt?gnu—s‘tozl—come -D ;:Jlgltl:_:tfo(r? II:»‘L‘Jl'g-Char Administered Drug List (Drug
Number Receipt Report Type |Source for Literature Reference Age (as per Sex Child |} Seriousness Action taken - Char - Indication PT - Action
D Qualification Group pe Report | =" * . taken - [Duration - Dose -
ate Regulatory reporter) Criteria) [Duration - Dose - Routel)
Purposes Route])
EU-EC- 08/04/2022 |Spontaneous |Non European |Not available 12-17 |Adult Female |No Fatigue (n/a - Not COMIRNATY [PARACETAMOL] (C - n/a -
10012161136 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S |n/a - [n/a - n/a - n/a])
Professional |Area Resolved - ), - COVID-19
immunisation - Not
Headache (n/a - Not |applicable - [n/a -
Recovered/Not 1{DF} - n/al)
Resolved - ),
Injection site
erythema (n/a - Not
Recovered/Not
Resolved - ),
Injection site
inflammation (n/a -
Not Recovered/Not
Resolved - ),
Injection site pain
(n/a - Not
Recovered/Not
Resolved - ),
Injection site warmth
(n/a - Not
Recovered/Not
Resolved - ),
Malaise (n/a - Not
Recovered/Not
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 08/04/2022 | Spontaneous |Non European |Not available 12-17 |Adult Female |No Fatigue (n/a - COMIRNATY Not reported
10012161458 Healthcare |Economic Years Recovering/Resolving | [TOZINAMERAN] (S
Professional |Area - Other Medically - COVID-19
Important immunisation - Not
Condition), applicable - [1d -
1{DF} - Parenteral])
Headache (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Malaise (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Myalgia (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Vertigo (n/a -
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 08/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No Urticaria (n/a - COMIRNATY Not reported
10012161553 Professional |Economic Years Recovered/Resolved |[TOZINAMERAN] (S
Area -) - COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 08/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Menstrual disorder | COMIRNATY Not reported
10012161634 Healthcare |Economic Years (n/a - Unknown - ) |[TOZINAMERAN] (S
Professional |Area - COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 08/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Arrhythmia (n/a - COMIRNATY Not reported
10012161823 Healthcare |Economic Years Not Recovered/Not  |[TOZINAMERAN] (S
Professional |Area Resolved - ), - COVID-19
immunisation - n/a -
Chest discomfort [n/a - 1{DF} -
(n/a - Not Intramuscular])
Recovered/Not
Resolved - )
EU-EC- 08/04/2022 | Spontaneous |Healthcare  |European |Not available 12-17 |Adolescent |Female |No Amenorrhoea (n/a - |COMIRNATY Not reported
10012162051 Professional |Economic Years Not Recovered/Not  |[TOZINAMERAN] (S
Area Resolved - ) - COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 08/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Varicella (1wk - COMIRNATY Not reported
10012162075 Professional |Economic Years Recovering/Resolving | [TOZINAMERAN] (S
Area - - COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 08/04/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Dizziness (n/a - COMIRNATY ASPARAGINASE
10012162560 Healthcare |Economic Years |Specified Unknown - ) [TOZINAMERAN] (S |[ASPARAGINASE] (C - n/a -
Professional |Area - COVID-19 n/a - [n/a - n/a - n/al),
immunisation - Not
applicable - [1d - ONCASPAR [PEGASPARGASE]
n/a - n/a]) (C-nfa-n/a-[n/a-n/a-
n/a])
EU-EC- 08/04/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Body temperature  |COMIRNATY Not reported
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10012162763 Healthcare |Economic Years |Specified increased (n/a - Not |[TOZINAMERAN] (S
Professional |Area Recovered/Not - COVID-19
Resolved - ), immunisation - Not
applicable - [1d -
Chills (n/a - n/a - n/al)
Unknown - ),
Hot flush (n/a - Not
Recovered/Not
Resolved - ),
Hyperhidrosis (n/a -
Not Recovered/Not
Resolved - )
EU-EC- 08/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Inappropriate COMIRNATY Not reported
10012162865 Professional |European Years |Specified schedule of product |[TOZINAMERAN] (S
Economic administration (n/a - |- COVID-19
Area Recovering/Resolving |immunisation - Not
- Caused/Prolonged |applicable - [1d -
Hospitalisation), n/a-
Intramuscular])
Myalgia (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Pain in extremity
(n/a-
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Pruritus (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Pyrexia (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Rash (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Splenomegaly (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 08/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Acute stress disorder | COMIRNATY Not reported
10012162868 Professional |European Years |Specified (n/a- [TOZINAMERAN] (S
Economic Recovered/Resolved |- COVID-19
Area - Other Medically immunisation - Not
Important applicable - [n/a -
Condition), n/a - n/a])
Syncope (n/a -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 08/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Dizziness (n/a - TOZINAMERAN Not reported
10012162871 Professional |European Years |Specified Unknown - ), [TOZINAMERAN] (S
Economic - COVID-19
Area Heart rate increased |immunisation - Not
(n/a - Not applicable - [1d -
Recovered/Not n/a - n/a])
Resolved - Other
Medically Important
Condition),
Palpitations (n/a -
Not Recovered/Not
Resolved - ),
Vomiting (n/a -
Recovered/Resolved
-)
EU-EC- 08/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Syncope (n/a - COMIRNATY Not reported
10012162883 Professional |European Years |Specified Unknown - Other [TOZINAMERAN] (S
Economic Medically Important |- COVID-19
Area Condition) immunisation - Not
applicable - [n/a -
n/a - n/a])
EU-EC- 08/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest pain (n/a - COMIRNATY Not reported
10012162893 Professional |European Years |Specified Unknown - ), [TOZINAMERAN] (S
Economic - COVID-19
Area Myocarditis (n/a - immunisation - Not
Unknown - applicable - [1d -
Caused/Prolonged n/a - n/a])
Hospitalisation,
Other Medically
Important
Condition),
Pericarditis (n/a -
Unknown -
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),
Pyrexia (n/a -
Recovered/Resolved
)
EU-EC- 08/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Syncope (n/a - COMIRNATY Not reported
10012162908 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Economic - Other Medically - COVID-19
Area Important Condition) |immunisation - Not
applicable - [n/a -
n/a - n/a])
EU-EC- 08/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported
10012163043 Professional | Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
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(n/a - Unknown -
Other Medically
Important Condition)

EU-EC-
10012163238

08/04/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

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

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

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

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

Not reported

EU-EC-
10012163272

08/04/2022

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

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

FLUENZ TETRA
[A/GUANGDONG-
MAONAN/SWL1536/2019
(HIN1)PDMO - LIKE STRAIN
(A/HAWAII/66/2019, MEDI
326775), A/HONG
KONG/2671/2019 (H3N2) -
LIKE STRAIN (A/HONG
KONG/2671/2019, MEDI
325078),
B/PHUKET/3073/2013 - LIKE
STRAIN
(B/PHUKET/3073/2013, MEDI
306444),
B/WASHINGTON/02/2019 -
LIKE STRAIN
(B/WASHINGTON/02/2019,
MEDI 323797),
AJTEXAS/50/2012 (H3N2)-
LIKE STRAIN
(AJTEXAS/50/2012, MEDI
237514),
B/BRISBANE/60/2008
(VICTORIA LINEAGE)-LIKE
STRAIN
(B/BRISBANE/60/2008, MEDI
228030),
B/MASSACHUSETTS/2/2012
(YAMAGATA LINEAGE)-LIKE
STRAIN
(B/MASSACHUSETTS/2/2012,
MEDI 237751),
A/CALIFORNIA/7/2009
(H1IN1)PDMO9-LIKE STRAIN
(A/CALIFORNIA/7/2009,
MEDI 228029),
B/BRISBANE/60/2008
(VICTORIA LINEAGE)-LIKE
STRAIN
(B/BRISBANE/60/2008, MEDI
228030),
A/CALIFORNIA/7/2009
(H1IN1)PDMO9-LIKE STRAIN
(A/BOLIVIA/559/2013, MEDI
255962),
B/PHUKET/3073/2013
(YAMAGATA LINEAGE)-LIKE
STRAIN
(B/PHUKET/3073/2013, MEDI
254977), A/HONG
KONG/4801/2014 (H3N2)-
LIKE STRAIN (A/NEW
CALEDONIA/71/2014, MEDI
263122),
B/PHUKET/3073/2013
(YAMAGATA LINEAGE)-LIKE
STRAIN
(B/PHUKET/3073/2013, MEDI
254977),
A/MICHIGAN/45/2015
(HIN1)PDMO - LIKE STRAIN
(A/SLOVENIA/2903/2015,
MEDI 279432),
A/SINGAPORE/INFIMH-16-
0019/2016 (H3N2)-LIKE
STRAIN
(A/SINGAPORE/INFIMH-16-
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0019/2016, MEDI 291690),
B/COLORADO/06/2017-LIKE
STRAIN
(B/COLORADO/06/2017,
MEDI 293454),
B/PHUKET/3073/2013 - LIKE
STRAIN
(B/PHUKET/3073/2013, MEDI
306444),
B/WASHINGTON/02/2019 -
LIKE STRAIN
(B/WASHINGTON/02/2019,
MEDI 323797),
A/CAMBODIA/E0826360/2020
(H3N2) - LIKE STRAIN
(A/TASMANIA/503/2020,
MEDI 339018),
A/VICTORIA/2570/2019
(H1N1)PDMO09 - LIKE STRAIN
(A/VICTORIA/1/2020, MEDL
340505)] (C - Immunisation -
n/a - [n/a - n/a - n/a])
EU-EC- 08/04/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Insomnia (n/a - Not |COMIRNATY Not reported
10012163285 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), - COVID-19
immunisation - Not
Papule (n/a - Not applicable - [1d -
Recovered/Not n/a - n/al)
Resolved - ),
Rash pruritic (n/a -
Not Recovered/Not
Resolved - ),
Skin burning
sensation (n/a - Not
Recovered/Not
Resolved - ),
Urticaria (n/a - Not
Recovered/Not
Resolved - ),
Urticaria chronic (n/a
- Not Recovered/Not
Resolved - )
EU-EC- 08/04/2022 | Spontaneous |Healthcare |Non Wang, S.. Post BNT162b2 mRNA 12-17 |Not Female |No Glomerulonephritis | TOZINAMERAN Not reported
10012163529 Professional |European |COVID-19 vaccination Henoch- Years |Specified (n/a - Unknown - [TOZINAMERAN] (S
Economic |Schonlein Pupura. Postgrad Med J. Other Medically - COvVID-19
Area 2022;1-2. Important immunisation - Not
doi:10.1136/postgradmed;j-2021- Condition), applicable - [n/a -
141407 n/a - n/al)
Henoch-Schonlein
purpura (n/a -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 08/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Application site pain |COMIRNATY Not reported
10012163745 Professional |Economic Years (n/a- [TOZINAMERAN] (S
Area Recovered/Resolved |- n/a-n/a-[n/a-
- n/a-
Intramuscular])
EU-EC- 08/04/2022 | Spontaneous |Healthcare |European |Mourgela, A.. Diplopia after 12-17 |Not Female |No Condition aggravated | COMIRNATY Not reported
10012163955 Professional |Economic |vaccination against Coronavirus Years |Specified (n/a - Unknown - [TOZINAMERAN] (S
Area Disease-19. 14th ONE-DAY Caused/Prolonged - COVID-19
CONFERENCE OF THE HELLENIC Hospitalisation, immunisation - Not
SOCIETY OF PEDIATRIC Other Medically applicable - [n/a -
OPHTHALMOLOGY AND S. 2022;2-9 Important n/a - n/a])
Condition),
Diplopia (n/a -
Unknown -
Caused/Prolonged
Hospitalisation,
Other Medically
Important Condition)
EU-EC- 08/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Loss of COMIRNATY Not reported
10012164376 Professional |European Years |Specified consciousness (n/a - |[TOZINAMERAN] (S
Economic Recovered/Resolved |- COVID-19
Area - Other Medically immunisation - Not
Important applicable - [1d -
Condition), n/a - n/al)
Orthostatic
intolerance (n/a -
Recovered/Resolved
-)
EU-EC- 08/04/2022 |Spontaneous |Healthcare |European |Lazniak-pfajfer, A.. Myocarditis 12-17 |Not Male No Myocarditis (n/a - TOZINAMERAN Not reported
10012164601 Professional |Economic |associated with COVID-19 Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Area vaccination in three male teenagers. - Caused/Prolonged |- COVID-19
Polskie Archiwum Medycyny Hospitalisation, immunisation - Not
Wewnetrznej. 2022;132: No. Other Medically applicable - [n/a -
2:10.20452/pamw.16160. Important Condition) |n/a - n/a])
doi:10.20452/pamw.16160
EU-EC- 08/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Death (n/a - Fatal -  |COMIRNATY Not reported
10012164889 Professional |Economic Years Results in Death) [TOZINAMERAN] (S
Area - COVID-19
immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 08/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported
10012165268 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 08/04/2022 | Spontaneous |Non Non Not available 12-17 |Not Female |No COVID-19 (n/a - COMIRNATY Not reported
10012165300 Healthcare |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Professional | Economic - Other Medically - COVID-19
Area Important immunisation - Not
Condition), applicable - [1d -
n/a-
Drug ineffective (n/a |Intramuscular])
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Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 08/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported
10012165551 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 08/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported
10012165557 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 08/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Headache (n/a - COMIRNATY Not reported
10012165676 Professional | Economic Years Unknown - ), [TOZINAMERAN] (S
Area - COVID-19
Malaise (n/a - immunisation - Not
Unknown - ) applicable - [1d -
1{DF} - Unknown])
EU-EC- 08/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Vaccination site COMIRNATY Not reported
10012165684 Professional |Economic Years lymphadenopathy [TOZINAMERAN] (S
Area (n/a - Unknown -) |- COVID-19
immunisation - Not
applicable - [1d -
1{DF} - Unknown])
EU-EC- 08/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Vaccination site pain | COMIRNATY Not reported
10012165710 Professional |Economic Years (n/a - Unknown -) |[TOZINAMERAN] (S
Area - COVID-19
immunisation - Not
applicable - [1d -
1{DF} - Unknown])
EU-EC- 08/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Herpes zoster (26d - |COMIRNATY Not reported
10012165719 Professional |Economic Years Recovered/Resolved |[TOZINAMERAN] (S
Area - Other Medically - COVID-19
Important Condition) |immunisation - Not
applicable - [1d -
3mL -
Intramuscular])
EU-EC- 08/04/2022 |Spontaneous |Healthcare |European |Lazniak-Pfajfer, A.. Myocarditis 12-17 |Not Male No Asthenia (n/a - TOZINAMERAN Not reported
10012165837 Professional |Economic |associated with COVID-19 Years |Specified Unknown - [TOZINAMERAN] (S
Area vaccination in three male teenagers.. Caused/Prolonged - COVID-19
Polskie Archiwum Medycyny Hospitalisation, immunisation - Not
Wewnetrznej. Other Medically applicable - [n/a -
2022;132(2):10.20452/pamw.16160. Important n/a - n/al)
doi:10.20452/pamw.16160 Condition),
Chest pain (n/a -
Unknown -
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),
Fibrosis (n/a -
Unknown -
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),
Myocarditis (n/a -
Unknown -
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),
Pericardial effusion
(n/a - Unknown -
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),
Pyrexia (n/a -
Unknown -
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),
Tachycardia (n/a -
Unknown -
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),
Troponin increased
(n/a - Unknown -
Caused/Prolonged
Hospitalisation,
Other Medically
Important Condition)
EU-EC- 08/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported
10012165898 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 08/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported
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10012165900 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 08/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported
10012166029 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 08/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported
10012166042 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 08/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No COVID-19 (n/a - COMIRNATY Not reported
10012166060 Professional |Economic Years |Specified Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- COVID-19
Condition), immunisation - Not
applicable - [1d -
Vaccination failure  |n/a -
(n/a - Unknown - Intramuscular])
Other Medically
Important Condition)
EU-EC- 08/04/2022 | Spontaneous |Healthcare  |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported
10012166151 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 08/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported
10012166154 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 08/04/2022 | Spontaneous |Healthcare  |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported
10012166159 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 08/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported
10012166171 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 08/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported
10012166179 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 08/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported
10012166184 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 07/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Fatigue (n/a - Not COMIRNATY Not reported
10012138520 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), -nfa-n/a-[n/a-
n/a - n/al)
Headache (n/a - Not
Recovered/Not
Resolved - ),
Injection site pain
(n/a - Not
Recovered/Not
Resolved - ),
Lymphadenopathy
(n/a - Not
Recovered/Not
Resolved - ),
Pallor (n/a - Not
Recovered/Not
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - ),
Somnolence (n/a -
Not Recovered/Not
Resolved - )

https://dap.ema.europa.eu/analytics/saw.dll?Go
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EU-EC- 07/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Thrombocytopenia | COMIRNATY Not reported
10012138840 Professional | Economic Years |Specified (n/a - Unknown - [TOZINAMERAN] (S
Area Other Medically - COVID-19
Important Condition) [immunisation - Not
applicable - [n/a -
.3mL - n/a])
EU-EC- 07/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Urticaria (n/a - COMIRNATY Not reported
10012138841 Professional |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Area - Other Medically - COVID-19
Important Condition) |immunisation - n/a -
[n/a-n/a-
Intramuscular])
EU-EC- 07/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Blood pressure COMIRNATY Not reported
10012138859 Professional |Economic Years |Specified decreased (0d - [TOZINAMERAN] (S
Area Recovered/Resolved |- COVID-19
- Other Medically immunisation - Not
Important applicable - [n/a -
Condition), 1{DF} -
Intramuscular])
Bradycardia (0d -
Recovered/Resolved
- Other Medically
Important
Condition),
Loss of
consciousness (0d -
Recovered/Resolved
- Other Medically
Important
Condition),
Pallor (0d -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 07/04/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Loss of COMIRNATY Not reported
10012138888 Healthcare |Economic Years |Specified consciousness (n/a - |[TOZINAMERAN] (S
Professional |Area Recovering/Resolving |- COVID-19
- Other Medically immunisation - Not
Important applicable - [n/a -
Condition), .3mL -
Intramuscular])
Seizure (n/a -
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 07/04/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Dermatitis bullous COMIRNATY Not reported
10012138939 Healthcare |Economic Years |Specified (n/a- [TOZINAMERAN] (S
Professional |Area Recovering/Resolving |- COVID-19
- Other Medically immunisation - Not
Important Condition) |applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 07/04/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Dizziness (n/a - Not |COMIRNATY Not reported
10012139227 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), - COVID-19
immunisation - n/a -
Headache (n/a - Not |[n/a - .3mL -
Recovered/Not Intramuscular])
Resolved - ),
Hypotension (n/a -
Not Recovered/Not
Resolved - )
EU-EC- 07/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Chest pain (n/a - Not | COMIRNATY Not reported
10012139352 Professional |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S
Area Resolved - Other - COVID-19
Medically Important |immunisation - n/a -
Condition), [n/a-n/a-
Intramuscular])
Dyspnoea (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 07/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chills (n/a - COMIRNATY Not reported
10012139764 Professional |European Years |Specified Recovering/Resolving |[TOZINAMERAN] (S
Economic - Other Medically - COVID-19
Area Important immunisation - Not
Condition), applicable - [n/a -
n/a - n/a])
Pyrexia (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Syncope (n/a -
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 07/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest pain (n/a - Not | COMIRNATY Not reported
10012139768 Professional |European Years |Specified Recovered/Not [TOZINAMERAN] (S
Economic Resolved - - COVID-19
Area Caused/Prolonged immunisation - Not
Hospitalisation), applicable - [n/a -
n/a - n/al)
Myocarditis (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Pain (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Pyrexia (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 07/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Bell's palsy (n/a - COMIRNATY Not reported
10012139782 Professional |European Years |Specified Recovering/Resolving | [TOZINAMERAN] (S
- COVID-19
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Economic - Other Medically immunisation - Not
Area Important Condition) |applicable - [n/a -
n/a - n/a])
EU-EC- 07/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Psychogenic seizure |COMIRNATY Not reported
10012139789 Professional |European Years |Specified (n/a- [TOZINAMERAN] (S
Economic Recovering/Resolving |- COVID-19
Area - Other Medically immunisation - Not
Important Condition) |applicable - [n/a -
n/a - n/a])
EU-EC- 07/04/2022 |Spontaneous |Non Non Not available 12-17 |Not Female |No Blindness transient | COMIRNATY Not reported
10012139792 Healthcare |European Years |Specified (n/a- [TOZINAMERAN] (S
Professional |Economic Recovered/Resolved |- COVID-19
Area - Disabling), immunisation - Not
applicable - [n/a -
Hypersomnia (n/a- |n/a-
Recovered/Resolved |Intramuscular])
- Disabling),
Hypotension (n/a -
Recovered/Resolved
- Disabling),
Pallor (n/a -
Recovered/Resolved
- Disabling)
EU-EC- 07/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Anaphylactic reaction | COMIRNATY Not reported
10012139793 Professional |European Years |Specified (n/a - [TOZINAMERAN] (S
Economic Recovered/Resolved |- COVID-19
Area - Life Threatening), ~|immunisation - Not
applicable - [n/a -
Cough (n/a - n/a - n/a])
Recovered/Resolved
- Life Threatening),
Enlarged uvula (n/a -
Recovered/Resolved
- Life Threatening),
Periorbital swelling
(n/a-
Recovered/Resolved
- Life Threatening),
Rhinorrhoea (n/a -
Recovered/Resolved
- Life Threatening),
Sensation of foreign
body (n/a -
Recovered/Resolved
- Life Threatening),
Swollen tongue (n/a
Recovered/Resolved
- Life Threatening)
EU-EC- 07/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Syncope (n/a - COMIRNATY Not reported
10012139802 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Economic - Other Medically - COVID-19
Area Important Condition) |immunisation - Not
applicable - [n/a -
n/a - n/a])
EU-EC- 07/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Myocarditis (n/a - COMIRNATY Not reported
10012139804 Professional |European Years |Specified Recovering/Resolving | [TOZINAMERAN] (S
Economic - Other Medically - COVID-19
Area Important immunisation - Not
Condition), applicable - [n/a -
n/a - n/al)
Pyrexia (n/a -
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 07/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Vasculitis (n/a - COMIRNATY Not reported
10012139879 Professional |European Years |Specified Unknown - Other [TOZINAMERAN] (S
Economic Medically Important |- COVID-19
Area Condition) immunisation - Not
applicable - [n/a -
n/a - n/al)
EU-EC- 07/04/2022 | Spontaneous |Healthcare  |Non Not available 12-17 |Not Male No Chest pain (n/a - COMIRNATY Not reported
10012139882 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Economic - Caused/Prolonged |- COVID-19
Area Hospitalisation), immunisation - Not
applicable - [n/a -
Myocarditis (n/a - n/a - n/a])
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)
EU-EC- 07/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Syncope (n/a - COMIRNATY Not reported
10012139892 Professional |European Years |Specified Recovering/Resolving | [TOZINAMERAN] (S
Economic - Other Medically - COVID-19
Area Important Condition) |immunisation - Not
applicable - [n/a -
n/a - n/a])
EU-EC- 07/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest pain (n/a - COMIRNATY Not reported
10012139896 Professional |European Years |Specified Recovering/Resolving | [TOZINAMERAN] (S
Economic - Caused/Prolonged |- COVID-19
Area Hospitalisation), immunisation - Not
applicable - [n/a -
Myocarditis (n/a - n/a - n/a])
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 07/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Syncope (n/a - COMIRNATY Not reported
10012139905 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Economic - Other Medically - COVID-19
Area Important Condition) |immunisation - Not
applicable - [n/a -
n/a - n/a])
EU-EC- 07/04/2022 | Spontaneous | Healthcare |Non Not available 12-17 |Not Male No Bell's palsy (n/a - COMIRNATY Not reported
10012139911 Professional |European Years |Specified Not Recovered/Not  |[TOZINAMERAN] (S
Economic Resolved - Other - COVID-19
Area Medically Important |immunisation - Not
Condition) applicable - [n/a -
n/a - n/a])
EU-EC- 07/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest pain (n/a - COMIRNATY Not reported
10012139921 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
- Caused/Prolonged |- COVID-19
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Economic Hospitalisation), immunisation - Not
Area applicable - [n/a -
Palpitations (n/a - n/a - n/al)
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Pericarditis (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)
EU-EC- 07/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Generalised tonic- COMIRNATY Not reported
10012140058 Professional |European Years |Specified clonic seizure (n/a - |[TOZINAMERAN] (S
Economic Recovered/Resolved |- COVID-19
Area - Other Medically immunisation - Not
Important Condition) |applicable - [n/a -
n/a - n/al)
EU-EC- 07/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Angioedema (n/a - |COMIRNATY Not reported
10012140369 Professional |European Years |Specified Recovering/Resolving | [TOZINAMERAN] (S
Economic - Other Medically - COVID-19
Area Important immunisation - Not
Condition), applicable - [n/a -
n/a - n/al)
Palpitations (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Rash maculo-papular
(n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Swelling face (n/a -
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 07/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Acute stress disorder | COMIRNATY Not reported
10012140376 Professional |European Years |Specified (n/a - [TOZINAMERAN] (S
Economic Recovering/Resolving |- COVID-19
Area - Other Medically immunisation - Not
Important applicable - [n/a -
Condition), n/a - n/al)
Psychogenic seizure
(n/a-
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 07/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Syncope (n/a - COMIRNATY Not reported
10012140377 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Economic - Other Medically - COVID-19
Area Important Condition) |immunisation - Not
applicable - [n/a -
n/a - n/a)
EU-EC- 07/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Pharyngeal swelling |COMIRNATY Not reported
10012140384 Professional |European Years |Specified (n/a - [TOZINAMERAN] (S
Economic Recovered/Resolved |- COVID-19
Area - Other Medically immunisation - Not
Important applicable - [n/a -
Condition), n/a - n/a])
Syncope (n/a -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 07/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Epilepsy (n/a - COMIRNATY Not reported
10012140421 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Economic - Other Medically - COVID-19
Area Important Condition) |immunisation - Not
applicable - [n/a -
n/a - n/a])
EU-EC- 07/04/2022 | Spontaneous | Healthcare |Non Not available 12-17 |Not Male No Bell's palsy (n/a - COMIRNATY Not reported
10012140426 Professional |European Years |Specified Recovering/Resolving | [TOZINAMERAN] (S
Economic - Other Medically - COVID-19
Area Important Condition) |immunisation - Not
applicable - [n/a -
n/a - n/a])
EU-EC- 07/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No COVID-19 (n/a - COMIRNATY Not reported
10012140427 Professional |European Years |Specified Unknown - Other [TOZINAMERAN] (S
Economic Medically Important |- COVID-19
Area Condition), immunisation - Not
applicable - [n/a -
Drug ineffective (n/a |n/a - n/al)
- Unknown - Other
Medically Important
Condition),
Rash pruritic (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 07/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Lymphadenopathy | COMIRNATY [ISOTRETINOIN] (C - n/a -
10012140524 Professional | Economic Years |Specified (n/a - Not [TOZINAMERAN] (S |n/a - [n/a - 10mg - n/a])
Area Recovered/Not - COVID-19
Resolved - ), immunisation - Not
applicable - [1d -
Rash (n/a - Not n/a-
Recovered/Not Intramuscular])
Resolved - )
EU-EC- 07/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Headache (n/a - COMIRNATY Not reported
10012140532 Professional |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Area =) - COVID-19
immunisation - Not
Nausea (n/a - applicable - [1d -
Recovered/Resolved |n/a -
=) Intramuscular])
Vomiting (n/a -
Recovered/Resolved
-)
EU-EC- 07/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Syncope (n/a - COMIRNATY Not reported
10012140631 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Economic - Other Medically - COVID-19
Area Important Condition) |immunisation - Not
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applicable - [n/a -
n/a - n/a])

EU-EC-
10012140921

07/04/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

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

Not reported

EU-EC-
10012140941

07/04/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

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

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

Not reported

EU-EC-
10012140945

07/04/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

Not reported

EU-EC-
10012141036

07/04/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

Not reported

EU-EC-
10012141276

07/04/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

Chest pain (1.5h -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

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

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

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

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

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

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

Not reported

EU-EC-
10012141408

07/04/2022

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

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

Syncope (n/a -
Unknown - Other

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

Not reported
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Medically Important
Condition)

EU-EC-
10012141500

07/04/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

Body temperature
increased (n/a -
Recovered/Resolved

-

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

Inflammatory marker
increased (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),

Myocardial necrosis
marker increased
(n/a-
Recovering/Resolving
- Other Medically
Important
Condition),

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

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

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

Not reported

EU-EC-
10012141681

07/04/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

Oxygen saturation
decreased (0d -
Recovered/Resolved
- Other Medically
Important
Condition),

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

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

Not reported

EU-EC-
10012141711

07/04/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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

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

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

Not reported

EU-EC-
10012141947

07/04/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

Romberg test
positive (2h -
Recovered/Resolved
- Other Medically
Important
Condition),

Vomiting (0d -
Recovered/Resolved
- Congenital
Anomaly, Other
Medically Important
Condition)

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

Not reported

EU-EC-
10012141980

07/04/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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

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

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

Not reported

EU-EC-
10012142030

07/04/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

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

Not available

12-17
Years

Not
Specified

Female

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

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

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

EU-EC-
10012142043

07/04/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Rhabdomyolysis (n/a

Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

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

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

Not reported

EU-EC-
10012142061

07/04/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

Generalised tonic-
clonic seizure (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

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

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

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

Visual impairment
(n/a-
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10012142063

07/04/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

Not reported

EU-EC-
10012142071

07/04/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

Not reported

EU-EC-
10012142075

07/04/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

Not reported

EU-EC-
10012142077

07/04/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

Not reported

EU-EC-
10012142079

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

07/04/2022

Spontaneous

Healthcare
Professional

Non
European

Not available

12-17
Years

Not
Specified

Male

Chest discomfort
(n/a-
Recovered/Resolved

COMIRNATY
[TOZINAMERAN] (S
- COVID-19

Not reported
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Economic - Caused/Prolonged |immunisation - Not
Area Hospitalisation), applicable - [n/a -
n/a - n/a])
Pyrexia (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)
EU-EC- 07/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest discomfort COMIRNATY Not reported
10012142085 Professional |European Years |Specified (n/a- [TOZINAMERAN] (S
Economic Recovered/Resolved |- COVID-19
Area - Caused/Prolonged |immunisation - Not
Hospitalisation), applicable - [n/a -
n/a - n/al)
Myocarditis (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)
EU-EC- 07/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest pain (n/a - COMIRNATY Not reported
10012142087 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Economic - Caused/Prolonged |- COVID-19
Area Hospitalisation), immunisation - Not
applicable - [n/a -
Dyspnoea (n/a - n/a - n/al)
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Palpitations (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)
EU-EC- 07/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Postural orthostatic | COMIRNATY Not reported
10012142111 Professional |European Years |Specified tachycardia [TOZINAMERAN] (S
Economic syndrome (n/a - - COVID-19
Area Recovering/Resolving |immunisation - Not
- Caused/Prolonged |applicable - [n/a -
Hospitalisation) n/a - n/a)])
EU-EC- 07/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Angioedema (n/a - | COMIRNATY Not reported
10012142127 Professional |European Years |Specified Recovering/Resolving | [TOZINAMERAN] (S
Economic - Other Medically - COVID-19
Area Important immunisation - Not
Condition), applicable - [n/a -
n/a - n/al])
Pain (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),
Pyrexia (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),
Urticaria (n/a -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 07/04/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Arthralgia (5d - COMIRNATY Not reported
10012142137 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area =) - COVID-19
immunisation - Not
Erythema (3d - applicable - [1d -
Recovered/Resolved |n/a -
=), Intramuscular])
Pain in extremity (5d
Recovered/Resolved
-)
EU-EC- 07/04/2022 | Spontaneous |Non Non Not available 12-17 |Not Male No Palpitations (n/a - COMIRNATY Not reported
10012142140 Healthcare |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Professional |Economic - Other Medically - COVID-19
Area Important immunisation - Not
Condition), applicable - [n/a -
n/a - n/a])
Pericarditis (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),
Pyrexia (n/a -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 07/04/2022 | Spontaneous |Healthcare  |Non Not available 12-17 |Not Female |No Dyspnoea (n/a - COMIRNATY Not reported
10012142146 Professional |European Years |Specified Recovering/Resolving | [TOZINAMERAN] (S
Economic - Caused/Prolonged |- COVID-19
Area Hospitalisation), immunisation - Not
applicable - [n/a -
Palpitations (n/a - n/a - n/al)
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Pericarditis (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation,
Other Medically
Important Condition)
EU-EC- 07/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Chest pain (n/a - Not | COMIRNATY Not reported
10012142160 Professional |European Years |Specified Recovered/Not [TOZINAMERAN] (S
Economic Resolved - - COVID-19
Area Caused/Prolonged immunisation - Not
Hospitalisation), applicable - [n/a -
n/a - n/a])
Presyncope (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)
EU-EC- 07/04/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Malaise (n/a - Not COMIRNATY Not reported
10012142165 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), - COVID-19
immunisation - Not
Oropharyngeal pain
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(n/a - Unknown - ), |applicable - [1d -
n/a - n/a])
Pain in extremity
(n/a -
Recovering/Resolving
=l
Pyrexia (n/a - Not
Recovered/Not
Resolved - ),
Vaccination site pain
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 07/04/2022 | Spontaneous |Healthcare  |Non Not available 12-17 |Not Male No Acute stress disorder | COMIRNATY Not reported
10012142166 Professional |European Years |Specified (n/a- [TOZINAMERAN] (S
Economic Recovered/Resolved |- COVID-19
Area - Other Medically immunisation - Not
Important applicable - [n/a -
Condition), n/a - n/a])
Syncope (n/a -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 07/04/2022 | Spontaneous |Healthcare  |Non Not available 12-17 |Not Male No Seizure (n/a - COMIRNATY Not reported
10012142168 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Economic - Other Medically - COVID-19
Area Important Condition) |immunisation - Not
applicable - [n/a -
n/a - n/a])
EU-EC- 07/04/2022 | Spontaneous |Healthcare  |Non Not available 12-17 |Not Male No Pyrexia (n/a - COMIRNATY Not reported
10012142187 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Economic - Caused/Prolonged |- COVID-19
Area Hospitalisation), immunisation - Not
applicable - [n/a -
Seizure (n/a - n/a - n/al)
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)
EU-EC- 07/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Anaphylactic reaction | COMIRNATY Not reported
10012142198 Professional |European Years |Specified (n/a - Not [TOZINAMERAN] (S
Economic Recovered/Not - COVID-19
Area Resolved - Other immunisation - Not
Medically Important |applicable - [n/a -
Condition) n/a - n/al])
EU-EC- 07/04/2022 | Spontaneous |Healthcare  |Non Not available 12-17 |Not Male No Chest pain (n/a - COMIRNATY Not reported
10012142201 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Economic - Caused/Prolonged |- COVID-19
Area Hospitalisation), immunisation - Not
applicable - [n/a -
Myocarditis (n/a - n/a - n/al)
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Palpitations (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)
EU-EC- 07/04/2022 | Spontaneous | Healthcare  |Non Not available 12-17 |Not Male No Chest pain (n/a - COMIRNATY Not reported
10012142208 Professional |European Years |Specified Recovering/Resolving | [TOZINAMERAN] (S
Economic - Caused/Prolonged |- COVID-19
Area Hospitalisation), immunisation - Not
applicable - [n/a -
Pain (n/a - n/a - n/al)
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Pericarditis (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Pyrexia (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Vomiting (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 07/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Anaphylactic reaction | COMIRNATY Not reported
10012142209 Professional |European Years |Specified (n/a- [TOZINAMERAN] (S
Economic Recovering/Resolving |- COVID-19
Area - Caused/Prolonged |immunisation - Not
Hospitalisation, applicable - [n/a -
Other Medically n/a - n/al)
Important
Condition),
Lip swelling (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Swollen tongue (n/a
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Urticaria (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 07/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Partial seizures (n/a - | COMIRNATY Not reported
10012142213 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Economic - Caused/Prolonged |- COVID-19
Area Hospitalisation), immunisation - Not
applicable - [n/a -
Traumatic n/a - n/a])
haematoma (n/a -
Recovered/Resolved
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- Caused/Prolonged
Hospitalisation)
EU-EC- 07/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Epilepsy (n/a - COMIRNATY Not reported
10012142217 Professional |European Years |Specified Recovering/Resolving | [TOZINAMERAN] (S
Economic - Other Medically - COVID-19
Area Important Condition) |immunisation - Not
applicable - [n/a -
n/a - n/a])
EU-EC- 07/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported
10012142552 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 07/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest pain (n/a - COMIRNATY Not reported
10012142587 Professional |European Years |Specified Recovering/Resolving | [TOZINAMERAN] (S
Economic - Other Medically - COVID-19
Area Important immunisation - Not
Condition), applicable - [n/a -
n/a - n/aj)
Myocarditis (n/a -
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 07/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Chills (n/a - COMIRNATY Not reported
10012142615 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Economic =) - COVID-19
Area immunisation - Not
Headache (n/a - applicable - [1d -
Recovered/Resolved |n/a -
=) Intramuscular])
Loss of
consciousness (n/a -
Fatal - Results in
Death,
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),
Pyrexia (n/a -
Recovered/Resolved
=)
Seizure (n/a - Fatal -
Results in Death,
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),
Vomiting (n/a -
Recovered/Resolved
)
EU-EC- 07/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Bell's palsy (n/a - COMIRNATY Not reported
10012142628 Professional |European Years |Specified Unknown - Other [TOZINAMERAN] (S
Economic Medically Important |- COVID-19
Area Condition) immunisation - Not
applicable - [n/a -
n/a - n/a])
EU-EC- 07/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Headache (n/a - COMIRNATY Not reported
10012142632 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Economic - Other Medically - COVID-19
Area Important immunisation - Not
Condition), applicable - [n/a -
n/a - n/a])
Status epilepticus
(n/a-
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 07/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest pain (n/a - COMIRNATY Not reported
10012142649 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Economic - Caused/Prolonged |- COVID-19
Area Hospitalisation), immunisation - Not
applicable - [n/a -
Dyspnoea (n/a - n/a - n/a])
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Myocarditis (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)
EU-EC- 07/04/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Menstruation delayed | COMIRNATY Not reported
10012142771 Healthcare |Economic Years |Specified (22d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- COVID-19
- immunisation - Not
applicable - [n/a -
1{DF} - n/al])
EU-EC- 07/04/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Injection site pain COMIRNATY Not reported
10012143675 Healthcare |Economic Years |Specified (n/a- [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- COVID-19
=), immunisation - Not
applicable - [n/a -
Limb discomfort (n/a |1{DF} - n/a])
Recovered/Resolved
EU-EC- 07/04/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Tremor (n/a - COMIRNATY Not reported
10012143880 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -) - COVID-19
immunisation - n/a -
[n/a - 1{DF} - n/a])
EU-EC- 07/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Application site pain  |COMIRNATY Not reported
10012143881 Healthcare |Economic Years (n/a- [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- COVID-19
=), immunisation - n/a -
[n/a - 1{DF} - n/al)
Headache (2d -
Recovered/Resolved
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=)
Migraine (1wk -
Recovered/Resolved
-)
EU-EC- 07/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |Yes Syncope (2min - COMIRNATY [CYPROTERONE ACETATE,
10012144028 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S |ETHINYLESTRADIOL] (C - n/a
Professional |Area - Disabling) - COVID-19 -n/a-[n/a-n/a-n/a])
immunisation - Not
applicable - [n/a -
.3mL - n/a])
EU-EC- 07/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Dyspnoea (1d - COMIRNATY Not reported
10012144055 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S
Professional |Area =) - Immunisation - n/a
-[n/a - n/a-nja])
Feeling hot (0d -
Recovering/Resolving
=)
Injection site pain
(4d - Unknown - ),
Lymphadenopathy
(4d -
Recovering/Resolving
EU-EC- 07/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Cough (60d - COMIRNATY Not reported
10012144084 Healthcare |Economic Years Unknown - ), [TOZINAMERAN] (S
Professional |Area - Immunisation - n/a
Fatigue (n/a - Not - [n/a-n/a-n/a])
Recovered/Not
Resolved - )
EU-EC- 07/04/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Cough (28d - Not COMIRNATY Not reported
10012144169 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), - Immunisation - n/a
- [n/a-n/a-n/a])
Dizziness (28d - Not
Recovered/Not
Resolved - ),
Fatigue (28d - Not
Recovered/Not
Resolved - ),
Headache (28d - Not
Recovered/Not
Resolved - ),
Influenza (28d - Not
Recovered/Not
Resolved - ),
Lymphadenopathy
(28d - Not
Recovered/Not
Resolved - )
EU-EC- 07/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported
10012144302 Professional | Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 07/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Pericarditis (n/a - COMIRNATY Not reported
10012145868 Professional |European Years |Specified Unknown - [TOZINAMERAN] (S
Economic Caused/Prolonged - COVID-19
Area Hospitalisation), immunisation - Not
applicable - [n/a -
Rheumatic fever (n/a |n/a - n/a])
- Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 07/04/2022 | Spontaneous |Healthcare  |Non Not available 12-17 |Not Male No Chest pain (n/a - Not | COMIRNATY Not reported
10012145883 Professional |European Years |Specified Recovered/Not [TOZINAMERAN] (S
Economic Resolved - - COVID-19
Area Caused/Prolonged immunisation - Not
Hospitalisation), applicable - [n/a -
n/a - n/a])
Myocarditis (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 07/04/2022 | Spontaneous |Healthcare  |Non Not available 12-17 |Not Male No Chest pain (n/a - COMIRNATY Not reported
10012145891 Professional |European Years |Specified Unknown - [TOZINAMERAN] (S
Economic Caused/Prolonged - COVID-19
Area Hospitalisation), immunisation - Not
applicable - [n/a -
Myocarditis (n/a - n/a - n/al)
Unknown -
Caused/Prolonged
Hospitalisation),
Tachycardia (n/a -
Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 07/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Seizure (n/a - COMIRNATY Not reported
10012145908 Professional |European Years |Specified Recovering/Resolving | [TOZINAMERAN] (S
Economic - Other Medically - COvVID-19
Area Important Condition) |immunisation - Not
applicable - [n/a -
n/a - n/a])
EU-EC- 07/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest pain (n/a - COMIRNATY Not reported
10012145909 Professional |European Years |Specified Recovering/Resolving |[TOZINAMERAN] (S
Economic - Caused/Prolonged |- COVID-19
Area Hospitalisation), immunisation - Not
applicable - [n/a -
Dyspnoea (n/a - n/a - n/a])
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Myocarditis (n/a -
Recovering/Resolving
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- Caused/Prolonged
Hospitalisation)
EU-EC- 07/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Angina pectoris (nfa |COMIRNATY Not reported
10012145914 Professional |European Years |Specified - [TOZINAMERAN] (S
Economic Recovering/Resolving |- COVID-19
Area - Other Medically immunisation - Not
Important applicable - [1d -
Condition), n/a - Unknown])
Chest pain (n/a -
Recovering/Resolving
=)
Discomfort (n/a -
Recovering/Resolving
=N
Dizziness (n/a -
Recovering/Resolving
=)
Pain in extremity
(n/a-
Recovering/Resolving
=k
Palpitations (n/a -
Recovering/Resolving
=)
Vaccination site pain
(n/a -
Recovering/Resolving
EU-EC- 07/04/2022 | Spontaneous |Healthcare  |Non Not available 12-17 |Not Female |No Seizure (n/a - COMIRNATY Not reported
10012145924 Professional |European Years |Specified Recovering/Resolving | [TOZINAMERAN] (S
Economic - Caused/Prolonged |- COVID-19
Area Hospitalisation) immunisation - Not
applicable - [n/a -
n/a - n/a])
EU-EC- 07/04/2022 | Spontaneous | Healthcare |Non Not available 12-17 |Not Male No Flushing (n/a - COMIRNATY Not reported
10012145934 Professional |European Years |Specified Recovering/Resolving | [TOZINAMERAN] (S
Economic - Other Medically - COVID-19
Area Important immunisation - Not
Condition), applicable - [n/a -
3mL -
Incorrect route of Subcutaneous])
product
administration (n/a -
Unknown - ),
Vaccination site
nodule (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Vaccination site
warmth (n/a -
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 07/04/2022 | Spontaneous |Healthcare  |Non Not available 12-17 |Not Female |No Pyrexia (n/a - COMIRNATY Not reported
10012145940 Professional |European Years |Specified Recovering/Resolving | [TOZINAMERAN] (S
Economic - Caused/Prolonged |- COVID-19
Area Hospitalisation), immunisation - Not
applicable - [n/a -
Seizure (n/a - n/a - n/al)
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 07/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Confusional state COMIRNATY Not reported
10012145952 Professional |European Years |Specified (n/a - [TOZINAMERAN] (S
Economic Recovering/Resolving |- COVID-19
Area - Caused/Prolonged  |immunisation - Not
Hospitalisation), applicable - [n/a -
n/a - n/a])
Gait disturbance (n/a
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Headache (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 07/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Febrile convulsion COMIRNATY Not reported
10012145954 Professional |European Years |Specified (n/a - Unknown - [TOZINAMERAN] (S
Economic Caused/Prolonged - COVID-19
Area Hospitalisation), immunisation - Not
applicable - [n/a -
Pyrexia (n/a - n/a - n/aj)
Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 07/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Anaphylactic reaction | COMIRNATY Not reported
10012145956 Professional |European Years |Specified (n/a- [TOZINAMERAN] (S
Economic Recovered/Resolved |- COVID-19
Area - Caused/Prolonged |immunisation - Not
Hospitalisation), applicable - [n/a -
n/a - n/a])
Blood pressure
decreased (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Dizziness (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Nausea (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
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Presyncope (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Vomiting (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)
EU-EC- 07/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Seizure (n/a - COMIRNATY Not reported
10012145964 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Economic - Other Medically - COVID-19
Area Important Condition) |immunisation - Not
applicable - [n/a -
n/a - n/a])
EU-EC- 07/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Dermatitis atopic COMIRNATY Not reported
10012146194 Professional | Economic Years (n/a- [TOZINAMERAN] (S
Area Recovering/Resolving |- COVID-19
- immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 07/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported
10012146282 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 07/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported
10012146283 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 07/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported
10012146317 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 07/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Breast pain (n/a - COMIRNATY Not reported
10012146409 Healthcare |Economic Years Unknown - [TOZINAMERAN] (S
Professional |Area Caused/Prolonged - Immunisation - n/a
Hospitalisation), - [n/a-n/a-n/a])
Nausea (n/a -
Unknown - ),
Tachycardia (10d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important Condition)
EU-EC- 07/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest pain (134d -  |COMIRNATY Not reported
10012146491 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Economic - Caused/Prolonged |- COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d -
Myocarditis (134d - |n/a -
Recovered/Resolved |Intramuscular])
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),
Pyrexia (1d -
Recovered/Resolved
-)
EU-EC- 07/04/2022 | Spontaneous |Non Non Not available 12-17 |Not Female |No COVID-19 (7d - COMIRNATY Not reported
10012146495 Healthcare |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Professional |Economic - Other Medically - COVID-19
Area Important immunisation - Not
Condition), applicable - [1d -
n/a - n/al])
Vomiting (9d -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 07/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Bedridden (n/a - COMIRNATY PROTOPIC [TACROLIMUS,
10012146869 Professional |European Years |Specified Recovering/Resolving | [TOZINAMERAN] (S |TACROLIMUS
Economic - Caused/Prolonged |- COVID-19 MONOHYDRATE] (C - n/a -
Area Hospitalisation), immunisation - Not |n/a - [n/a - n/a - n/a]),
applicable - [1d -
Gait disturbance (n/a |n/a - n/a]) [BETAMETHASONE
- VALERATE, GENTAMICIN
Recovering/Resolving SULFATE] (C-n/a-n/a-[n/a
- Caused/Prolonged -n/a-n/a]),
Hospitalisation),
[DIFLUPREDNATE] (C - n/a -
Guillain-Barre n/a - [n/a - n/a-n/a)),
syndrome (n/a -
Recovering/Resolving [OLOPATADINE
- Caused/Prolonged HYDROCHLORIDE] (C - n/a -
Hospitalisation, n/a - [n/a-n/a-n/a]),
Other Medically
Important [PARAFFIN WHITE SOFT] (C -
Condition), n/a - n/a - [n/a-n/a - n/al),
Muscular weakness [PARAFFIN] (C-n/a-n/a-
(n/a- [n/a - n/a - n/a]),
Recovering/Resolving
- Caused/Prolonged [SALICYLIC ACID] (C - n/a -
Hospitalisation), n/a - [n/a - n/a - n/a)),
Pyrexia (2d - [TRIAMCINOLONE] (C - n/a -
Recovered/Resolved n/a - [n/a - n/a - n/al),
- Caused/Prolonged
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Hospitalisation), [VASELINE] (C-n/a-n/a -
[n/a - n/a - n/a]),
Spondylolysis (n/a -
Recovering/Resolving [ZINC OXIDE] (C-n/a-n/a -
- Caused/Prolonged [n/a - n/a - n/a])
Hospitalisation)
EU-EC- 07/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Angioedema (n/a - |COMIRNATY Not reported
10012146897 Professional |European Years |Specified Recovering/Resolving | [TOZINAMERAN] (S
Economic - Other Medically - COVID-19
Area Important immunisation - Not
Condition), applicable - [n/a -
n/a - n/al])
Urticaria (n/a -
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 07/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Cardiac arrest (0d - |COMIRNATY COVID- |[AZITHROMYCIN] (C - n/a -
10012147186 Professional | Economic Years Fatal - Results in 19 MRNA VACCINE  |Not applicable - [n/a - 500mg
Area Death, (NUCLEOSIDE - Oral]),
Caused/Prolonged MODIFIED)
Hospitalisation, CONCENTRATE FOR |[CICLOSPORIN] (C - n/a - Not
Other Medically DISPERSION FOR applicable - [n/a - 50mg -
Important INJECTION Oral]),
Condition), [TOZINAMERAN] (S
- Immunisation - [METHYLPREDNISOLONE] (C
Pulmonary embolism |Not applicable - [n/a |- n/a - Not applicable - [n/a -
(0d - Fatal - Results |- .3mL - 16mg - Oral])
in Death, Intramuscular])
Caused/Prolonged
Hospitalisation,
Other Medically
Important Condition)
EU-EC- 07/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported
10012147307 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 07/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported
10012147312 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 07/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported
10012147317 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 07/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported
10012147320 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 07/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported
10012147325 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 07/04/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Cough (2wk - COMIRNATY Not reported
10012147401 Healthcare |Economic Years |Specified Unknown - ), [TOZINAMERAN] (S
Professional |Area - COVID-19
Fatigue (2wk - immunisation - Not
Unknown -), applicable - [n/a -
n/a - n/al])
Headache (2wk -
Unknown - ),
Malaise (2mo -
Unknown - ),
Myalgia (2wk -
Unknown - ),
Sinusitis (2wk -
Unknown - )
EU-EC- 07/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Presyncope (n/a - COMIRNATY Not reported
10012148066 Professional | Economic Years Recovered/Resolved |[TOZINAMERAN] (S
Area -) - COVID-19
immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 07/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Lymphadenopathy COMIRNATY Not reported
10012148105 Healthcare |Economic Years (4d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- COVID-19
=) immunisation - Not
applicable - [1d -
Urticaria (4d - 1{DF} -
Recovered/Resolved |Intramuscular])
-)
EU-EC- 07/04/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Ear pain (n/a - Not |COMIRNATY Not reported
10012148810 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ) - COVID-19
immunisation - Not
applicable - [1d -
n/a - n/a])
EU-EC- 07/04/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Menstruation delayed | COMIRNATY Not reported
10012149146 Healthcare |Economic Years |Specified (n/a - Not [TOZINAMERAN] (S
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Professional |Area Recovered/Not - COVID-19
Resolved - ) immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 07/04/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Arthralgia (n/a - COMIRNATY Not reported
10012150843 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area =) -nf/a-n/a-[n/a-
n/a - n/a])
Chills (n/a -
Recovered/Resolved
=)
Fatigue (n/a -
Recovered/Resolved
=)
Headache (n/a -
Recovered/Resolved
=)
Pyrexia (n/a -
Recovered/Resolved
)
EU-EC- 07/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Food aversion (n/a - |COMIRNATY MELATONIN [MELATONIN] (C
10012151428 Professional | Economic Years Not Recovered/Not  |[TOZINAMERAN] (S |- n/a - n/a - [n/a - n/a - n/a])
Area Resolved - ), - COVID-19
immunisation - Not
Nausea (n/a - Not applicable - [n/a -
Recovered/Not 1{DF} -
Resolved - ), Intramuscular])
Weight decreased
(n/a - Unknown - )
EU-EC- 07/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Anaemia (n/a - COMIRNATY Not reported
10012151645 Professional |Economic Years Recovering/Resolving | [TOZINAMERAN] (S
Area - Caused/Prolonged |- COVID-19
Hospitalisation), immunisation - Not
applicable - [1d -
Heavy menstrual n/a - n/al)
bleeding (22d -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 07/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Not No Asthenia (2d - COMIRNATY Not reported
10012151676 Professional |Economic Years Specified Recovered/Resolved |[TOZINAMERAN] (S
Area - Other Medically - COVID-19
Important immunisation - Drug
Condition), withdrawn - [1d -
n/a-
Joint stiffness (2d - |Intramuscular])
Recovered/Resolved
- Other Medically
Important
Condition),
Tremor (n/a -
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 07/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported
10012152371 Professional | Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 07/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported
10012152376 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 07/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported
10012152448 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 07/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Herpes zoster (n/a - |COMIRNATY Not reported
10012152658 Professional |Economic Years Recovering/Resolving | [TOZINAMERAN] (S
Area -) - COvVID-19
immunisation - Not
applicable - [1d -
3mL -
Intramuscular])
EU-EC- 07/04/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Hypermetropia (n/a - |COMIRNATY Not reported
10012152712 Healthcare |Economic Years |Specified Not Recovered/Not  |[TOZINAMERAN] (S
Professional |Area Resolved - ), - COVID-19
immunisation - Not
Off label use (n/a - |applicable - [1d -
Unknown - ), 10mg - n/a - More
in ICSR])
Product use issue
(n/a - Unknown - ),
Vision blurred (n/a -
Unknown - ),
Visual impairment
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 07/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported
10012153458 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
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(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 07/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported
10012153493 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 07/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported
10012153509 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 06/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Tonsillitis (n/a - COMIRNATY Not reported
10012127127 Professional | Economic Years |Specified Recovering/Resolving |[TOZINAMERAN] (S
Area - Other Medically - COvVID-19
Important Condition) |immunisation - Not
applicable - [n/a -
n/a - n/a])
EU-EC- 06/04/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Abdominal pain COMIRNATY Not reported
10012127179 Healthcare |Economic Years |Specified upper (5d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- n/a-n/a-[n/a-
- Caused/Prolonged |.3mL -
Hospitalisation), Intramuscular])
Asthenia (5d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Chest pain (5d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Presyncope (5d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Pyrexia (5d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)
EU-EC- 06/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Hemiparesis (n/a - |COMIRNATY Not reported
10012128035 Professional |European Years |Specified Unknown - Other [TOZINAMERAN] (S
Economic Medically Important |- COVID-19
Area Condition) immunisation - Not
applicable - [n/a -
n/a - n/a])
EU-EC- 06/04/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Pain (n/a - Unknown |COMIRNATY Not reported
10012128101 Healthcare |Economic Years |Specified =) [TOZINAMERAN] (S
Professional |Area - COVID-19
Skin discolouration  |immunisation - Not
(n/a - Unknown - ) |applicable - [1d -
n/a - n/a])
EU-EC- 06/04/2022 | Spontaneous |Non Non Not available 12-17 |Not Female |No Back pain (n/a - Not |COMIRNATY Not reported
10012128136 Healthcare |European Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional |Economic Resolved - Other - COVID-19
Area Medically Important |immunisation - Not
Condition), applicable - [n/a -
n/a - n/a])
Chest pain (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Dyspnoea (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Haemoptysis (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition),
Headache (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 06/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Chest pain (n/a - COMIRNATY Not reported
10012128275 Professional |Economic Years |Specified Unknown - [TOZINAMERAN] (S
Area Caused/Prolonged - COVID-19
Hospitalisation) prophylaxis - n/a -
[n/a-.3mL-
Intramuscular])
EU-EC- 06/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Myocarditis (n/a - COMIRNATY Not reported
10012128729 Professional |Economic Years Not Recovered/Not |[TOZINAMERAN] (S
Area Resolved - -nfa-n/a-[n/a-
Caused/Prolonged n/a-
Hospitalisation) Intramuscular])
EU-EC- 06/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Administration site | COMIRNATY Not reported
10012129091 Professional |Economic Years pain (3d - [TOZINAMERAN] (S
Area Recovered/Resolved |- COVID-19
- immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 06/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Asthenia (n/a - COMIRNATY Not reported
10012129167 Professional |Economic Years |Specified Unknown - ), [TOZINAMERAN] (S
Area - COVID-19
Feeling hot (n/a - prophylaxis - n/a -
Unknown - ), [n/a-n/a-
Intramuscular])
Loss of
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consciousness (n/a -
Unknown - ),
Syncope (n/a -
Unknown - )
EU-EC- 06/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No Administration site | COMIRNATY Not reported
10012129168 Professional |Economic Years pain (3d - [TOZINAMERAN] (S
Area Recovered/Resolved |- COVID-19
- immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 06/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No Administration site | COMIRNATY Not reported
10012129191 Professional |Economic Years pain (1d - [TOZINAMERAN] (S
Area Recovered/Resolved |- COVID-19
- immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 06/04/2022 | Spontaneous |Non Non Not available 12-17 |Not Female |No Headache (n/a - Not |COMIRNATY Not reported
10012129611 Healthcare |European Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional | Economic Resolved - Other - COVID-19
Area Medically Important |immunisation - Not
Condition) applicable - [1d -
n/a - n/a)
EU-EC- 06/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Chest pain (n/a - COMIRNATY Not reported
10012129738 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Economic - Caused/Prolonged |- COVID-19
Area Hospitalisation), immunisation - Not
applicable - [n/a -
Dyspnoea (n/a - n/a - n/a])
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Palpitations (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Vomiting (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)
EU-EC- 06/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest discomfort COMIRNATY Not reported
10012129741 Professional |European Years |Specified (n/a - [TOZINAMERAN] (S
Economic Recovering/Resolving |- COVID-19
Area - Caused/Prolonged |immunisation - Not
Hospitalisation), applicable - [n/a -
n/a - n/a])
Palpitations (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Pericarditis (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Pyrexia (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 06/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Syncope (n/a - COMIRNATY Not reported
10012129749 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Economic - Other Medically - COvVID-19
Area Important Condition) |immunisation - Not
applicable - [n/a -
n/a - n/a])
EU-EC- 06/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Syncope (n/a - COMIRNATY Not reported
10012129759 Professional |European Years |Specified Recovering/Resolving |[TOZINAMERAN] (S
Economic - Other Medically - COVID-19
Area Important Condition) [immunisation - Not
applicable - [n/a -
n/a - n/al)
EU-EC- 06/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Anaphylactic reaction | COMIRNATY Not reported
10012129770 Professional |European Years |Specified (n/a- [TOZINAMERAN] (S
Economic Recovered/Resolved |- COVID-19
Area - Life Threatening), |immunisation - Not
applicable - [n/a -
Blood pressure n/a - n/a])
decreased (n/a -
Recovered/Resolved
- Life Threatening),
Headache (n/a -
Recovered/Resolved
- Life Threatening),
Nausea (n/a -
Recovered/Resolved
- Life Threatening),
Presyncope (n/a -
Recovered/Resolved
- Life Threatening)
EU-EC- 06/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Syncope (n/a - COMIRNATY Not reported
10012129776 Professional |European Years |Specified Recovering/Resolving | [TOZINAMERAN] (S
Economic - Other Medically - COVID-19
Area Important Condition) |immunisation - Not
applicable - [n/a -
n/a - n/a)
EU-EC- 06/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest pain (n/a - COMIRNATY Not reported
10012129796 Professional |European Years |Specified Unknown - [TOZINAMERAN] (S
Economic Caused/Prolonged - COVID-19
Area Hospitalisation), immunisation - Not
applicable - [n/a -
Dyspnoea (n/a - n/a - n/al)
Unknown -
Caused/Prolonged
Hospitalisation),
Nausea (n/a -
Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 06/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Arthralgia (n/a - COMIRNATY Not reported
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Professional

European
Economic
Area

Run Line Listing Report

Years

Specified

Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

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

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

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

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

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

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

Rash maculo-papular
(n/a-
Recovering/Resolving
- Life Threatening),

Rash vesicular (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)

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

EU-EC-
10012129813

06/04/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

Pulmonary oedema
(n/a - Not
Recovered/Not
Resolved - Life
Threatening,
Caused/Prolonged
Hospitalisation,
Disabling),

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

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

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

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

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

Not reported

EU-EC-
10012129820

06/04/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

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

Not available

12-17
Years

Not
Specified

Male

No

Generalised tonic-
clonic seizure (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

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

Not reported
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Pyrexia (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Status epilepticus
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 06/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Syncope (n/a - COMIRNATY Not reported
10012129827 Professional |European 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- 06/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Syncope (n/a - COMIRNATY Not reported
10012129828 Professional |European 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- 06/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Blood pressure COMIRNATY Not reported
10012129829 Professional |European Years |Specified decreased (n/a - [TOZINAMERAN] (S
Economic Recovered/Resolved |- COVID-19
Area - Life Threatening), |immunisation - Not
applicable - [n/a -
Dizziness (n/a - n/a - n/al)
Recovered/Resolved
- Life Threatening),
Lethargy (n/a -
Recovered/Resolved
- Life Threatening),
Palpitations (n/a -
Recovered/Resolved
- Life Threatening),
Pyrexia (n/a -
Recovered/Resolved
- Life Threatening),
Vomiting (n/a -
Recovered/Resolved
- Life Threatening)
EU-EC- 06/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Anaphylactic reaction | COMIRNATY Not reported
10012129831 Professional |European Years |Specified (n/a- [TOZINAMERAN] (S
Economic Recovering/Resolving |- COVID-19
Area - Caused/Prolonged |immunisation - Not
Hospitalisation), applicable - [n/a -
n/a - n/a])
Dyspnoea (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Palpitations (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Urticaria (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Vomiting (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 06/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Anaphylactic reaction | COMIRNATY Not reported
10012129832 Professional |European Years |Specified (n/a- [TOZINAMERAN] (S
Economic Recovered/Resolved |- COVID-19
Area - Life Threatening), |immunisation - Not
applicable - [n/a -
Dyspnoea (n/a - n/a - n/a])
Recovered/Resolved
- Life Threatening),
Palpitations (n/a -
Recovered/Resolved
- Life Threatening),
Periorbital swelling
(n/a -
Recovered/Resolved
- Life Threatening),
Pruritus (n/a -
Recovered/Resolved
- Life Threatening),
Swelling face (n/a -
Recovered/Resolved
- Life Threatening)
EU-EC- 06/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest pain (n/a - COMIRNATY Not reported
10012129842 Professional |European Years |Specified Recovering/Resolving | [TOZINAMERAN] (S
Economic - Other Medically - COVID-19
Area Important immunisation - Not
Condition), applicable - [n/a -
n/a - n/a])
Syncope (n/a -
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 06/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Syncope (n/a - COMIRNATY Not reported
10012129846 Professional |European Years |Specified Recovering/Resolving | [TOZINAMERAN] (S
Economic - Other Medically - COVID-19
Area Important Condition) |immunisation - Not
applicable - [n/a -
n/a - n/a])
EU-EC- 06/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Status epilepticus COMIRNATY Not reported
10012129859 Professional |European Years |Specified (n/a- [TOZINAMERAN] (S
Economic Recovering/Resolving |- COVID-19
Area - Life Threatening) ~ |immunisation - Not
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applicable - [n/a -
n/a - n/a])
EU-EC- 06/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Dysarthria (n/a - COMIRNATY Not reported
10012129861 Professional |European Years |Specified Recovering/Resolving | [TOZINAMERAN] (S
Economic - Caused/Prolonged |- COVID-19
Area Hospitalisation), immunisation - Not
applicable - [n/a -
Dysphagia (n/a - n/a - n/a])
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Facial asymmetry
(n/a-
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Hemiparesis (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 06/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Seizure (n/a - COMIRNATY Not reported
10012129872 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Economic - Other Medically - COVID-19
Area Important immunisation - Not
Condition), applicable - [n/a -
n/a - n/a])
Vaccination site pain
(n/a -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 06/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Dyspnoea (n/a - COMIRNATY Not reported
10012129897 Professional |European Years |Specified Unknown - [TOZINAMERAN] (S
Economic Caused/Prolonged - COVID-19
Area Hospitalisation), immunisation - Not
applicable - [n/a -
Nausea (n/a - n/a - n/al)
Unknown -
Caused/Prolonged
Hospitalisation),
Orthopnoea (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),
Palpitations (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),
Supraventricular
tachycardia (n/a -
Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 06/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Seizure (n/a - COMIRNATY Not reported
10012129935 Professional |European 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- 06/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Angioedema (n/a- |COMIRNATY Not reported
10012129942 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Economic - Other Medically - COVID-19
Area Important immunisation - Not
Condition), applicable - [n/a -
n/a - n/al)
Dyspnoea (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),
Throat tightness (n/a
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 06/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Blood pressure COMIRNATY Not reported
10012130134 Professional |European Years |Specified decreased (n/a - [TOZINAMERAN] (S
Economic Recovering/Resolving |- COVID-19
Area - Other Medically immunisation - Not
Important applicable - [n/a -
Condition), n/a-
Intramuscular])
Malaise (n/a -
Recovering/Resolving
=)
Nausea (n/a -
Recovering/Resolving
=)
Photopsia (n/a -
Recovering/Resolving
=)
Presyncope (n/a -
Recovering/Resolving
-)
EU-EC- 06/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Mobility decreased | COMIRNATY Not reported
10012130173 Professional |Economic Years |Specified (3d- [TOZINAMERAN] (S
Area Recovered/Resolved |- COVID-19
=) immunisation - Not
applicable - [1d -
Pain in extremity (3d |n/a - n/al)
Recovered/Resolved
=)
Poor quality product
administered (n/a -
Unknown - ),
Product temperature
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excursion issue (n/a
- Unknown - )
EU-EC- 06/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Mobility decreased | COMIRNATY Not reported
10012130182 Professional |Economic Years |Specified (3d- [TOZINAMERAN] (S
Area Recovered/Resolved |- COVID-19
=) immunisation - Not
applicable - [1d -
Pain in extremity (3d |n/a - n/al)
Recovered/Resolved
=)
Poor quality product
administered (n/a -
Unknown - ),
Product temperature
excursion issue (n/a
- Unknown - )
EU-EC- 06/04/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Amenorrhoea (n/a - |COMIRNATY Not reported
10012130285 Healthcare |Economic Years Unknown - ), CONCENTRATE FOR
Professional |Area DISPERSION FOR
Menstruation INJECTION COVID-
irregular (n/a - 19 MRNA VACCINE
Unknown - ) (NUCLEOSIDE
MODIFIED)
[TOZINAMERAN] (S
- COVID-19
immunisation - Not
applicable - [n/a -
n/a - n/a])
EU-EC- 06/04/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Lip swelling (n/a - COMIRNATY Not reported
10012130587 Healthcare |Economic Years |Specified Recovering/Resolving | [TOZINAMERAN] (S
Professional |Area =), - COVID-19
immunisation - Not
Peripheral swelling  |applicable - [n/a -
(n/a- n/a - n/a)
Recovering/Resolving
=)
Pruritus (n/a -
Recovering/Resolving
=)
Rash (n/a -
Recovering/Resolving
=l
Skin reaction (n/a -
Recovering/Resolving
Urticaria (n/a -
Recovering/Resolving
EU-EC- 06/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported
10012130709 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 06/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported
10012130721 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 06/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported
10012130722 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 06/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported
10012131156 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 06/04/2022 | Spontaneous |Healthcare  |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported
10012131158 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 06/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No Arthralgia (n/a - COMIRNATY Not reported
10012131160 Professional |Economic Years Recovering/Resolving | [TOZINAMERAN] (S
Area - Caused/Prolonged |-n/a-n/a-[n/a-
Hospitalisation), n/a-
Intramuscular])
Cartilage injury (n/a
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Headache (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Pyrexia (n/a -
Recovering/Resolving
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- Caused/Prolonged
Hospitalisation)
EU-EC- 06/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported
10012131166 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 06/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported
10012131168 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 06/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported
10012131175 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 06/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Myopericarditis (n/a - | COMIRNATY Not reported
10012131292 Professional |Economic Years Unknown - [TOZINAMERAN] (S
Area Caused/Prolonged - Immunisation - n/a
Hospitalisation), - [n/a - 1{DF} -
n/a])
Sinoatrial block (n/a
- Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 06/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Myocarditis (n/a - COMIRNATY Not reported
10012131313 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area - Caused/Prolonged |-n/a-n/a-[n/a-
Hospitalisation) 2{DF} - n/al)
EU-EC- 06/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent | Not No Fibrin D dimer COMIRNATY Not reported
10012131323 Healthcare |Economic Years Specified increased (n/a - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
=) - [n/a - 1{DF} -
n/a])
Gastrointestinal
disorder (n/a -
Recovered/Resolved
=)
Pyrexia (n/a -
Recovered/Resolved
-)
EU-EC- 06/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Chest pain (n/a - Not | COMIRNATY Not reported
10012131341 Professional |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S
Area Resolved - Other - Immunisation - n/a
Medically Important |- [n/a - 3{DF} -
Condition), n/a])
Myocarditis (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 06/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported
10012131653 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 06/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported
10012131658 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 06/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported
10012131662 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 06/04/2022 | Spontaneous |Non Non Not available 12-17 |Not Male No Seizure (n/a - COMIRNATY Not reported
10012131814 Healthcare |European Years |Specified Recovering/Resolving | [TOZINAMERAN] (S
Professional |Economic - Other Medically - COVID-19
Area Important Condition) |immunisation - Not
applicable - [n/a -
n/a - n/a])
EU-EC- 06/04/2022 | Spontaneous |Healthcare  |Non Not available 12-17 |Not Female |No Bell's palsy (n/a - COMIRNATY Not reported
10012131818 Professional |European Years |Specified Unknown - Other [TOZINAMERAN] (S
Economic Medically Important |- COVID-19
Area Condition), immunisation - Not
applicable - [n/a -
Pain (n/a - Unknown |n/a - n/al)
- Other Medically
Important
Condition),
Pyrexia (n/a -
Unknown - Other
Medically Important
Condition),
Rhinorrhoea (n/a -
Unknown - Other
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Medically Important
Condition)
EU-EC- 06/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Anaphylactic reaction | COMIRNATY Not reported
10012131824 Professional |European Years |Specified (n/a- [TOZINAMERAN] (S
Economic Recovering/Resolving |- COVID-19
Area - Caused/Prolonged  |immunisation - Not
Hospitalisation), applicable - [n/a -
n/a - n/a])
Dizziness (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Hypotension (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Pruritus (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Pyrexia (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Rash (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Vomiting (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 06/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Anaphylactic reaction | COMIRNATY Not reported
10012131825 Professional |European Years |Specified (n/a- [TOZINAMERAN] (S
Economic Recovered/Resolved |- COVID-19
Area - Life Threatening), ~|immunisation - Not
applicable - [n/a -
Diarrhoea (n/a - n/a - n/a])
Recovered/Resolved
- Life Threatening),
Periorbital swelling
(n/a-
Recovered/Resolved
- Life Threatening),
Pyrexia (n/a -
Recovered/Resolved
- Life Threatening),
Rash pruritic (n/a -
Recovered/Resolved
- Life Threatening),
Vomiting (n/a -
Recovered/Resolved
- Life Threatening)
EU-EC- 06/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Lipoma (n/a - Not COMIRNATY Not reported
10012131830 Professional |European Years |Specified Recovered/Not [TOZINAMERAN] (S
Economic Resolved - Other - COvID-19
Area Medically Important |immunisation - Not
Condition) applicable - [1d -
n/a - n/a])
EU-EC- 06/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Dermatitis bullous COMIRNATY Not reported
10012131831 Professional |European Years |Specified (n/a- [TOZINAMERAN] (S
Economic Recovering/Resolving |- COVID-19
Area - Other Medically immunisation - Not
Important Condition) |applicable - [n/a -
n/a - n/aj)
EU-EC- 06/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Syncope (n/a - COMIRNATY Not reported
10012131832 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Economic - Other Medically - COVID-19
Area Important Condition) |immunisation - Not
applicable - [n/a -
n/a - n/a])
EU-EC- 06/04/2022 | Spontaneous |Non Non Not available 12-17 |Not Female |No Vaginal ulceration TOZINAMERAN Not reported
10012131846 Healthcare |European Years |Specified (10d - [TOZINAMERAN] (S
Professional |Economic Recovered/Resolved |- COVID-19
Area - Other Medically immunisation - Not
Important Condition) |applicable - [n/a -
n/a-
Intramuscular])
EU-EC- 06/04/2022 | Spontaneous |Healthcare  |Non Not available 12-17 |Not Male No Chest pain (n/a - COMIRNATY Not reported
10012131850 Professional |European Years |Specified Recovering/Resolving | [TOZINAMERAN] (S
Economic - Other Medically - COVID-19
Area Important immunisation - Not
Condition), applicable - [n/a -
n/a - n/al)
Dyspnoea (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Myocarditis (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Nausea (n/a -
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 06/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Amenorrhoea (n/a - | TOZINAMERAN Not reported
10012131854 Professional |European Years |Specified Unknown - ), [TOZINAMERAN] (S
Economic - COVID-19
Area Blood prolactin immunisation - Not
increased (n/a - applicable - [n/a -
Unknown - ), n/a - n/al)
Menstrual disorder
(n/a - Not
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Recovered/Not
Resolved - ),
Syncope (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 06/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Psychogenic seizure |COMIRNATY Not reported
10012131855 Professional |European Years |Specified (n/a- [TOZINAMERAN] (S
Economic Recovered/Resolved |- COVID-19
Area - Other Medically immunisation - Not
Important Condition) |applicable - [n/a -
n/a - n/a])
EU-EC- 06/04/2022 | Spontaneous |Healthcare  |Non Not available 12-17 |Not Female |No Chest discomfort COMIRNATY Not reported
10012131856 Professional |European Years |Specified (n/a- [TOZINAMERAN] (S
Economic Recovering/Resolving |- COVID-19
Area - Caused/Prolonged |immunisation - Not
Hospitalisation), applicable - [n/a -
n/a - n/a])
Dizziness (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Dyspnoea (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Myocarditis (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Palpitations (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Pyrexia (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 06/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Dehydration (n/fa- |COMIRNATY Not reported
10012131863 Professional |European Years |Specified Not Recovered/Not  |[TOZINAMERAN] (S
Economic Resolved - Other - COVID-19
Area Medically Important |immunisation - Not
Condition), applicable - [1d -
n/a - nfal)
Headache (n/a - Not
Recovered/Not
Resolved - ),
Malaise (n/a - Not
Recovered/Not
Resolved - ),
Palpitations (n/a -
Not Recovered/Not
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - ),
Tachycardia (n/a -
Not Recovered/Not
Resolved - )
EU-EC- 06/04/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Headache (n/a - COMIRNATY Not reported
10012131926 Healthcare |Economic Years |Specified Recovering/Resolving |[TOZINAMERAN] (S
Professional |Area =), - COVID-19
immunisation - Not
Lymphadenopathy  |applicable - [n/a -
(n/a- 1{DF} - n/al])
Recovering/Resolving
=)
Nausea (n/a -
Recovering/Resolving
EU-EC- 06/04/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Amenorrhoea (n/a - |COMIRNATY Not reported
10012131927 Healthcare |Economic Years |Specified Not Recovered/Not  |[TOZINAMERAN] (S
Professional |Area Resolved - ) - COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/al)
EU-EC- 06/04/2022 | Spontaneous |Non Non Not available 12-17 |Not Female |No Gait inability (n/a - | TOZINAMERAN Not reported
10012132075 Healthcare |European Years |Specified Unknown - [TOZINAMERAN] (S
Professional |Economic Disabling), - COVID-19
Area immunisation - Not
Myelitis transverse applicable - [n/a -
(n/a - Not n/a - n/al)
Recovered/Not
Resolved - Disabling,
Other Medically
Important Condition)
EU-EC- 06/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Cough (n/a - COMIRNATY Not reported
10012132172 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Economic - Other Medically - COVID-19
Area Important immunisation - Not
Condition), applicable - [n/a -
n/a - n/al)
Presyncope (n/a -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 06/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Sudden hearing loss |COMIRNATY Not reported
10012132444 Healthcare |Economic Years (n/a - Unknown - [TOZINAMERAN] (S
Professional |Area Other Medically - Immunisation - n/a
Important Condition) |- [n/a - n/a - n/a])
EU-EC- 06/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Abdominal pain COMIRNATY Not reported
10012133426 Healthcare |Economic Years lower (2d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- COVID-19
=), immunisation - n/a -
[n/a - 1{DF} - n/a])
Chills (n/a -
Recovered/Resolved
=)
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Oligomenorrhoea
(n/a -
Recovered/Resolved
=)
Pyrexia (n/a -
Recovered/Resolved
=)
Vaccination site pain
(n/a-
Recovered/Resolved
EU-EC- 06/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Chest discomfort COMIRNATY Not reported
10012133431 Healthcare |Economic Years (n/a - Not [TOZINAMERAN] (S
Professional |Area Recovered/Not - COVID-19
Resolved - immunisation - n/a -
Caused/Prolonged [n/a - 1{DF} - n/a])
Hospitalisation),
Circulatory collapse
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Exercise tolerance
decreased (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Gastric disorder (n/a
- Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Head discomfort (n/a
- Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Mental disorder (n/a
- Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Myalgia (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Throat tightness (n/a
- Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Vaccination site
swelling (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 06/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Oligomenorrhoea COMIRNATY Not reported
10012133598 Healthcare |Economic Years (n/a - Not [TOZINAMERAN] (S
Professional |Area Recovered/Not - COVID-19
Resolved - ) immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 06/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Joint swelling (n/a - |COMIRNATY Not reported
10012133770 Professional |Economic Years Recovering/Resolving | [TOZINAMERAN] (S
Area -), - COVID-19
immunisation - n/a -
Rash pruritic (n/a- |[n/a - 1{DF} -
Recovering/Resolving | Intramuscular])
EU-EC- 06/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Menstrual disorder | COMIRNATY Not reported
10012134094 Professional | Economic Years (n/a - Not [TOZINAMERAN] (S
Area Recovered/Not - COVID-19
Resolved - ) immunisation - n/a -
[1d - 1{DF} -
Intramuscular])
EU-EC- 06/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Chest pain (n/a - COMIRNATY Not reported
10012134213 Professional |Economic Years Recovered/Resolved |[TOZINAMERAN] (S
Area -) - COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 06/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Hallucination (n/a - |COMIRNATY Not reported
10012134223 Healthcare |Economic Years Recovering/Resolving | [TOZINAMERAN] (S
Professional |Area =), - COVID-19
immunisation - Not
Insomnia (n/a - applicable - [1d -
Recovering/Resolving | 1{DF} -
=), Intramuscular])
Pyrexia (n/a -
Recovering/Resolving
Vaccination site pain
(n/a-
Recovering/Resolving
EU-EC- 06/04/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Asthenia (5d - COMIRNATY Not reported
10012134231 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area - - COVID-19
immunisation - Not
Rash pruritic (5d - applicable - [1d -
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Recovered/Resolved |1{DF} -
- Intramuscular])
EU-EC- 06/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported
10012134460 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 06/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported
10012134490 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 06/04/2022 |Spontaneous |Non Non Not available 12-17 |Not Male No COVID-19 (n/a - COMIRNATY Not reported
10012135111 Healthcare |European Years |Specified Recovering/Resolving | [TOZINAMERAN] (S
Professional | Economic - Other Medically - COVID-19
Area Important immunisation - Not
Condition), applicable - [1d -
n/a - n/a])
Chest discomfort
(n/a - Unknown -
Other Medically
Important
Condition),
Chest pain (n/a -
Unknown - Other
Medically Important
Condition),
Drug ineffective (n/a
Recovering/Resolving
- Other Medically
Important
Condition),
Dyspnoea (n/a -
Unknown - Other
Medically Important
Condition),
Exercise tolerance
decreased (n/a -
Unknown - Other
Medically Important
Condition),
Fatigue (n/a -
Unknown - Other
Medically Important
Condition),
Myocarditis (68d -
Recovered/Resolved
- Other Medically
Important
Condition),
Palpitations (n/a -
Unknown - Other
Medically Important
Condition),
Tachycardia (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 06/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Male No COVID-19 (n/a - Not |COMIRNATY Not reported
10012135156 Professional |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S
Area Resolved - Other - COVID-19
Medically Important |immunisation - Not
Condition), applicable - [1d -
n/a-
Vaccination failure Intramuscular])
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 06/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Arrhythmia (1d - Not |COMIRNATY Not reported
10012135360 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - - Immunisation - n/a
Caused/Prolonged - [n/a-n/a-n/a)])
Hospitalisation),
Myocarditis (1d - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 06/04/2022 | Spontaneous |Healthcare  |Non Not available 12-17 |Not Female |No Psychogenic seizure |COMIRNATY Not reported
10012135557 Professional |European Years |Specified (n/a - Unknown - [TOZINAMERAN] (S
Economic Other Medically - COVID-19
Area Important Condition) |immunisation - Not
applicable - [n/a -
n/a - n/a])
EU-EC- 06/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Herpes zoster (n/a - |COMIRNATY Not reported
10012135602 Healthcare |Economic Years Unknown - ) [TOZINAMERAN] (S
Professional |Area -n/a-n/a-[n/a-
n/a - n/a])
EU-EC- 06/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Psychogenic seizure |COMIRNATY Not reported
10012135670 Professional |European Years |Specified (n/a- [TOZINAMERAN] (S
Economic Recovering/Resolving |- COVID-19
Area - Other Medically immunisation - Not
Important Condition) |applicable - [n/a -
n/a - n/a])
EU-EC- 06/04/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Epistaxis (20min - |COMIRNATY Not reported
10012135808 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -) - COVID-19
immunisation - Not
applicable - [n/a -
n/a - n/a])
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EU-EC- 06/04/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Arrhythmia (18d - COMIRNATY 30 Not reported
10012136004 Healthcare |Economic Years Not Recovered/Not | MICROGRAMS/DOSE
Professional |Area Resolved - ), DISPERSION FOR
INJECTION COVID-
Hypertension (18d - |19 MRNA VACCINE
Not Recovered/Not | (NUCLEOSIDE
Resolved - ), MODIFIED)
[TOZINAMERAN] (S
Palpitations (18d - - Immunisation -
Not Recovered/Not | Not applicable - [n/a
Resolved - ), -.3mL -
Intramuscular])
Tachycardia (18d -
Not Recovered/Not
Resolved - )
EU-EC- 06/04/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Chills (n/a - Not COMIRNATY Not reported
10012136498 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), -n/a-n/a-[n/a-
n/a - n/a])
Fatigue (n/a - Not
Recovered/Not
Resolved - ),
Headache (n/a - Not
Recovered/Not
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 06/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported
10012136587 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 06/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported
10012136590 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 06/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Chest pain (49d - COMIRNATY Not reported
10012136657 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -) - Immunisation - n/a
- [n/a - n/a - n/a])
EU-EC- 06/04/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Chills (1d - Not COMIRNATY Not reported
10012136664 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), - Immunisation - n/a
- [n/a-n/a - n/a])
Fatigue (0d - Not
Recovered/Not
Resolved - ),
Headache (0d - Not
Recovered/Not
Resolved - ),
Pyrexia (1d -
Recovering/Resolving
EU-EC- 06/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Influenza like illness |COMIRNATY Not reported
10012136669 Healthcare |Economic Years (n/a- [TOZINAMERAN] (S
Professional |Area Recovering/Resolving |- Immunisation - n/a
- - [n/a - n/a - n/a])
Pyrexia (n/a -
Recovering/Resolving
-)
EU-EC- 06/04/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Genital rash (14d - | COMIRNATY Not reported
10012136675 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -) - Immunisation - n/a
- [n/a-n/a - n/a])
EU-EC- 06/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Fatigue (115d - COMIRNATY Not reported
10012136678 Healthcare |Economic Years Recovering/Resolving | [TOZINAMERAN] (S
Professional |Area =), - Immunisation - n/a
- [n/a-n/a-n/a])
Myalgia (115d -
Recovering/Resolving
Tachycardia (115d -
Recovering/Resolving
-)
EU-EC- 06/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Headache (281d - COMIRNATY Not reported
10012136690 Healthcare |Economic Years Recovering/Resolving | [TOZINAMERAN] (S
Professional |Area =), - Immunisation - n/a
- [n/a-n/a-n/a])
Influenza like illness
(281d -
Recovering/Resolving
EU-EC- 06/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Chest pain (n/a - COMIRNATY Not reported
10012136694 Healthcare |Economic Years Recovering/Resolving | [TOZINAMERAN] (S
Professional |Area - Caused/Prolonged |- Immunisation - n/a
Hospitalisation), - [n/a-n/a-n/a])
Tachycardia (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 06/04/2022 | Spontaneous |Healthcare  |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported
10012136698 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 06/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Eczema (105d - COMIRNATY Not reported
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10012136705 Healthcare |Economic Years Recovering/Resolving | [TOZINAMERAN] (S
Professional |Area =) - Immunisation - n/a
- [n/a-n/a-n/a])
Rash (105d -
Recovering/Resolving
EU-EC- 06/04/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Aphthous ulcer (41d |COMIRNATY Not reported
10012136717 Healthcare |Economic Years - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
=) - [n/a-n/a-n/a])
Lymphadenopathy
(41d -
Recovered/Resolved
Rash (41d -
Recovered/Resolved
-)
EU-EC- 06/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Headache (n/a - Not |COMIRNATY Not reported
10012136733 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ) - Immunisation - n/a
- [n/a - n/a - n/a])
EU-EC- 06/04/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Chest pain (70d - COMIRNATY Not reported
10012136734 Healthcare |Economic Years Recovering/Resolving | [TOZINAMERAN] (S
Professional |Area - Caused/Prolonged |- Immunisation - n/a
Hospitalisation), - [n/a-n/a-n/a])
Hypoaesthesia (70d -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Paraesthesia (70d -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 06/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported
10012136827 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 06/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported
10012136881 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 06/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported
10012137335 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 06/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported
10012137517 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 06/04/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Arrhythmia (n/a - COMIRNATY Not reported
10012137558 Healthcare |Economic Years Not Recovered/Not  |[TOZINAMERAN] (S
Professional |Area Resolved - - Immunisation - n/a
Caused/Prolonged - [n/a-n/a-n/a])
Hospitalisation),
Dizziness (116d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Headache (116d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Hypoaesthesia (116d
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Malaise (116d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)
EU-EC- 06/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Chills (1d - COMIRNATY Not reported
10012137570 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area =), - Immunisation - n/a
- [n/a-n/a-n/a])
Eye swelling (0d -
Recovering/Resolving
EU-EC- 06/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported
10012137581 Professional | Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 06/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported
10012137584 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
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Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 06/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Abnormal sleep- COMIRNATY Not reported
10012137587 Healthcare |Economic Years related event (n/a - |[TOZINAMERAN] (S
Professional |Area Not Recovered/Not |- Immunisation - n/a
Resolved - - [n/a-n/a-n/a)])
Caused/Prolonged
Hospitalisation),
Fatigue (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 06/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Tachycardia (97d -  |COMIRNATY Not reported
10012137588 Healthcare |Economic Years Recovering/Resolving | [TOZINAMERAN] (S
Professional |Area - - Immunisation - n/a
- [n/a - n/a - n/a])
EU-EC- 06/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported
10012137589 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 06/04/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Chest pain (58d - COMIRNATY Not reported
10012137620 Healthcare |Economic Years |Specified Recovering/Resolving | [TOZINAMERAN] (S
Professional |Area - Caused/Prolonged |- Immunisation - n/a
Hospitalisation), - [n/a-n/a-n/a])
Pericardial effusion
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 06/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Fatigue (13d - COMIRNATY Not reported
10012137623 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area =) - Immunisation - n/a
- [n/a-n/a-n/a])
Headache (31d -
Recovering/Resolving
Myalgia (17d -
Recovered/Resolved
=)
Nausea (31d -
Recovered/Resolved
=)
Tachycardia (13d -
Recovered/Resolved
-)
EU-EC- 06/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Lymphadenopathy COMIRNATY Not reported
10012137624 Healthcare |Economic Years (2d - Not [TOZINAMERAN] (S
Professional |Area Recovered/Not - Immunisation - n/a
Resolved - ) - [n/a - n/a - n/a])
EU-EC- 06/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Angina pectoris COMIRNATY Not reported
10012137628 Healthcare |Economic Years (101d - [TOZINAMERAN] (S
Professional |Area Recovering/Resolving |- Immunisation - n/a
- Caused/Prolonged |- [n/a - n/a - n/a])
Hospitalisation),
Arrhythmia (101d -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Exercise tolerance
decreased (101d -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Fatigue (101d -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Headache (101d -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 06/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Headache (110d - COMIRNATY Not reported
10012137632 Healthcare |Economic Years Not Recovered/Not  |[TOZINAMERAN] (S
Professional |Area Resolved - ), - Immunisation - n/a
-[n/a - n/a - n/a])
Intermenstrual
bleeding (110d - Not
Recovered/Not
Resolved - )
EU-EC- 06/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Headache (93d - COMIRNATY Not reported
10012137647 Healthcare |Economic Years Unknown - ) [TOZINAMERAN] (S
Professional |Area - Immunisation - n/a
- [n/a - n/a - n/a])
EU-EC- 06/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Influenza (1d - COMIRNATY Not reported
10012137653 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area - - Immunisation - n/a
- [n/a - n/a - n/a])
EU-EC- 06/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Paraesthesia (n/a- | COMIRNATY Not reported
10012137658 Healthcare  |Economic Years Not Recovered/Not  |[TOZINAMERAN] (S
Professional |Area Resolved - ), - Immunisation - n/a
-[n/a - n/a - n/a])
Pruritus (n/a - Not
Recovered/Not
Resolved - ),
Rash (n/a - Not
Recovered/Not
Resolved - )
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EU-EC- 06/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported
10012137706 Professional | Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 06/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Child Male No Brain injury (n/a - COMIRNATY KAFTRIO [TEZACAFTOR,
10012137908 Professional |Economic Years Fatal - Results in [TOZINAMERAN] (S |ELEXACAFTOR, IVACAFTOR]
Area Death, Life - COVID-19 (C-n/a-n/a-[4wk - n/a -
Threatening), immunisation - n/a - |n/a])
[n/a - 1{DF} - n/a])
Cardio-respiratory
arrest (n/a -
Recovered/Resolved
- Life Threatening),
Electrocardiogram
QT prolonged (n/a -
Unknown - Other
Medically Important
Condition),
Headache (n/a -
Unknown - ),
Injection site pain
(n/a - Unknown - ),
Loss of
consciousness (n/a -
Recovered/Resolved
- Life Threatening),
Pyrexia (n/a -
Unknown - ),
Vomiting (n/a -
Unknown - )
EU-EC- 06/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported
10012137953 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 06/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported
10012137963 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 06/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported
10012137975 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 06/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported
10012137976 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 06/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Headache (n/a - COMIRNATY Not reported
10012137997 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -) - Immunisation - n/a
- [n/a - 1{DF} -
n/a])
EU-EC- 06/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Arthralgia (n/a - COMIRNATY Not reported
10012137999 Healthcare |Economic Years Recovering/Resolving | [TOZINAMERAN] (S
Professional |Area =) - Immunisation - n/a
- [n/a - 2{DF} -
Chills (n/a - n/a])
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Myalgia (n/a -
Recovering/Resolving
=)
Pyrexia (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 06/04/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Lymphadenitis (7d - |COMIRNATY Not reported
10012138017 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -) - Immunisation - n/a
- [n/a - 3{DF} -
n/a])
EU-EC- 06/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Blister (2d - COMIRNATY Not reported
10012138027 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area =), - Immunisation - n/a
- [n/a - 1{DF} -
Erythema (n/a - n/al)
Unknown - )
EU-EC- 06/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Dyspnoea (n/a - COMIRNATY Not reported
10012138043 Healthcare |Economic Years Recovering/Resolving | [TOZINAMERAN] (S
Professional |Area -) - Immunisation - n/a
- [n/a - 1{DF} -
n/a])
EU-EC- 05/04/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Pyrexia (n/a - COMIRNATY Not reported
10012114909 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -) - COVID-19
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immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 05/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Headache (14d - COMIRNATY Not reported
10012115112 Professional |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Area -) - COVID-19
immunisation - n/a -
[n/a-.3mL -
Intramuscular])
EU-EC- 05/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Acute motor axonal |COMIRNATY Not reported
10012115280 Professional |Economic Years |Specified neuropathy (n/a - [TOZINAMERAN] (S
Area Not Recovered/Not |- COVID-19
Resolved - Other immunisation - Not
Medically Important |applicable - [n/a -
Condition), 1{DF} -
Intramuscular])
Injection site pain
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Radial nerve palsy
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 05/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Abdominal pain (n/fa |COMIRNATY Not reported
10012115668 Professional |European Years |Specified - [TOZINAMERAN] (S
Economic Recovering/Resolving |- COVID-19
Area - Caused/Prolonged |immunisation - Not
Hospitalisation), applicable - [1d -
n/a-
Vaccination site pain |Intramuscular])
(n/a-
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 05/04/2022 |Spontaneous |Non Non Not available 12-17 |Not Female |No Blister (n/a - COMIRNATY Not reported
10012115736 Healthcare |European Years |Specified Unknown - Other [TOZINAMERAN] (S
Professional | Economic Medically Important |- COVID-19
Area Condition), immunisation - Not
applicable - [n/a -
Fatigue (n/a - n/a - n/al)
Unknown - Other
Medically Important
Condition),
Herpes zoster (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Pustule (n/a -
Unknown - Other
Medically Important
Condition),
Rash vesicular (n/a -
Unknown - Other
Medically Important
Condition),
Scab (n/a - Unknown
- Other Medically
Important Condition)
EU-EC- 05/04/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Rash (n/a - COMIRNATY Not reported
10012116034 Healthcare |Economic Years |Specified Recovering/Resolving | [TOZINAMERAN] (S
Professional |Area -) - Immunisation - n/a
-[n/a-n/a-
Intramuscular])
EU-EC- 05/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Loss of COMIRNATY Not reported
10012116257 Professional |Economic Years |Specified consciousness (n/a - |[TOZINAMERAN] (S
Area Unknown - - COVID-19
Caused/Prolonged prophylaxis - n/a -
Hospitalisation, [n/a-.3mL-
Other Medically Intramuscular])
Important
Condition),
Rash erythematous
(n/a - Unknown -
Caused/Prolonged
Hospitalisation,
Other Medically
Important Condition)
EU-EC- 05/04/2022 |Spontaneous |Non Non Not available 12-17 |Not Female |No Chest discomfort COMIRNATY Not reported
10012116439 Healthcare |European Years |Specified (n/a- [TOZINAMERAN] (S
Professional |Economic Recovered/Resolved |- COVID-19
Area - Caused/Prolonged |immunisation - Not
Hospitalisation), applicable - [n/a -
n/a - n/a])
Nasopharyngitis (n/a
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Oxygen saturation
decreased (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)
EU-EC- 05/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Migraine (n/a - Not |COMIRNATY [FLUOXETINE, FLUOXETINE
10012116699 Professional |Economic Years Recovered/Not [TOZINAMERAN] (S |HYDROCHLORIDE] (C -
Area Resolved - Other - Immunisation - n/a |Depression - n/a - [n/a -
Medically Important |- [n/a - n/a - 10mg - Oral])
Condition) Intramuscular])
EU-EC- 05/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Headache (n/a - COMIRNATY Not reported
10012117865 Professional |Economic Years |Specified Unknown - ), [TOZINAMERAN] (S
Area -nf/a-n/a-[n/a-
Nausea (n/a - n/a - n/al)
Unknown - )
EU-EC- 05/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported
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10012117909 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 05/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported
10012117921 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 05/04/2022 | Spontaneous |Non Non Not available 12-17 |Not Female |No Abdominal pain (37h |TOZINAMERAN Not reported
10012118458 Healthcare |European Years |Specified - [TOZINAMERAN] (S
Professional | Economic Recovered/Resolved |- COVID-19
Area =) immunisation - Not
applicable - [1d -
Blood pressure n/a - n/a))
decreased (60h -
Recovered/Resolved
=)
Chest pain (10d -
Recovered/Resolved
=)
Cytokine storm (n/a
- Unknown - Other
Medically Important
Condition),
Hypoaesthesia (60h -
Recovered/Resolved
=)
Muscle spasms (36h
Recovered/Resolved
=)
Renal disorder (n/a -
Unknown - ),
Vomiting (37h -
Recovered/Resolved
-)
EU-EC- 05/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Chills (n/a - COMIRNATY Not reported
10012118465 Professional |European Years |Specified Unknown - ), [TOZINAMERAN] (S
Economic - COVID-19
Area Post-traumatic immunisation - Not
epilepsy (n/a - applicable - [1d -
Unknown - Other n/a - n/a])
Medically Important
Condition)
EU-EC- 05/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Menstruation COMIRNATY Not reported
10012118494 Professional |European Years |Specified irregular (n/a - [TOZINAMERAN] (S
Economic Unknown - ), - COVID-19
Area immunisation - Not
Syncope (1min - applicable - [1d -
Recovered/Resolved |.3mL -
- Other Medically Intramuscular])
Important Condition)
EU-EC- 05/04/2022 | Spontaneous |Non Non Not available 12-17 |Not Male No Alopecia (n/a - COMIRNATY Not reported
10012118552 Healthcare |European Years |Specified Unknown - ), [TOZINAMERAN] (S
Professional |Economic - COVID-19
Area Gastrointestinal immunisation - Not
inflammation (n/a - |applicable - [n/a -
Unknown - Other n/a - n/a])
Medically Important
Condition)
EU-EC- 05/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported
10012118589 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 05/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported
10012118592 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 05/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported
10012118593 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 05/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Fatigue (n/a - Not COMIRNATY Not reported
10012118627 Professional |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S
Area Resolved - ), - COVID-19
immunisation - Not
Myalgia (n/a - Not applicable - [n/a -
Recovered/Not n/a - n/al)
Resolved - ),
Visual impairment
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 05/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported
10012119252 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition),
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n/a-
Vaccination failure Intramuscular])
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 05/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Abdominal pain (n/fa |COMIRNATY Not reported
10012119420 Professional | Economic Years |Specified - CONCENTRATE FOR
Area Recovered/Resolved | DISPERSION FOR
=), INJECTION COVID-
19 MRNA VACCINE
Chest pain (n/a - (NUCLEOSIDE
Recovered/Resolved |MODIFIED)
-), [TOZINAMERAN] (S
-nfa-n/a-[n/a-
Lymph node pain n/a-
(n/a - Unknown - ), |Intramuscular])
Lymphadenopathy
(n/a - Unknown - ),
Pyrexia (n/a -
Recovered/Resolved
-)
EU-EC- 05/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Ecchymosis (n/a - COMIRNATY Not reported
10012120088 Professional |Economic Years |Specified Not Recovered/Not  |[TOZINAMERAN] (S
Area Resolved - Life - Immunisation - n/a
Threatening), - [n/a- 1{DF} - n/a
- More in ICSR])
Haematoma (n/a -
Not Recovered/Not
Resolved - Life
Threatening),
Immune
thrombocytopenia
(n/a - Not
Recovered/Not
Resolved - Life
Threatening),
Petechiae (n/a - Not
Recovered/Not
Resolved - Life
Threatening)
EU-EC- 05/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Vomiting (12h - COMIRNATY Not reported
10012120420 Professional |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Area -) - COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/al)
EU-EC- 05/04/2022 | Spontaneous |Healthcare  |Non Not available 12-17 |Not Male No Cold sweat (30min - |COMIRNATY Not reported
10012120466 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Economic =), - COVID-19
Area immunisation - Not
Dizziness (30min -  |applicable - [1d -
Recovered/Resolved |n/a - Oral])
=)
Incorrect route of
product
administration (n/a -
Unknown - ),
Syncope (30min -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 05/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Chest discomfort (1d |COMIRNATY Not reported
10012120493 Professional |European Years |Specified - [TOZINAMERAN] (S
Economic Recovered/Resolved |- COVID-19
Area - Caused/Prolonged  |immunisation - Not
Hospitalisation), applicable - [1d -
n/a-
Hypoaesthesia (1d - |Intramuscular])
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Myocarditis (1d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),
Tachycardia (1d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Vaccination site pain
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)
EU-EC- 05/04/2022 | Spontaneous |Healthcare  |Non Not available 12-17 |Not Female |No Anaphylactic shock | COMIRNATY Not reported
10012120499 Professional |European Years |Specified (n/a- [TOZINAMERAN] (S
Economic Recovering/Resolving |- COVID-19
Area - Caused/Prolonged |immunisation - Not
Hospitalisation, applicable - [1d -
Other Medically n/a-
Important Condition) |Intramuscular])
EU-EC- 05/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Arthralgia (n/a - COMIRNATY Not reported
10012120523 Professional |European Years |Specified Unknown - [TOZINAMERAN] (S
Economic Caused/Prolonged - COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d -
Cardiovascular n/a-
disorder (n/a - Intramuscular])
Unknown -),
Hypokalaemia (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),
Paralysis (n/a -
Unknown - Other
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Medically Important
Condition)

EU-EC-
10012120528

05/04/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Gait disturbance (8d
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

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

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

Not reported

EU-EC-
10012120651

05/04/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

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

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

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

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

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

Not reported

EU-EC-
10012120777

05/04/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Chills (30min -
Recovered/Resolved

=)

Muscle spasms
(30min -
Recovered/Resolved

W

Muscular weakness
(n/a - Unknown - ),

Pain in extremity (1d

Recovered/Resolved

W

Pyrexia (2d -
Recovered/Resolved
=)

Tremor (30min -
Recovered/Resolved

-)

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

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

EU-EC-
10012120882

05/04/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

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

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

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

Not reported

EU-EC-
10012121245

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

05/04/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

Muscular weakness
(n/a - Not

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

[VITAMIN D] (C-n/a-n/a-
[n/a - n/a - n/a])
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Recovered/Not
Resolved - ),
Oropharyngeal pain
(n/a - Not
Recovered/Not
Resolved - ),
Pain in extremity
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 05/04/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Arthralgia (n/a - COMIRNATY NOT AVAILABLE (C - n/a - n/a
10012121459 Healthcare |Economic Years |Specified Recovering/Resolving |[TOZINAMERAN] (S |- [n/a - n/a - n/a]),
Professional |Area =) - COVID-19
immunisation - Not |[IBUPROFEN] (C - n/a - n/a -
Chills (1d - applicable - [n/a- |[n/a - n/a - n/a])
Recovered/Resolved |1{DF} - n/al)
=)
Diarrhoea (1d -
Recovered/Resolved
=)
Fatigue (n/a -
Recovering/Resolving
=)
Headache (n/a - Not
Recovered/Not
Resolved - ),
Injection site pain
(n/a-
Recovering/Resolving
=)
Lymphadenopathy
(n/a -
Recovering/Resolving
=)
Myalgia (n/a -
Recovering/Resolving
=)
Nausea (0d -
Recovered/Resolved
-)
EU-EC- 05/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Amenorrhoea (6mo - | COMIRNATY Not reported
10012121588 Professional |Economic Years |Specified Not Recovered/Not  |[TOZINAMERAN] (S
Area Resolved - Other - COVID-19
Medically Important |immunisation - Not
Condition) applicable - [n/a -
1{DF} - n/a])
EU-EC- 05/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Basedow's disease | COMIRNATY Not reported
10012121771 Healthcare |Economic Years (n/a - [TOZINAMERAN] (S
Professional |Area Recovering/Resolving |- COVID-19
- Other Medically immunisation - Not
Important Condition) |applicable - [n/a -
3mL -
Intramuscular])
EU-EC- 05/04/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Myocarditis (n/a - COMIRNATY Not reported
10012121776 Healthcare |Economic Years |Specified Unknown - Other [TOZINAMERAN] (S
Professional |Area Medically Important |- COVID-19
Condition) immunisation - Not
applicable - [1d -
n/a - n/a])
EU-EC- 05/04/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Menstrual disorder | COMIRNATY Not reported
10012121892 Healthcare |Economic Years (n/a - Not [TOZINAMERAN] (S
Professional |Area Recovered/Not - COVID-19
Resolved - ) immunisation - Drug
withdrawn - [1d -
1{DF} -
Intramuscular])
EU-EC- 05/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Herpes zoster (n/a - |COMIRNATY Not reported
10012121951 Professional |Economic Years |Specified Recovering/Resolving | [TOZINAMERAN] (S
Area - - COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 05/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Application site pain  |COMIRNATY Not reported
10012121975 Healthcare |Economic Years (n/a - Not [TOZINAMERAN] (S
Professional |Area Recovered/Not -nfa-n/a-[n/a-
Resolved - ), n/a - n/al)
Application site
reaction (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 05/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Back pain (2d - COMIRNATY Not reported
10012122060 Healthcare |Economic Years Recovering/Resolving | [TOZINAMERAN] (S
Professional |Area =), - Immunisation - n/a
- [n/a-n/a-n/a)])
Chills (1d -
Recovered/Resolved
=)
Fatigue (1d -
Recovering/Resolving
=l
Headache (2d -
Recovering/Resolving
=)
Influenza (2d -
Recovering/Resolving
=)
Injection site pain
Recovered/Resolved
=)
Limb discomfort (2d
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Recovering/Resolving
=)
Myalgia (2d -
Recovering/Resolving
=)
Pyrexia (2d -
Recovering/Resolving
EU-EC- 05/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Myocarditis (n/a - COMIRNATY Not reported
10012122077 Professional |Economic Years Not Recovered/Not  |[TOZINAMERAN] (S
Area Resolved - - Immunisation - n/a
Caused/Prolonged - [n/a-n/a-n/a])
Hospitalisation)
EU-EC- 05/04/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Arthralgia (5d - COMIRNATY MELATONIN [MELATONIN] (C
10012122262 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S |- n/a-n/a-[56d - n/a -
Professional |Area - Other Medically - COVID-19 n/al),
Important immunisation - Not
Condition), applicable - [n/a -  |[CETIRIZINE
n/a - nfal) DIHYDROCHLORIDE] (C -
Petechiae (5d - Hypersensitivity - n/a - [8y -
Recovered/Resolved n/a - n/al)
- Other Medically
Important Condition)
EU-EC- 05/04/2022 | Spontaneous |Non Non Not available 12-17 |Not Female |No Inappropriate COMIRNATY Not reported
10012122365 Healthcare |European Years |Specified schedule of product |[TOZINAMERAN] (S
Professional |Economic administration (n/a - |- COVID-19
Area Unknown - ), immunisation - Not
applicable - [1d -
Syncope (0d - n/a - n/a])
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 05/04/2022 | Spontaneous |Healthcare |Non Albokhari, A. A.. Acute inflammatory |12-17 |Not Female |No Myelitis transverse | TOZINAMERAN Not reported
10012122535 Professional |European |transverse myelitis post-Pfizer- Years |Specified (n/a- [TOZINAMERAN] (S
Economic |BioNTech-COVID-19 vaccine in 16- Recovered/Resolved |- COVID-19
Area year-old. Journal of Medical - Caused/Prolonged |immunisation - Not
Research and Innovation. Hospitalisation, applicable - [1d -
2021;5:47-50. Other Medically n/a - n/a])
doi:10.25259/IMRI_25_2021 Important Condition)
EU-EC- 05/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Anaphylactic reaction | COMIRNATY Not reported
10012123149 Healthcare |Economic Years - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
- Other Medically - [n/a - 2{DF} -
Important Condition) |n/al),
[ALLERGENS] (S -
n/a-n/a-[n/a-
1{DF} - n/a])
EU-EC- 05/04/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Angioedema (n/a - |COMIRNATY Not reported
10012123152 Healthcare |Economic Years Unknown - ), [TOZINAMERAN] (S
Professional |Area - Immunisation - n/a
COVID-19 - [n/a - 3{DF} -
immunisation (n/a - |n/a])
Not Recovered/Not
Resolved - )
EU-EC- 05/04/2022 |Spontaneous |Non Non Not available 12-17 |Not Female |No Headache (n/a - COMIRNATY Not reported
10012123280 Healthcare |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Professional |Economic =), - COvVID-19
Area immunisation - Not
Medication error (n/a |applicable - [1d -
- Unknown - ), n/a - n/al)
Syncope (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),
Tinnitus (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 05/04/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Dizziness (n/a - COMIRNATY Not reported
10012123324 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area - Caused/Prolonged |- Immunisation - n/a
Hospitalisation), - [n/a - 3{DF} -
n/a])
Headache (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Palpitations (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)
EU-EC- 05/04/2022 |Spontaneous |Non European |Not available 12-17 |Adult Male No Diarrhoea COMIRNATY Not reported
10012123413 Healthcare |Economic Years haemorrhagic (2d - |[TOZINAMERAN] (S
Professional |Area Unknown - ), - Immunisation - n/a
- [n/a - 1{DF} -
Dizziness (2d - n/a])
Unknown -),
Nausea (2d -
Unknown - )
EU-EC- 05/04/2022 | Spontaneous |Non European |Not available 12-17 |Adult Male No Abdominal pain (2d - | COMIRNATY Not reported
10012123420 Healthcare |Economic Years Unknown - ), [TOZINAMERAN] (S
Professional |Area - Immunisation - n/a
Dizziness (2d - - [n/a - 2{DF} -
Unknown - ), n/al)
Nausea (2d -
Unknown - ),
Vomiting (2d -
Unknown - )
EU-EC- 05/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No Multiple sclerosis COMIRNATY Not reported
10012123474 Professional |Economic Years relapse (n/a - Not [TOZINAMERAN] (S
Area Recovered/Not - Immunisation - n/a
Resolved - - [n/a - 2{DF} -
Caused/Prolonged n/al)
Hospitalisation)
EU-EC- 05/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported
10012123566 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition),
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n/a-
Vaccination failure Intramuscular])
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 05/04/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Fatigue (n/a - COMIRNATY Not reported
10012123910 Healthcare |Economic Years |Specified Recovering/Resolving | [TOZINAMERAN] (S
Professional |Area =) - COVID-19
immunisation - n/a -
Headache (n/a - [n/a - 30ug - n/al)
Recovering/Resolving
=)
Nausea (n/a -
Recovering/Resolving
=N
Somnolence (n/a -
Recovering/Resolving
EU-EC- 05/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported
10012123945 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 05/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Fall (n/a - COMIRNATY Not reported
10012123993 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Economic =) - COVID-19
Area immunisation - Not
Presyncope (n/a - applicable - [n/a -
Recovered/Resolved |n/a - n/al)
-)
EU-EC- 05/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest discomfort COMIRNATY Not reported
10012124031 Professional |European Years |Specified (n/a- [TOZINAMERAN] (S
Economic Recovered/Resolved |- COVID-19
Area - Other Medically immunisation - Not
Important Condition) |applicable - [1d -
n/a-
Intramuscular])
EU-EC- 05/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Contusion (n/a - COMIRNATY Not reported
10012124203 Professional |Economic Years |Specified Unknown - ) [TOZINAMERAN] (S
Area -n/a-n/a-[n/a-
n/a - n/al])
EU-EC- 05/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported
10012124211 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 05/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported
10012124566 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), nfa-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 05/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported
10012124660 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 05/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No C-reactive protein COMIRNATY Not reported
10012124992 Professional |European Years |Specified increased (231h - [TOZINAMERAN] (S
Economic Recovered/Resolved |- COVID-19
Area - Caused/Prolonged |immunisation - Not
Hospitalisation), applicable - [n/a -
n/a - n/a])
Chest pain (231h -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Myocarditis (231h -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),
Sensory disturbance
(231h -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Troponin I increased
(231h -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)
EU-EC- 05/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Urticaria (n/a - Not |COMIRNATY Not reported
10012125261 Professional |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S
Area Resolved - ) - COVID-19
immunisation - Not
applicable - [n/a -
3mL -
Intramuscular])
EU-EC- 05/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest pain (n/a - Not | COMIRNATY Not reported
10012125340 Professional |European Years |Specified Recovered/Not [TOZINAMERAN] (S
Economic Resolved - ), - COVID-19
Area immunisation - Not
Chills (n/a - Not applicable - [1d -
Recovered/Not n/a - Unknown])
Resolved - ),
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Fatigue (n/a - Not
Recovered/Not
Resolved - ),

Joint range of motion
decreased (n/a - Not
Recovered/Not
Resolved - ),

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

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

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

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

Other Medically
Important
Condition),

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

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

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

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

Condition),
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 05/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Arthralgia (n/a - COMIRNATY Not reported
10012125460 Professional |Economic Years |Specified Unknown - ), [TOZINAMERAN] (S
Area - COVID-19
Myalgia (n/a - prophylaxis - n/a -
Unknown - ), [n/a-.3mL-
Intramuscular])
Pyrexia (n/a -
Unknown - )
EU-EC- 05/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Hypoaesthesia (n/a - | COMIRNATY Not reported
10012125706 Professional |Economic Years Recovering/Resolving | [TOZINAMERAN] (S
Area =) - COVID-19
immunisation - Not
Loss of applicable - [n/a -
proprioception (n/a - |n/a -
Recovering/Resolving | Intramuscular])
=)
Paraesthesia (n/a -
Recovering/Resolving
EU-EC- 05/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Malaise (3d - COMIRNATY Not reported
10012125790 Professional |Economic Years Recovered/Resolved |[TOZINAMERAN] (S
Area =) - COVID-19
immunisation - Not
Pyrexia (3d - applicable - [1d -
Recovered/Resolved |1{DF} - Unknown])
)
EU-EC- 05/04/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Intermenstrual COMIRNATY Not reported
10012125973 Healthcare |Economic Years bleeding (4d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- COVID-19
-) immunisation - Drug
withdrawn - [1d -
.3mL - n/al)
EU-EC- 04/04/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Fatigue (n/a - COMIRNATY Not reported
10012096029 Healthcare |Economic Years |Specified Unknown - ), [TOZINAMERAN] (S
Professional |Area - COVID-19
Oropharyngeal pain [immunisation - Not
(n/a - Not applicable - [1d -
Recovered/Not n/a - n/a])
Resolved - ),
Pain in extremity
(n/a - Unknown - )
EU-EC- 04/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Blood pressure COMIRNATY Not reported
10012096291 Professional |Economic Years |Specified decreased (n/a - CONCENTRATE FOR
Area Recovered/Resolved | DISPERSION FOR
=) INJECTION COVID-
19 MRNA VACCINE
Vomiting (n/a - (NUCLEOSIDE
Recovered/Resolved |MODIFIED)
-) [TOZINAMERAN] (S
-nfa-n/a-[n/a-
n/a-
Intramuscular])
EU-EC- 04/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported
10012096754 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 04/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Angina pectoris (n/fa |TOZINAMERAN Not reported
10012096937 Professional |European Years |Specified - Unknown - [TOZINAMERAN] (S
Economic Caused/Prolonged - COVID-19
Area Hospitalisation, immunisation - Not
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Headache (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

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

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

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

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

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

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

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

Unknown - ),

Asthenia (n/a -
Unknown - ),

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

Chills (n/a -
Unknown - ),

Decreased appetite
(n/a - Unknown - ),

Diarrhoea (n/a -
Unknown - ),

Dizziness (n/a -
Unknown - ),

Erythema (n/a -
Unknown - ),

Fatigue (n/a -
Unknown - ),

Headache (n/a -
Unknown - ),

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

Induration (n/a -
Unknown - ),

Inflammation (n/a -
Unknown - ),

Irritability (n/a -
Unknown - ),

Myalgia (n/a -
Unknown - ),

Nausea (n/a -
Unknown - ),

Nodule (n/a -
Unknown - ),

Oedema (n/a -
Unknown - ),

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

EU-EC- 04/04/2022 |Spontaneous |Non Non Not available 12-17 |Not Female |No Menstruation delayed | COMIRNATY Not reported
10012097023 Healthcare |European Years |Specified (n/a- [TOZINAMERAN] (S
Professional | Economic Recovering/Resolving |- COVID-19
Area - Other Medically immunisation - Not
Important applicable - [1d -
Condition), n/a - n/al)
Menstruation
irregular (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 04/04/2022 | Spontaneous |Non Non Not available 12-17 |Not Female |No Syncope (0d - COMIRNATY Not reported
10012097057 Healthcare |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Professional | Economic With Sequelae - - COVID-19
Area Other Medically immunisation - Not
Important Condition) |applicable - [n/a -
n/a - n/a])
EU-EC- 04/04/2022 | Spontaneous |Healthcare  |Non Not available 12-17 |Not Female |No Abdominal pain (n/a | TOZINAMERAN Not reported
10012097064 Professional | European Years | Specified - Unknown - ), [TOZINAMERAN] (S
Economic - COVID-19
Area Arthralgia (n/a - immunisation - Not
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Pruritus (n/a -
Unknown - ),

Purpura (n/a -
Unknown - ),

Pyrexia (n/a -
Unknown - ),

Sensitive skin (n/a -
Unknown - ),

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

Vomiting (n/a -
Unknown - )

EU-EC-
10012097085

04/04/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

[A/HONG KONG/4801/2014
(H3N2)-LIKE STRAIN
(A/HONG KONG/4801/2014,
X-263B),
B/BRISBANE/60/2008-LIKE
STRAIN
(B/BRISBANE/60/2008, WILD
TYPE), A/CALIFORNIA/7/2009
(H1N1)PDM09-DERIVED
STRAIN USED (NYMC X-181),
A/HONG KONG/4801/2014
(H3N2)-LIKE STRAIN
(A/HONG KONG/4801/2014,
X-263B),
B/BRISBANE/60/2008-LIKE
STRAIN
(B/BRISBANE/60/2008, WILD
TYPE), A/MICHIGAN/45/2015
(H1IN1)PDMO9-LIKE STRAIN
(A/SINGAPORE/GP1908/2015,
IVR-180), INFLUENZA
VACCINE] (C - Immunisation -
n/a - [n/a - n/a - n/a])

EU-EC-
10012097092

04/04/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

Not reported

EU-EC-
10012097184

04/04/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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

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

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

Not reported

EU-EC-
10012097186

04/04/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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

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

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

Not reported

EU-EC-
10012097747

04/04/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Injection site pain

Recovered/Resolved

)
Menarche (n/a - Not

Recovered/Not
Resolved - ),

Myalgia (n/a -
Recovered/Resolved
-)

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

[METHYLPHENIDATE] (C -
n/a - Dose not changed - [n/a
- n/a-n/al)

EU-EC-
10012097756

04/04/2022

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

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

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

Injection site

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

Not reported
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reaction (n/a - Not
Recovered/Not
Resolved - ),

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

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

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

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

EU-EC-
10012097776

04/04/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

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

Not reported

EU-EC-
10012097927

04/04/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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

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

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

Not reported

EU-EC-
10012098410

04/04/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

Not reported

EU-EC-
10012098423

04/04/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Chest pain (n/a -
Recovered/Resolved

=)

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

Nausea (n/a -
Recovered/Resolved
=)

Pyrexia (n/a -
Recovered/Resolved

-)

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

Not reported

EU-EC-
10012098427

04/04/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

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

Not reported

EU-EC-
10012098441

04/04/2022

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

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

Coronary artery
dilatation (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

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

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

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

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

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

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

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

EU-EC-
10012098455

04/04/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

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

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

Not reported

EU-EC-
10012098457

04/04/2022

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

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

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

Multisystem
inflammatory
syndrome in children
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

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

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

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

Not reported
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Nausea (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),

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

EU-EC-
10012098460

04/04/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Chest discomfort
(n/a-
Recovered/Resolved

i

Chest pain (n/a -
Recovered/Resolved

=)

Cough (n/a -
Recovered/Resolved
=)

Dizziness postural
(n/a-
Recovered/Resolved
=)

Dyspnoea (n/a -
Recovered/Resolved

=)

Fatigue (n/a -
Recovered/Resolved
=)

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

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

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

Not reported

EU-EC-
10012098470

04/04/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

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

Not reported

EU-EC-
10012098475

04/04/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Chest pain (n/a -
Recovered/Resolved

=)

Cough (n/a -
Recovered/Resolved

-

Dyspnoea (n/a -
Recovered/Resolved
=)

Lethargy (n/a -
Recovered/Resolved

-

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

Pyrexia (n/a -
Recovered/Resolved
-)

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

Not reported

EU-EC-
10012098485

04/04/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

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

Not available

12-17
Years

Not
Specified

Female

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

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

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

Not reported
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Dyspnoea (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),

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

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

EU-EC-
10012098492

04/04/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

Not reported

EU-EC-
10012098704

04/04/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

Not reported

EU-EC-
10012098712

04/04/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Angina pectoris (n/a

Recovering/Resolving
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

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

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

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

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

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

Hyperventilation (n/a

Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

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

Inappropriate
schedule of product
administration (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

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

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

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

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

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

Not reported

EU-EC-
10012099097

04/04/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

Not reported

EU-EC- 04/04/2022

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

Spontaneous

Non

European

Not available

12-17

Adolescent

Male

No

Discharge (n/a -

COMIRNATY

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

10012099178 Healthcare |Economic Years Unknown - ), [TOZINAMERAN] (S
Professional |Area -n/fa-n/a-[n/a-
Erythema (n/a - n/a - n/al)
Unknown - ),
Headache (n/a -
Unknown - ),
Nausea (n/a -
Unknown - ),
Pruritus (n/a -
Unknown - )
EU-EC- 04/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Myocarditis (n/a - COMIRNATY Not reported
10012099181 Professional |Economic Years Not Recovered/Not  |[TOZINAMERAN] (S
Area Resolved - - COVID-19
Caused/Prolonged immunisation - n/a -
Hospitalisation), [n/a - 1{DF} - n/al)
Palpitations (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 04/04/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Heavy menstrual COMIRNATY Not reported
10012099357 Healthcare |Economic Years |Specified bleeding (n/a - [TOZINAMERAN] (S
Professional |Area Unknown - ) - COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 04/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Urticaria (n/a - COMIRNATY Not reported
10012099510 Professional |Economic Years |Specified Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- COVID-19
Condition) immunisation - n/a -
[n/a-n/a-
Intramuscular])
EU-EC- 04/04/2022 | Spontaneous |Healthcare  |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported
10012099656 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 04/04/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Syncope (30min - COMIRNATY Not reported
10012101031 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area - Other Medically - COVID-19
Important Condition) [immunisation - Not
applicable - [n/a -
n/a - n/a])
EU-EC- 04/04/2022 | Spontaneous |Non European |Not available 12-17 |Not Not No Pain in extremity COMIRNATY Not reported
10012102113 Healthcare |Economic Years |Specified |Specified (n/a- CONCENTRATE FOR
Professional |Area Recovered/Resolved |DISPERSION FOR
- INJECTION COVID-
19 MRNA VACCINE
(NUCLEOSIDE
MODIFIED)
[TOZINAMERAN] (S
-n/a-n/a-[n/a-
n/a - n/a])
EU-EC- 04/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Headache (n/a - Not |COMIRNATY Not reported
10012102312 Professional |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S
Area Resolved - ), - COVID-19
immunisation - Not
Injection site applicable - [n/a -
reaction (n/a - Not |n/a - n/a])
Recovered/Not
Resolved - ),
Vertigo (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 04/04/2022 |Spontaneous |Non Non Not available 12-17 |Not Male No Asthenia (n/a - Not  |COMIRNATY Not reported
10012102679 Healthcare |European Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional | Economic Resolved - - COVID-19
Area Caused/Prolonged immunisation - Not
Hospitalisation), applicable - [1d -
n/a - n/a])
Chest pain (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Chills (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Myopericarditis (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),
Nausea (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Vomiting (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 04/04/2022 | Spontaneous |Non Non Not available 12-17 |Not Male No Chest pain (0d - COMIRNATY Not reported
10012102720 Healthcare |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Professional |Economic =), - COVID-19
Area immunisation - Not
Myopericarditis (0d - |applicable - [1d -
Recovered/Resolved |n/a - n/al)
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- Other Medically
Important Condition)
EU-EC- 04/04/2022 | Spontaneous |Non Non Not available 12-17 |Not Male No Myocarditis (n/a - TOZINAMERAN Not reported
10012102737 Healthcare |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Professional |Economic - Caused/Prolonged |- COVID-19
Area Hospitalisation) immunisation - Not
applicable - [7d -
n/a - n/a])
EU-EC- 04/04/2022 | Spontaneous |Non Non Not available 12-17 |Not Female |No Myocarditis (n/a - COMIRNATY Not reported
10012102753 Healthcare |European Years |Specified Not Recovered/Not  |[TOZINAMERAN] (S
Professional | Economic Resolved - Other - COVID-19
Area Medically Important |immunisation - Not
Condition) applicable - [1d -
n/a - n/a)
EU-EC- 04/04/2022 | Spontaneous |Non Non Not available 12-17 |Not Male No Chest pain (n/a - TOZINAMERAN Not reported
10012102759 Healthcare |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Professional | Economic - Caused/Prolonged |- COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d -
Chills (n/a - n/a - n/a])
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Fatigue (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Myopericarditis (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),
Pyrexia (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)
EU-EC- 04/04/2022 |Spontaneous |Non Non Not available 12-17 |Not Male No Chest discomfort COMIRNATY Not reported
10012102781 Healthcare |European Years |Specified (n/a - Not [TOZINAMERAN] (S
Professional |Economic Recovered/Not - COVID-19
Area Resolved - immunisation - Not
Caused/Prolonged applicable - [1d -
Hospitalisation), n/a - n/al)
Loss of personal
independence in
daily activities (n/a -
Unknown - ),
Myopericarditis (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),
Palpitations (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 04/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported
10012103839 Professional | Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 04/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Pain in extremity COMIRNATY Not reported
10012103947 Professional | Economic Years |Specified (n/a - Unknown - )  |[TOZINAMERAN] (S
Area -n/a-n/a-[n/a-
n/a - n/al)
EU-EC- 04/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Completed suicide ~ |COMIRNATY Not reported
10012104150 Professional |Economic Years |Specified (n/a - Fatal - Results |[TOZINAMERAN] (S
Area in Death), - COVID-19
immunisation - Not
Death (n/a - Fatal - |applicable - [n/a -
Results in Death), n/a - n/al])
Nervous system
disorder (n/a - Fatal
- Results in Death)
EU-EC- 04/04/2022 | Spontaneous |Healthcare  |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported
10012104543 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 04/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported
10012104555 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 04/04/2022 | Spontaneous |Non Non Not available 12-17 |Not Female |No Dermatitis allergic COMIRNATY Not reported
10012104612 Healthcare |European Years |Specified (n/a - Not [TOZINAMERAN] (S
Professional |Economic Recovered/Not - COVID-19
Area Resolved - Other immunisation - Not
Medically Important |applicable - [1d -
Condition), n/a - n/al)
Rash (n/a - Unknown
- Other Medically
Important Condition)

https://dap.ema.europa.eu/analytics/saw.dll?Go
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EU-EC- 04/04/2022 |Spontaneous |Non Non Not available 12-17 |Not Female |No Butterfly rash (n/a - |COMIRNATY FLUENZ TETRA
10012104629 Healthcare |European Years |Specified Recovering/Resolving |[TOZINAMERAN] (S |[A/GUANGDONG-
Professional | Economic - Other Medically - COVID-19 MAONAN/SWL1536/2019
Area Important immunisation - Not  |(H1IN1)PDMOQ9 - LIKE STRAIN
Condition), applicable - [1d - (A/HAWAI1/66/2019, MEDI
n/a - n/al) 326775), A/HONG
Dry skin (n/a - KONG/2671/2019 (H3N2) -
Recovering/Resolving LIKE STRAIN (A/HONG
- Other Medically KONG/2671/2019, MEDI
Important 325078),
Condition), B/PHUKET/3073/2013 - LIKE
STRAIN
Erythema (67d - (B/PHUKET/3073/2013, MEDI
Recovered/Resolved 306444),
- Other Medically B/WASHINGTON/02/2019 -
Important LIKE STRAIN
Condition), (B/WASHINGTON/02/2019,
MEDI 323797),
Rash (n/a - Unknown A/TEXAS/50/2012 (H3N2)-
- Other Medically LIKE STRAIN
Important Condition) (A/TEXAS/50/2012, MEDI
237514),
B/BRISBANE/60/2008
(VICTORIA LINEAGE)-LIKE
STRAIN
(B/BRISBANE/60/2008, MEDI
228030),
B/MASSACHUSETTS/2/2012
(YAMAGATA LINEAGE)-LIKE
STRAIN
(B/MASSACHUSETTS/2/2012,
MEDI 237751),
A/CALIFORNIA/7/2009
(H1N1)PDMO09-LIKE STRAIN
(A/CALIFORNIA/7/2009,
MEDI 228029),
B/BRISBANE/60/2008
(VICTORIA LINEAGE)-LIKE
STRAIN
(B/BRISBANE/60/2008, MEDI
228030),
A/CALIFORNIA/7/2009
(H1N1)PDMO09-LIKE STRAIN
(A/BOLIVIA/559/2013, MEDI
255962),
B/PHUKET/3073/2013
(YAMAGATA LINEAGE)-LIKE
STRAIN
(B/PHUKET/3073/2013, MEDI
254977), A/HONG
KONG/4801/2014 (H3N2)-
LIKE STRAIN (A/NEW
CALEDONIA/71/2014, MEDI
263122),
B/PHUKET/3073/2013
(YAMAGATA LINEAGE)-LIKE
STRAIN
(B/PHUKET/3073/2013, MEDI
254977),
A/MICHIGAN/45/2015
(H1N1)PDMO09 - LIKE STRAIN
(A/SLOVENIA/2903/2015,
MEDI 279432),
A/SINGAPORE/INFIMH-16-
0019/2016 (H3N2)-LIKE
STRAIN
(A/SINGAPORE/INFIMH-16-
0019/2016, MEDI 291690),
B/COLORADO/06/2017-LIKE
STRAIN
(B/COLORADO/06/2017,
MEDI 293454)] (C -
Immunisation - n/a - [n/a -
n/a - n/al)
EU-EC- 04/04/2022 | Spontaneous |Non Non Not available 12-17 |Not Female |No Asthenia (n/a - COMIRNATY Not reported
10012104638 Healthcare |European Years |Specified Unknown - Other [TOZINAMERAN] (S
Professional | Economic Medically Important |- COVID-19
Area Condition), immunisation - Not
applicable - [1d -
Dyspnoea (n/a - n/a - n/a])
Unknown - Other
Medically Important
Condition),
Glassy eyes (n/a -
Unknown - Other
Medically Important
Condition),
Headache (4d -
Recovered/Resolved
- Other Medically
Important
Condition),
Hyperhidrosis (3d -
Recovered/Resolved
- Other Medically
Important
Condition),
Malaise (n/a -
Unknown - Other
Medically Important
Condition),
Myalgia (3d -
Recovered/Resolved
- Other Medically
Important
Condition),
Nausea (3d -
Recovered/Resolved
- Other Medically
Important
Condition),
Oropharyngeal pain
( -

52/61



30.11.2022 16.21

Run Line Listing Report

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

Recovered/Resolved
- Other Medically
Important
Condition),
Pyrexia (2d -
Recovered/Resolved
- Other Medically
Important
Condition),
Rash (2d -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 04/04/2022 |Spontaneous |Non Non Not available 12-17 |Not Female |No Butterfly rash (n/a - |COMIRNATY FLUENZ TETRA
10012104639 Healthcare |European Years |Specified Unknown - Other [TOZINAMERAN] (S |[A/GUANGDONG-
Professional |Economic Medically Important |- COVID-19 MAONAN/SWL1536/2019
Area Condition), immunisation - Not |(H1IN1)PDMOQ9 - LIKE STRAIN
applicable - [1d - |(A/HAWAII/66/2019, MEDI
Dry skin (n/a - n/a - n/al) 326775), A/HONG
Unknown - Other KONG/2671/2019 (H3N2) -
Medically Important LIKE STRAIN (A/HONG
Condition), KONG/2671/2019, MEDI
325078),
Erythema (n/a - B/PHUKET/3073/2013 - LIKE
Unknown - Other STRAIN
Medically Important (B/PHUKET/3073/2013, MEDI
Condition), 306444),
B/WASHINGTON/02/2019 -
Inappropriate LIKE STRAIN
schedule of product (B/WASHINGTON/02/2019,
administration (n/a - MEDI 323797),
Unknown - ), A/TEXAS/50/2012 (H3N2)-
LIKE STRAIN
Rash (n/a - Unknown (A/TEXAS/50/2012, MEDI
- Other Medically 237514),
Important Condition) B/BRISBANE/60/2008
(VICTORIA LINEAGE)-LIKE
STRAIN
(B/BRISBANE/60/2008, MEDI
228030),
B/MASSACHUSETTS/2/2012
(YAMAGATA LINEAGE)-LIKE
STRAIN
(B/MASSACHUSETTS/2/2012,
MEDI 237751),
A/CALIFORNIA/7/2009
(H1N1)PDMO9-LIKE STRAIN
(A/CALIFORNIA/7/2009,
MEDI 228029),
B/BRISBANE/60/2008
(VICTORIA LINEAGE)-LIKE
STRAIN
(B/BRISBANE/60/2008, MEDI
228030),
A/CALIFORNIA/7/2009
(H1N1)PDMO9-LIKE STRAIN
(A/BOLIVIA/559/2013, MEDI
255962),
B/PHUKET/3073/2013
(YAMAGATA LINEAGE)-LIKE
STRAIN
(B/PHUKET/3073/2013, MEDI
254977), A/HONG
KONG/4801/2014 (H3N2)-
LIKE STRAIN (A/NEW
CALEDONIA/71/2014, MEDI
263122),
B/PHUKET/3073/2013
(YAMAGATA LINEAGE)-LIKE
STRAIN
(B/PHUKET/3073/2013, MEDI
254977),
A/MICHIGAN/45/2015
(H1N1)PDMO09 - LIKE STRAIN
(A/SLOVENIA/2903/2015,
MEDI 279432),
A/SINGAPORE/INFIMH-16-
0019/2016 (H3N2)-LIKE
STRAIN
(A/SINGAPORE/INFIMH-16~
0019/2016, MEDI 291690),
B/COLORADO/06/2017-LIKE
STRAIN
(B/COLORADO/06/2017,
MEDI 293454)] (C -
Immunisation - n/a - [n/a -
n/a - n/a])
EU-EC- 04/04/2022 | Spontaneous |Non Non Not available 12-17 |Not Male No Chest pain (n/a - COMIRNATY Not reported
10012104647 Healthcare |European Years |Specified Recovering/Resolving | [TOZINAMERAN] (S
Professional |Economic - Other Medically - COVID-19
Area Important immunisation - Not
Condition), applicable - [n/a -
n/a - n/a)])
Fatigue (n/a -
Unknown - Other
Medically Important
Condition),
Food refusal (n/a -
Unknown - Other
Medically Important
Condition),
Hypersomnia (n/a -
Unknown - Other
Medically Important
Condition),
Nausea (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Pyrexia (40h -
Recovered/Resolved
- Other Medically
Important
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Condition),

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

Vomiting (320min -
Recovered/Resolved
- Other Medically
Important Condition)

EU-EC-
10012105099

04/04/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Chills (n/a -
Recovering/Resolving

i

Headache (n/a -
Recovering/Resolving

=)

Injection site
erythema (n/a -
Recovering/Resolving
=)

Injection site pain
(n/a-
Recovering/Resolving

i

Injection site
reaction (n/a -
Recovering/Resolving

i

Injection site
swelling (n/a -
Recovering/Resolving
-)

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

Not reported

EU-EC-
10012105132

04/04/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

Not reported

EU-EC-
10012105156

04/04/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

Not reported

EU-EC-
10012105317

04/04/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

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

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

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

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

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

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

Not reported

EU-EC-
10012105586

04/04/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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

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

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

Not reported

EU-EC-
10012105747

04/04/2022

Spontaneous

Healthcare
Professional

European
Economic

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

Not available

12-17
Years

Adolescent

Female

Alopecia areata (n/a
- Not Recovered/Not

COMIRNATY
[TOZINAMERAN] (S

Not reported
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Area Resolved - Other - COVID-19
Medically Important |immunisation - Not
Condition) applicable - [1d -
n/a-
Intramuscular])
EU-EC- 04/04/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Menarche (n/a - COMIRNATY Not reported
10012106170 Healthcare |Economic Years Recovering/Resolving | [TOZINAMERAN] (S
Professional |Area - - COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 04/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Vaccination site pain | COMIRNATY Not reported
10012106267 Professional |Economic Years (n/a - Not [TOZINAMERAN] (S
Area Recovered/Not - COVID-19
Resolved - ) immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 04/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No Pericarditis (n/a - COMIRNATY Not reported
10012106275 Professional |Economic Years Not Recovered/Not  |[TOZINAMERAN] (S
Area Resolved - ) - COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 04/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Amenorrhoea (n/a - |COMIRNATY Not reported
10012106430 Healthcare |Economic Years Unknown - ), [TOZINAMERAN] (S
Professional |Area - COVID-19
Asthenia (n/a - immunisation - Not
Unknown - ) applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 04/04/2022 | Spontaneous |Non Non Not available 12-17 |Not Male No Chest pain (n/a - TOZINAMERAN Not reported
10012106612 Healthcare |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Professional |Economic - Caused/Prolonged |- COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d -
Dyspnoea (n/a - n/a - n/al)
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Dyspnoea at rest
(n/a-
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Myopericarditis (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),
Pain (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)
EU-EC- 04/04/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Rash (n/a - Unknown | COMIRNATY Not reported
10012107382 Healthcare |Economic Years |Specified =), [TOZINAMERAN] (S
Professional |Area - COVID-19
Urticaria (n/a - immunisation - Not
Unknown - ) applicable - [n/a -
n/a - n/a])
EU-EC- 04/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Myocarditis (n/a - COMIRNATY Not reported
10012107760 Professional |Economic Years Unknown - [TOZINAMERAN] (S
Area Caused/Prolonged - COVID-19
Hospitalisation) immunisation - n/a -
[n/a - 1{DF} -
Intramuscular])
EU-EC- 04/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Chest pain (n/a - COMIRNATY Not reported
10012107770 Professional |Economic Years Recovered/Resolved |[TOZINAMERAN] (S
Area - Other Medically - COVID-19
Important immunisation - n/a -
Condition), [n/a - 1{DF} -
Intramuscular])
Ejection fraction
decreased (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Myocardial necrosis
marker increased
(n/a-
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Myocarditis (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Tachycardia (n/a -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 04/04/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Chills (3h - COMIRNATY Not reported
10012108183 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area =) - COVID-19
immunisation - Not
Fatigue (16h - applicable - [n/a -
Recovered/Resolved |1{DF} - n/a])
=)
Headache (1h -
Recovered/Resolved
=)
Malaise (25h -
Recovered/Resolved
=)
Menstrual disorder
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(n/a - Not
Recovered/Not
Resolved - ),

Myalgia (24h -
Recovered/Resolved

=)

Nausea (6h -
Recovered/Resolved
=)

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

EU-EC-
10012108414

04/04/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Angina pectoris (n/a

Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

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

Heart rate abnormal
(n/a-
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

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

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

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

Not reported

EU-EC-
10012108533

04/04/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Chest discomfort
(n/a-
Recovered/Resolved

i

Coagulopathy (n/a -
Recovering/Resolving
=)

Contusion (n/a -
Recovered/Resolved

-

Dyspnoea (n/a -
Recovered/Resolved
=)

Headache (n/a -
Recovered/Resolved

=)

Lymphadenopathy
(n/a-
Recovered/Resolved

W

Nausea (n/a -
Recovered/Resolved
=)

Pain in extremity
(n/a -
Recovered/Resolved

=)

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

[n/a - 1{DF} - n/a])

Not reported

EU-EC-
10012109847

04/04/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

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

Not reported

EU-EC-
10012109978

04/04/2022

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

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Child

Male

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

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

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

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

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

EU-EC-
10012110107

04/04/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Expired product
administered (n/a -
Unknown - ),

Poor quality product
administered (n/a -
Unknown - )

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

Not reported

EU-EC-
10012111541

04/04/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

Not reported

EU-EC-
10012112619

04/04/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Angina pectoris (n/a
- Not Recovered/Not
Resolved - ),

Coronavirus test
positive (n/a - Not
Recovered/Not
Resolved - ),

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

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

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

Infection
susceptibility
increased (n/a - Not
Recovered/Not
Resolved - ),

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

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

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

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

Not reported

EU-EC-
10012112787

04/04/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Arthralgia (n/a -
Unknown - )

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

Not reported

EU-EC-
10012113451

04/04/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

Not reported

EU-EC-
10012113970

04/04/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

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

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

Not reported

EU-EC-
10012114053

04/04/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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

Disturbance in
attention (6h -
Unknown -
Caused/Prolonged
Hospitalisation),

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

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

Weight bearing
difficulty (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)

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

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

Not reported
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EU-EC- 04/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Chills (n/a - COMIRNATY Not reported
10012114075 Professional |Economic Years Unknown - [TOZINAMERAN] (S
Area Caused/Prolonged - Immunisation - n/a
Hospitalisation), -[n/fa-n/a-
Intramuscular])
Diarrhoea (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),
Fibrin D dimer
increased (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),
Limb discomfort (n/a
- Unknown -
Caused/Prolonged
Hospitalisation),
Nausea (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),
Vaccination site pain
(n/a - Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 04/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Headache (n/a - Not |COMIRNATY Not reported
10012114090 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - Other - Immunisation - n/a
Medically Important |- [n/a - 2{DF} -
Condition) n/al)
EU-EC- 04/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported
10012114202 Professional | Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 04/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported
10012114329 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 04/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported
10012114339 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 04/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported
10012114356 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 04/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported
10012114374 Professional | Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 04/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported
10012114388 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 04/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported
10012114391 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 03/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Dyspnoea (n/a - Not |COMIRNATY Not reported
10012094961 Professional |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S
Area Resolved - Disabling, |- n/a-n/a-[n/a-
Other Medically n/a - n/al)
Important
Condition),
Swelling face (n/a -
Not Recovered/Not
Resolved - Disabling,
Other Medically
Important
Condition),
Urticaria (n/a - Not
Recovered/Not
Resolved - Disabling,
Other Medically
Important
Condition),
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Urticaria chronic (n/a
- Not Recovered/Not
Resolved - Disabling,
Other Medically
Important Condition)
EU-EC- 03/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported
10012095056 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 03/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported
10012095095 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 03/04/2022 | Spontaneous |Healthcare  |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported
10012095109 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 03/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported
10012095212 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 03/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported
10012095218 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 03/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported
10012095220 Professional | Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 03/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported
10012095221 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 03/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported
10012095239 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 03/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported
10012095240 Professional | Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 03/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported
10012095255 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 02/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported
10012092475 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 02/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported
10012092476 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 02/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Asthenia (n/a - COMIRNATY Not reported
10012092921 Professional | Economic Years |Specified Recovering/Resolving |[TOZINAMERAN] (S
Area =) - COVID-19
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immunisation - n/a -
Vertigo (n/a - [n/a - 1{DF} -
Recovering/Resolving | Intramuscular])
)
EU-EC- 02/04/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Dizziness (n/a - COMIRNATY Not reported
10012093079 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area With Sequelae - - COVID-19
Caused/Prolonged immunisation - Not
Hospitalisation), applicable - [n/a -
n/a-
Headache (n/a - Intramuscular]),
Recovered/Resolved
With Sequelae - OMNITROPE
Caused/Prolonged [SOMATROPIN] (S -
Hospitalisation), Growth retardation -
Drug withdrawn -
Idiopathic [n/a-n/a-
intracranial Subcutaneous])
hypertension (n/a -
Recovered/Resolved
With Sequelae -
Caused/Prolonged
Hospitalisation),
Papilloedema (n/a -
Recovered/Resolved
With Sequelae -
Caused/Prolonged
Hospitalisation)
EU-EC- 02/04/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Malaise (0d - COMIRNATY Not reported
10012093108 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area =), - COVID-19
immunisation - Not
Nausea (0d - applicable - [n/a -
Recovered/Resolved |1{DF} - n/a])
=)
Vaccination site
lymphadenopathy
(4d -
Recovered/Resolved
EU-EC- 02/04/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Chills (n/a - Not COMIRNATY Not reported
10012093126 Healthcare |Economic 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 - ),
Headache (n/a - Not
Recovered/Not
Resolved - ),
Malaise (n/a - Not
Recovered/Not
Resolved - ),
Nausea (n/a -
Recovering/Resolving
)
EU-EC- 02/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported
10012093166 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 02/04/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Pain in extremity (3d |COMIRNATY IBUPROFEN [IBUPROFEN,
10012093743 Healthcare |Economic Years |Specified - [TOZINAMERAN] (S |IBUPROFEN SODIUM] (C -
Professional |Area Recovered/Resolved |- COVID-19 n/a-n/a-[n/a- 1{DF} -
- immunisation - Not |n/a]),
applicable - [1d -
n/a - n/al) [CEFEPIME] (C-n/a-n/a -
[n/a - n/a - n/a]),
[LOPERAMIDE, LOPERAMIDE
HYDROCHLORIDE] (C - n/a -
n/a - [n/a - 1{DF} - n/al),
[METAMIZOLE, METAMIZOLE
SODIUM, METAMIZOLE
SODIUM MONOHYDRATE] (C
-n/a-nja-[n/a- 1{DF} -
n/al)
EU-EC- 02/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported
10012093837 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 02/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported
10012093921 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 02/04/2022 |Spontaneous |Healthcare  |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported
10012093927 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 02/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported
10012093990 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition),
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n/a-
Vaccination failure Intramuscular])
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 02/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported
10012093994 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 02/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported
10012094000 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 02/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported
10012094411 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 02/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported
10012094460 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 02/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported
10012094532 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 02/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported
10012094535 Professional | Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 02/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported
10012094557 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 02/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported
10012094583 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
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