30.11.2022 12.56

Line Listing Report

Time run: 30/11/2022 12:33:34

Run Line Listing Report

Primary Concomitant/Not
EV . Source N Patient P Suspect/interacting Drug  |Administered Drug L
EU Local Gateyvay Report Type 28::22 Country Literature Reference Zagtéent Age Group |Patient Eﬂﬁnt ?Sjrcatlt?:antOEIcome _|List (qug Char - Indication |(Drug Char - Indicat
Number Receipt Qualification for Group (as per Sex Report |Seriousness Criteria) PT - Action taken - PT - Action taken -
Date Regulatory reporter) [Duration - Dose - Route]) |[Duration - Dose -
Purposes Route])
EU-EC- 17/07/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Asthenia (n/a - COMIRNATY Not reported
10009394427 Healthcare |Economic Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S -
Professional |Area ), COVID-19 immunisation -
n/a-[n/a-nfa-
Headache (n/a - Intramuscular])
Recovering/Resolving -
EU-EC- 17/07/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Arthralgia (n/a - COMIRNATY Not reported
10009394428 Healthcare |Economic Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S -
Professional |Area ) COVID-19 immunisation -
n/a-[n/a-n/a-
Asthenia (n/a - Intramuscular])
Recovering/Resolving -
)
Vertigo (n/a -
Recovering/Resolving -
EU-EC- 17/07/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Headache (n/a - Not COMIRNATY Not reported
10009394430 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ) COVID-19 immunisation -
Not applicable - [n/a -
1{DF} - n/a])
EU-EC- 17/07/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Pyrexia (n/a - COMIRNATY Not reported
10009394516 Professional |Economic Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S -
Area Caused/Prolonged COVID-19 immunisation -
Hospitalisation), n/a-[n/a-.3mL-
Intramuscular])
SARS-CoV-2 antibody
test positive (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Seizure (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation)
EU-EC- 17/07/2021 |Spontaneous | Healthcare |European |Not available 12-17 |Not Male No Rash (n/a - COMIRNATY Not reported
10009394798 Professional |Economic Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S -
Area Caused/Prolonged COVID-19 immunisation -
Hospitalisation) n/a-[n/a-.3mL-
Intramuscular])
EU-EC- 17/07/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Fatigue (n/a - COMIRNATY Not reported
10009395063 Healthcare |Economic Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S -
Professional |Area ) COVID-19 immunisation -
Not applicable - [n/a -
Malaise (n/a - Not 1{DF} - n/a])
Recovered/Not
Resolved - ),
Nausea (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 17/07/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Nausea (n/a - COMIRNATY Not reported
10009395093 Healthcare |Economic Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S -
Professional |Area ) COVID-19 immunisation -
Not applicable - [n/a -
1{DF} - n/a])
EU-EC- 17/07/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Fatigue (n/a - COMIRNATY Not reported
10009395135 Healthcare |Economic Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S -
Professional |Area ) COVID-19 immunisation -
Not applicable - [n/a -
Injection site 1{DF} - n/a])
inflammation (1d -
Recovered/Resolved - ),
Injection site pain (1d -
Recovered/Resolved - ),
Injection site swelling
(id-
Recovered/Resolved - ),
Injection site warmth
(id -
Recovered/Resolved - )
EU-EC- 17/07/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Fatigue (2d - COMIRNATY Not reported
10009395205 Healthcare |Economic Years |Specified Recovered/Resolved - ), |[TOZINAMERAN] (S -
Professional |Area COVID-19 immunisation -
Malaise (2d - Not applicable - [n/a -
Recovered/Resolved - ), | 1{DF} - n/a])
Myalgia (n/a -
Recovering/Resolving -
Nausea (1d -
Recovered/Resolved - ),
Pyrexia (2d -
Recovered/Resolved - )
EU-EC- 17/07/2021 | Spontaneous |Non European |Not available 12-17 |Not Female |No Chills (n/a - COMIRNATY Not reported
10009395256 Healthcare |Economic Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S -
Professional |Area ) COVID-19 immunisation -
Not applicable - [n/a -
Headache (n/a - Not 1{DF} - n/a])
Recovered/Not
Resolved - ),
Malaise (n/a -
Recovering/Resolving -
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
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EU-EC- 17/07/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Myalgia (n/a - Not COMIRNATY Not reported
10009395313 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ) COVID-19 immunisation -
Not applicable - [n/a -
1{DF} - n/a])
EU-EC- 17/07/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Fatigue (n/a - Not COMIRNATY Not reported
10009395320 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19 immunisation -
Not applicable - [n/a -
Headache (n/a - Not 1{DF} - n/al)
Recovered/Not
Resolved - ),
Malaise (n/a - Not
Recovered/Not
Resolved - ),
Myalgia (n/a - Not
Recovered/Not
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 17/07/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Extensive swelling of ~ |COMIRNATY Not reported
10009395342 Healthcare |Economic Years |Specified vaccinated limb (n/a - |[TOZINAMERAN] (S -
Professional |Area Not Recovered/Not COVID-19 immunisation -
Resolved - ), Not applicable - [n/a -
1{DF} - n/a])
Injection site swelling
(n/a - Not
Recovered/Not
Resolved - ),
Injection site warmth
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 17/07/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Arthralgia (n/a - Not COMIRNATY Not reported
10009395346 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19 immunisation -
Not applicable - [n/a -
Malaise (n/a - Not 1{DF} - n/a])
Recovered/Not
Resolved - ),
Myalgia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 17/07/2021 |Spontaneous |Non European |Not available 12-17 |Adult Female |No Malaise (0d - COMIRNATY Not reported
10009395438 Healthcare |Economic Years Recovered/Resolved - ), [[TOZINAMERAN] (S -
Professional |Area COVID-19 immunisation -
Nausea (0d - Not applicable - [n/a -
Recovered/Resolved - ), | 1{DF} - n/a])
Syncope (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 17/07/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Headache (1d - COMIRNATY Not reported
10009398508 Healthcare |Economic Years |Specified Recovered/Resolved - ), |[TOZINAMERAN] (S -
Professional |Area COVID-19 immunisation -
Malaise (1d - Not applicable - [n/a -
Recovered/Resolved - ), | 1{DF} - n/a])
Myalgia (3d -
Recovered/Resolved - ),
Pyrexia (3d -
Recovered/Resolved - )
EU-EC- 17/07/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Fatigue (2d - COMIRNATY Not reported
10009398532 Healthcare |Economic Years |Specified Recovered/Resolved - ), |[TOZINAMERAN] (S -
Professional |Area COVID-19 immunisation -
Injection site pain (2d - |Not applicable - [n/a -
Recovered/Resolved - ) |1{DF} - n/a])
EU-EC- 17/07/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Chills (2d - COMIRNATY NOT AVAILABLE (C -
10009398554 Healthcare |Economic Years |Specified Recovered/Resolved - ), [[TOZINAMERAN] (S - -n/a-[nfa-nfa-n
Professional |Area COVID-19 immunisation -
Fatigue (n/a - Not applicable - [n/a -
Recovering/Resolving - |1{DF} - n/al)
,
Headache (2d -
Recovered/Resolved - ),
Injection site pain (2d -
Recovered/Resolved - ),
Malaise (2d -
Recovered/Resolved - ),
Myalgia (2d -
Recovered/Resolved - ),
Pyrexia (2d -
Recovered/Resolved - )
EU-EC- 17/07/2021 | Spontaneous |Non European |Not available 12-17 |Not Male No Fatigue (n/a - Not COMIRNATY Not reported
10009398943 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19 immunisation -
Not applicable - [n/a -
Injection site erythema |1{DF} - n/a])
(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 swelling
(n/a - Not
Recovered/Not
Resolved - ),
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Injection site warmth
(n/a - Not
Recovered/Not
Resolved - ),
Malaise (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 16/07/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Arthralgia (n/a - COMIRNATY Not reported
10009381812 Healthcare |Economic Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S -
Professional |Area , COVID-19 immunisation -
Not applicable - [n/a -
Fatigue (n/a - 1{DF} - n/a])
Recovering/Resolving -
Injection site erythema
(n/a - Not
Recovered/Not
Resolved - ),
Injection site
haematoma (n/a - Not
Recovered/Not
Resolved - ),
Injection site
inflammation (n/a - Not
Recovered/Not
Resolved - ),
Injection site pain (n/a
- Not Recovered/Not
Resolved - )
EU-EC- 16/07/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Arthralgia (24h - COMIRNATY Not reported
10009382249 Healthcare |Economic Years |Specified Recovered/Resolved - ), |[TOZINAMERAN] (S -
Professional |Area COVID-19 immunisation -
Fatigue (n/a - Not Not applicable - [n/a -
Recovered/Not 1{DF} - n/a])
Resolved - ),
Myalgia (24h -
Recovered/Resolved - )
EU-EC- 16/07/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Pyrexia (n/a - COMIRNATY Not reported
10009382668 Healthcare |Economic Years Recovered/Resolved - ) |[TOZINAMERAN] (S - n/a -
Professional |Area n/a-[n/a-n/a-
Intramuscular])
EU-EC- 16/07/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Body temperature COMIRNATY Not reported
10009383203 Professional |Economic Years |Specified increased (n/a - [TOZINAMERAN] (S -
Area Recovering/Resolving - |COVID-19 immunisation -
) Not applicable - [1d - n/a -
Intramuscular])
Chills (n/a -
Recovering/Resolving -
)
Headache (n/a -
Recovering/Resolving -
)
Pain in extremity (n/a -
Recovering/Resolving -
Product use issue (n/a -
Unknown - ),
Pyrexia (n/a -
Recovering/Resolving -
EU-EC- 16/07/2021 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Blood pressure COMIRNATY [AMPICILLIN
10009383605 Professional |European Years |Specified decreased (n/a - [TOZINAMERAN] (S - TRIHYDRATE] (C-r
Economic Recovered/Resolved -  |COVID-19 immunisation - |n/a - [n/a - n/a - n/:
Area Other Medically Not applicable - [n/a - n/a -
Important Condition), |n/a]) [BROMHEXINE
HYDROCHLORIDE] (
Erythema (n/a - n/a-n/a-[n/a-n/
Recovered/Resolved - n/al),
Other Medically
Important Condition), [CODEINE PHOSPH/
(C-n/a-n/a-[n/a
Headache (n/a - - n/al),
Recovered/Resolved - ),
[GINSENG, GLYCYRI
Nausea (n/a - GLABRA] (C-n/a -1
Recovered/Resolved - ), [n/a - n/a - n/a]),
Rash (n/a - [METHYLEPHEDRINI
Recovered/Resolved - HYDROCHLORIDE-C
Other Medically -nfa-nfa-[nfa-n
Important Condition), n/al),
Urticaria (n/a - [PROCATEROL] (C -
Recovered/Resolved - n/a-[n/a-n/a-nfi
Other Medically
Important Condition)
EU-EC- 16/07/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Visual acuity reduced | COMIRNATY [ETHINYLESTRADIC
10009383685 Healthcare |Economic Years |Specified (n/a - Unknown - [TOZINAMERAN] (S - GESTODENE] (C - n,
Professional |Area Caused/Prolonged COVID-19 immunisation - |Unknown - [n/a - n/
Hospitalisation) Not applicable - [n/a - n/a - |n/a])
n/a])
EU-EC- 16/07/2021 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Chest pain (n/a - COVID-19 MRNA VACCINE  |Not reported
10009384534 Professional |Economic Years Recovering/Resolving - |(NUCLEOSIDE MODIFIED)
Area Other Medically COMIRNATY
Important Condition), |CONCENTRATE FOR
DISPERSION FOR
Pericarditis (n/a - INJECTION
Recovering/Resolving - [[TOZINAMERAN] (S -
Other Medically COVID-19 immunisation -
Important Condition) Unknown - [n/a - n/a -
n/al)
EU-EC- 16/07/2021 |Spontaneous |Non Non Not available 12-17 |Not Male No Urticaria (n/a - TOZINAMERAN Not reported
10009384643 Healthcare |European Years |Specified Recovered/Resolved - [[TOZINAMERAN] (S -
Professional | Economic Other Medically COVID-19 immunisation -
Area Important Condition) Not applicable - [1d - n/a -
Intramuscular])
EU-EC- 16/07/2021 |Spontaneous |Non Non Not available 12-17 |Not Female |No Nervous system TOZINAMERAN Not reported
10009384664 Healthcare |European Years |Specified disorder (n/a - Not [TOZINAMERAN] (S -
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Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)

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

EU-EC-
10009386705

16/07/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Body temperature
increased (0d -
Recovered/Resolved - ),

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

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

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

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

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

NOT AVAILABLE (C -
-n/a-[nfa-nfa-n

EU-EC-
10009386714

16/07/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Fatigue (n/a -
Recovering/Resolving -

)

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

Injection site
haematoma (n/a -
Recovering/Resolving -

4

Injection site pain (n/a
- Recovering/Resolving

i

Malaise (n/a -
Recovering/Resolving -

)

Myalgia (n/a -
Recovering/Resolving -

)

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

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

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

Not reported

EU-EC-
10009386772

16/07/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

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

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

Not reported

EU-EC-
10009387222

16/07/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

Not reported

EU-EC-
10009388012

16/07/2021

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

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

Dysuria (n/a - Not

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

[COLECALCIFEROL]
n/a-n/a-[nfa-nfi
n/a])
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Recovered/Not
Resolved - Other
Medically Important
Condition),

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

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

EU-EC-
10009390285

16/07/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

Injection site pain (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 - )

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

Not reported

EU-EC-
10009390300

16/07/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Fatigue (2d -
Recovered/Resolved - ),

Headache (1d -
Recovered/Resolved - ),

Malaise (2d -
Recovered/Resolved - ),

Myalgia (4d -
Recovered/Resolved - ),

Nausea (0d -
Recovered/Resolved - ),

Pyrexia (2d -
Recovered/Resolved - )

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

Not reported

EU-EC-
10009390301

16/07/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

Fatigue (n/a -
Recovering/Resolving -

'

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

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

Myalgia (n/a -
Recovering/Resolving -

)
Pyrexia (n/a - Not

Recovered/Not
Resolved - )

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

NOT AVAILABLE (C -
-nfa-[n/a-nfa-n

EU-EC-
10009390314

16/07/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Chills (2d -
Recovered/Resolved - ),

Fatigue (n/a -
Recovering/Resolving -

4

Injection site swelling
(2d -
Recovered/Resolved - ),

Malaise (n/a -
Recovering/Resolving -

)

Nausea (n/a -
Recovered/Resolved - ),

Pyrexia (2d -
Recovered/Resolved - )

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

[FLUTICASONE
PROPIONATE] (C - r
n/a-[n/a-n/a-nfi

[SALMETEROL,
SALMETEROL
XINAFOATE] (C - n/i
n/a-[n/a-n/a-nf

EU-EC-
10009390482

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

16/07/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

Not reported
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Troponin increased (n/a
- Recovered/Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 16/07/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Fatigue (n/a - COMIRNATY Not reported
10009391057 Healthcare  |Economic Years Recovered/Resolved - ), [ TOZINAMERAN] (S -
Professional |Area COVID-19 immunisation -
Malaise (n/a - n/a-[n/a- 1{DF} -
Recovered/Resolved - ) |Intramuscular])
EU-EC- 16/07/2021 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Malaise (1d - COMIRNATY Not reported
10009391145 Professional |Economic Years Recovered/Resolved -  |[TOZINAMERAN] (S -
Area Caused/Prolonged COVID-19 immunisation -
Hospitalisation), Not applicable - [1d - .3mL
- Intramuscular])
Paraesthesia (1d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Paresis (1d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Vaccination site pain
(id-
Recovering/Resolving -
Caused/Prolonged
Hospitalisation)
EU-EC- 16/07/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Swelling face (3d - COMIRNATY Not reported
10009391252 Professional |Economic Years Recovering/Resolving - |[TOZINAMERAN] (S -
Area COVID-19 immunisation -
n/a-[1d-.3mL-
Intramuscular])
EU-EC- 16/07/2021 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Immunisation reaction |COMIRNATY Not reported
10009391261 Healthcare |Economic Years (n/a- [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving - |COVID-19 immunisation -
Not applicable - [n/a - n/a -
Subcutaneous])
EU-EC- 16/07/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Body temperature COMIRNATY Not reported
10009391424 Healthcare |Economic Years |Specified increased (1d - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved - ), |COVID-19 immunisation -
Not applicable - [n/a -
Headache (n/a - 1{DF} - n/al)
Recovering/Resolving -
Malaise (n/a -
Recovering/Resolving -
EU-EC- 16/07/2021 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Dyspepsia (n/a - Not ~ [COMIRNATY Not reported
10009391504 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19 immunisation -
n/a - [1d - 1{DF} -
Nausea (n/a - Not Intramuscular])
Recovered/Not
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 16/07/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Fatigue (6d - COMIRNATY Not reported
10009392076 Healthcare |Economic Years |Specified Recovered/Resolved - ), [[TOZINAMERAN] (S -
Professional |Area COVID-19 immunisation -
Headache (n/a - Not applicable - [n/a -
Recovering/Resolving - |1{DF} - n/a])
)
Malaise (6d -
Recovered/Resolved - ),
Myalgia (6d -
Recovered/Resolved - )
EU-EC- 16/07/2021 | Spontaneous |Non European |Not available 12-17 |Not Male No Headache (1d - COMIRNATY Not reported
10009392092 Healthcare |Economic Years |Specified Recovered/Resolved - ), [[ TOZINAMERAN] (S -
Professional |Area COVID-19 immunisation -
Malaise (1d - Not applicable - [n/a -
Recovered/Resolved - ) |1{DF} - n/a])
EU-EC- 16/07/2021 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Asthenia (n/a - Not COMIRNATY Not reported
10009392980 Professional |Economic Years Recovered/Not [TOZINAMERAN] (S -
Area Resolved - ), COVID-19 immunisation -
Not applicable - [n/a - n/a -
Diarrhoea (n/a - Not Intramuscular])
Recovered/Not
Resolved - ),
Dizziness (n/a - Not
Recovered/Not
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - ),
Vomiting (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 16/07/2021 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Pyrexia (n/a - Unknown [COMIRNATY Not reported
10009393170 Professional | Economic Years - [TOZINAMERAN] (S -
Area COVID-19 immunisation -
Not applicable - [1d - .3mL
- Intramuscular])
EU-EC- 16/07/2021 |Spontaneous |Non Non Not available 12-17 |Not Female |No Confusional state (n/a - | TOZINAMERAN Not reported
10009393689 Healthcare |European Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S -
Professional | Economic Caused/Prolonged COVID-19 immunisation -
Area Hospitalisation), Not applicable - [n/a - n/a -
n/a])
Fine motor skill
dysfunction (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Gait inability (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
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Generalised tonic-clonic
seizure (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),

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

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

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

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

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

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

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

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

EU-EC-
10009369382

15/07/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

Fatigue (n/a -
Recovering/Resolving -

4

Headache (n/a -
Recovered/Resolved - ),

Injection site
inflammation (n/a -
Recovering/Resolving -

)

Injection site pain (n/a
- Recovering/Resolving

»

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

'

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

Myalgia (n/a -
Recovering/Resolving -

)

Nausea (12h -
Recovered/Resolved - )

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

NOT AVAILABLE (C -
-n/a-[nfa-nfa-n

EU-EC-
10009369408

15/07/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Chills (1d -
Recovered/Resolved - ),

Fatigue (1d -
Recovered/Resolved - ),

Headache (1d -
Recovered/Resolved - ),

Malaise (1d -
Recovered/Resolved - ),

Myalgia (1d -
Recovered/Resolved - ),

Pyrexia (1d -
Recovered/Resolved - )

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

Not reported

EU-EC-
10009369423

15/07/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Fatigue (n/a -
Recovering/Resolving -

)

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

Injection site
haematoma (n/a -
Recovering/Resolving -

4

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

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

Not reported

EU-EC-
10009369462

15/07/2021

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

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

Not reported
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Malaise (n/a - Not applicable - [n/a -
Recovering/Resolving - |1{DF} - n/a])
)
Myalgia (n/a - Not
Recovered/Not
Resolved - ),
Nausea (n/a -
Recovered/Resolved - )
EU-EC- 15/07/2021 |Spontaneous |Non Non Not available 12-17 |Not Male No Chest pain (n/a - Not | TOZINAMERAN Not reported
10009369713 Healthcare |European Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional | Economic Resolved - Other COVID-19 immunisation -
Area Medically Important Not applicable - [1d - n/a -
Condition), n/al)
Dyspnoea (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 15/07/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Dizziness (n/a - TOZINAMERAN Not reported
10009369749 Professional |European Years |Specified Unknown - ), [TOZINAMERAN] (S -
Economic COVID-19 immunisation -
Area Musculoskeletal Not applicable - [1d - n/a -
stiffness (n/a - n/a])
Unknown - ),
Seizure like phenomena
(n/a - Unknown - Other
Medically Important
Condition)
EU-EC- 15/07/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Myalgia (n/a - Unknown |COMIRNATY Not reported
10009369954 Healthcare |Economic Years |Specified - [TOZINAMERAN] (S -
Professional |Area COVID-19 immunisation -
Not applicable - [n/a -
1{DF} - n/a])
EU-EC- 15/07/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Injection site COMIRNATY Not reported
10009371597 Healthcare |Economic Years |Specified inflammation (n/a - Not |[TOZINAMERAN] (S -
Professional |Area Recovered/Not COVID-19 immunisation -
Resolved - ), Not applicable - [n/a -
1{DF} - n/a])
Injection site pain (n/a
- Not Recovered/Not
Resolved - ),
Injection site warmth
(n/a - Not
Recovered/Not
Resolved - ),
Myalgia (n/a -
Recovering/Resolving -
EU-EC- 15/07/2021 | Spontaneous |Non Non Not available 12-17 |Not Male No Appendicitis (n/a - TOZINAMERAN Not reported
10009372715 Healthcare |European Years |Specified Unknown - Other [TOZINAMERAN] (S -
Professional | Economic Medically Important COVID-19 immunisation -
Area Condition) Not applicable - [n/a - n/a -
n/al)
EU-EC- 15/07/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Chills (n/a - Not COMIRNATY [COLECALCIFEROL]
10009372987 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S - n/a-n/a-[n/a-nfi
Professional |Area Resolved - ), COVID-19 immunisation - |n/a])
Not applicable - [n/a -
Eye irritation (n/a - Not |1{DF} - n/a])
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 - ),
Malaise (n/a - Not
Recovered/Not
Resolved - ),
Myalgia (n/a - Not
Recovered/Not
Resolved - ),
Nausea (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 15/07/2021 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Loss of consciousness |COMIRNATY Not reported
10009373015 Professional | Economic Years (2min - [TOZINAMERAN] (S -
Area Recovered/Resolved - |COVID-19 immunisation -
Caused/Prolonged Not applicable - [n/a -
Hospitalisation) 1{DF} - Intramuscular])
EU-EC- 15/07/2021 | Spontaneous |Non Non Not available 12-17 |Not Female |No Deafness (n/a - Not TOZINAMERAN Not reported
10009373227 Healthcare |European Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional | Economic Resolved - Other COVID-19 immunisation -
Area Medically Important Not applicable - [n/a - n/a -
Condition), n/a])
Ear discomfort (n/a -
Not Recovered/Not
Resolved - ),
Tympanic membrane
disorder (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 15/07/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Oedema genital (n/a - |COMIRNATY Not reported
10009373232 Professional | Economic Years Recovering/Resolving - |CONCENTRATE FOR
Area Caused/Prolonged DISPERSION FOR
Hospitalisation), INJECTION COVID-19
MRNA VACCINE
Vulvovaginal injury (n/a |(NUCLEOSIDE MODIFIED)
- Recovering/Resolving |[TOZINAMERAN] (S -
- Caused/Prolonged COVID-19 immunisation -
Hospitalisation),

8/61



30.11.2022 12.56

Run Line Listing Report

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

Not applicable - [n/a - n/a -
Vulvovaginal pain (n/a - |n/a])
Recovering/Resolving -
Caused/Prolonged
Hospitalisation)
EU-EC- 15/07/2021 |Spontaneous |Non Non Not available 12-17 |Not Male No Body temperature TOZINAMERAN Not reported
10009373250 Healthcare |European Years |Specified decreased (n/a - [TOZINAMERAN] (S -
Professional |Economic Recovered/Resolved - |COVID-19 immunisation -
Area Other Medically Not applicable - [n/a - n/a -
Important Condition), |n/al)
Movement disorder (n/a
- Recovered/Resolved -
Other Medically
Important Condition),
Syncope (n/a -
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 15/07/2021 | Spontaneous |Non European |Not available 12-17 |Not Female |No Arthralgia (n/a - Not COMIRNATY Not reported
10009374231 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19 immunisation -
Not applicable - [n/a -
Chills (n/a - 1{DF} - n/a])
Recovering/Resolving -
Fatigue (n/a - Not
Recovered/Not
Resolved - ),
Headache (n/a -
Recovering/Resolving -
)
Malaise (n/a - Not
Recovered/Not
Resolved - ),
Nausea (n/a -
Recovering/Resolving -
)
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 15/07/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Epilepsy (0d - COMIRNATY [SODIUM VALPROAT
10009374758 Healthcare |Economic Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S - VALPROIC ACID] (C
Professional |Area Caused/Prolonged COVID-19 immunisation - |- Unknown - [n/a - 1
Hospitalisation) Not applicable - [n/a - n/a - |n/a])
n/al)
EU-EC- 15/07/2021 | Spontaneous |Non European |Not available 12-17 |Not Female |No Malaise (5min - COMIRNATY [BECLOMETASONE
10009375018 Healthcare |Economic Years |Specified Recovered/Resolved - ), [[TOZINAMERAN] (S - DIPROPIONATE] (C
Professional |Area COVID-19 immunisation - |- n/a-[n/a-nfa-n
Nausea (5min - Not applicable - [n/a -
Recovered/Resolved - ), | 1{DF} - n/a]) [FORMOTEROL
FUMARATE,
Syncope (5min - FORMOTEROL FUM/
Recovered/Resolved - ) DIHYDRATE] (C - n/
n/a-[n/a-n/a-nfi
EU-EC- 15/07/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Anaphylactic reaction | COMIRNATY Not reported
10009376281 Professional |Economic Years 2d - [TOZINAMERAN] (S -
Area Recovered/Resolved -  |COVID-19 immunisation -
Caused/Prolonged n/a - [n/a - 1{DF} -
Hospitalisation) Intramuscular])
EU-EC- 15/07/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Syncope (1d - COMIRNATY Not reported
10009376321 Professional |Economic Years Recovered/Resolved -  [[TOZINAMERAN] (S -
Area Other Medically COVID-19 immunisation -
Important Condition) n/a-[1d - 1{DF} -
Intramuscular])
EU-EC- 15/07/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Purpura non- COMIRNATY Not reported
10009376519 Professional |Economic Years thrombocytopenic (n/a |[TOZINAMERAN] (S -
Area - Not Recovered/Not COVID-19 immunisation -
Resolved - ) Not applicable - [1d -
1{DF} - Intramuscular])
EU-EC- 15/07/2021 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Malaise (1h - COMIRNATY Not reported
10009376612 Professional |Economic Years Recovered/Resolved - ) |[TOZINAMERAN] (S -
Area COVID-19 immunisation -
Not applicable - [1d -
1{DF} - Intramuscular])
EU-EC- 15/07/2021 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Malaise (1d - COMIRNATY Not reported
10009376637 Professional |Economic Years Recovered/Resolved - ) [[TOZINAMERAN] (S -
Area COVID-19 immunisation -
Not applicable - [n/a -
1{DF} - Intramuscular])
EU-EC- 15/07/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Rash (1d - COMIRNATY Not reported
10009376691 Professional | Economic Years Recovering/Resolving - |[TOZINAMERAN] (S -
Area COVID-19 immunisation -
n/a - [n/a - 1{DF} -
Intramuscular])
EU-EC- 15/07/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Immunisation reaction |COMIRNATY Not reported
10009376737 Professional |Economic Years (1d - [TOZINAMERAN] (S -
Area Recovered/Resolved - ) |COVID-19 immunisation -
n/a-[1d - 1{DF} -
Intramuscular])
EU-EC- 15/07/2021 | Spontaneous |Non European |Not available 12-17 |Not Male No Eye pain (n/a - COMIRNATY Not reported
10009377097 Healthcare |Economic Years |Specified Unknown - ), [TOZINAMERAN] (S -
Professional |Area COVID-19 immunisation -
Iliness (n/a - Unknown |Not applicable - [n/a - n/a -
=) n/a])
Myalgia (n/a - Unknown
Pyrexia (n/a - Unknown
=)
Vomiting (n/a -
Unknown - )
EU-EC- 15/07/2021 |Spontaneous |Non Non Not available 12-17 |Not Female |No Chills (n/a - Unknown - | TOZINAMERAN Not reported
10009378762 Healthcare |European Years |Specified , [TOZINAMERAN] (S -
Professional | Economic COVID-19 immunisation -
Area Headache (n/a - Not applicable - [n/a - n/a -
Unknown - ), Intramuscular])
Malaise (n/a - Unknown
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=)

Nausea (n/a - Unknown

»

Pain (n/a - Unknown -

'

Pyrexia (n/a -
Recovered/Resolved - ),

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

Vaccination site
swelling (n/a -
Recovered/Resolved - )

EU-EC-
10009378791

15/07/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Dyspnoea (45min -
Recovered/Resolved - ),

Stridor (45min -
Recovered/Resolved - )

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

Not reported

EU-EC-
10009379434

15/07/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Fatigue (n/a -
Recovering/Resolving -

)

Headache (n/a -
Recovering/Resolving -

'

Malaise (n/a -
Recovering/Resolving -

)

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

Nausea (n/a -
Recovering/Resolving -

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

Not reported

EU-EC-
10009379911

15/07/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Headache (n/a -
Recovering/Resolving -

4

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

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

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

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

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

NOT AVAILABLE (C -
-n/a-[nfa-nfa-n

EU-EC-
10009380588

15/07/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

Altered state of
consciousness (0d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Aphasia (0d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Confusional state (0d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Disturbance in attention
(0d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Fumbling (0d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Headache (0d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Limb discomfort (0d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Memory impairment (0d
- Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Pain in jaw (0d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Panic reaction (0d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Speech disorder (0d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC- 15/07/2021

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

Spontaneous

Non

European

Not available

12-17

Female

Vaginal haemorrhage

COMIRNATY

Not reported
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10009380605 Healthcare |Economic Years |Specified (n/a - Unknown - ) [TOZINAMERAN] (S -
Professional |Area COVID-19 immunisation -
Not applicable - [n/a - n/a -
n/a])
EU-EC- 15/07/2021 | Spontaneous |Non European |Not available 12-17 |Not Male No Paraesthesia oral (n/a - |COMIRNATY [PARACETAMOL,
10009380631 Healthcare |Economic Years |Specified Recovering/Resolving - [[TOZINAMERAN] (S - PARACETAMOL PH.
Professional |Area COVID-19 immunisation -  |PARACETAMOL, COL
Not applicable - [1d - n/a - |PHOSPHATE] (C - n/
n/a]) n/a-[n/a-n/a-n/
EU-EC- 15/07/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Dizziness (1d - [TOZINAMERAN] (S - n/a - |Not reported
10009381113 Professional | Economic Years |Specified Recovered/Resolved - ) [Unknown - [n/a - n/a -
Area n/al)
EU-EC- 14/07/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Fatigue (n/a - Not COMIRNATY Not reported
10009357433 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19 immunisation -
Not applicable - [n/a -
Headache (n/a - 1{DF} - n/a])
Recovering/Resolving -
)
Myalgia (n/a - Not
Recovered/Not
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 14/07/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Fatigue (n/a - COMIRNATY Not reported
10009357773 Healthcare |Economic Years |Specified Recovering/Resolving - [[TOZINAMERAN] (S -
Professional |Area ) COVID-19 immunisation -
Not applicable - [n/a -
Myalgia (1d - 1{DF} - n/a])
Recovered/Resolved - )
EU-EC- 14/07/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Fatigue (n/a - COMIRNATY Not reported
10009357775 Healthcare |Economic Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S -
Professional |Area ) COVID-19 immunisation -
Not applicable - [n/a -
Headache (n/a - 1{DF} - n/al)
Recovering/Resolving -
)
Myalgia (n/a -
Recovering/Resolving -
EU-EC- 14/07/2021 | Spontaneous |Non European |Not available 12-17 |Not Male No Fatigue (n/a - COMIRNATY Not reported
10009358628 Healthcare |Economic Years |Specified Recovering/Resolving - [[TOZINAMERAN] (S -
Professional |Area ) COVID-19 immunisation -
Not applicable - [n/a -
Headache (n/a - 1{DF} - n/a])
Recovering/Resolving -
)
Injection site swelling
(n/a -
Recovering/Resolving -
)
Malaise (n/a -
Recovering/Resolving -
),
Myalgia (n/a -
Recovering/Resolving -
EU-EC- 14/07/2021 |Spontaneous |Non Non Not available 12-17 |Not Male No Chest pain (n/a - TOZINAMERAN Not reported
10009359480 Healthcare |European Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S -
Professional | Economic Life Threatening, COVID-19 immunisation -
Area Caused/Prolonged Not applicable - [1d - n/a -
Hospitalisation, Other  |n/a])
Medically Important
Condition),
Cold sweat (n/a -
Recovering/Resolving -
Life Threatening,
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),
Pharyngeal swelling
(n/a - Not
Recovered/Not
Resolved - Life
Threatening,
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),
Rash (n/a - Not
Recovered/Not
Resolved - Life
Threatening,
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition)
EU-EC- 14/07/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Fatigue (n/a - Not COMIRNATY Not reported
10009360110 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19 immunisation -
Not applicable - [n/a -
Headache (n/a - Not 1{DF} - n/a])
Recovered/Not
Resolved - ),
Malaise (n/a - Not
Recovered/Not
Resolved - ),
Myalgia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 14/07/2021 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Urticaria (n/a - Not TOZINAMERAN Not reported
10009360497 Professional |European Years |Specified Recovered/Not [TOZINAMERAN] (S -
Economic Resolved - Other COVID-19 immunisation -
Area Medically Important Not applicable - [1d - n/a -
Condition) n/aj)

https://dap.ema.europa.eu/analytics/saw.dll?Go
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EU-EC- 14/07/2021 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Application site pain COMIRNATY Not reported
10009361286 Professional | Economic Years (n/a- [TOZINAMERAN] (S - n/a -
Area Recovered/Resolved - ), [n/a - [n/a - n/a -
Intramuscular])
Chills (n/a -
Recovered/Resolved - ),
Fatigue (n/a -
Recovered/Resolved - ),
Headache (n/a -
Recovered/Resolved - ),
Pyrexia (n/a -
Recovered/Resolved - )
EU-EC- 14/07/2021 |Spontaneous |Non Non Not available 12-17 |Not Female |No Lip discolouration (n/a - [TOZINAMERAN [CETIRIZINE,
10009361296 Healthcare |European Years |Specified Recovered/Resolved -  |[TOZINAMERAN] (S - CETIRIZINE
Professional |Economic Other Medically COVID-19 immunisation - | DIHYDROCHLORIDE
Area Important Condition), |Not applicable - [1d - n/a - |Seasonal allergy - n,
n/a]) [n/a - n/a - n/a)),
Nausea (n/a - Unknown
- Other Medically [ETHINYLESTRADIC
Important Condition), LEVONORGESTREL,
LACTOSE ANHYDRO
Pyrexia (n/a - Unknown (C - Contraception -
- Other Medically [n/a - n/a - n/a])
Important Condition),
Skin discolouration (n/a
- Recovered/Resolved -
Other Medically
Important Condition),
Syncope (0d -
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 14/07/2021 |Spontaneous |Non Non Not available 12-17 |Not Female |No Dehydration (n/a - TOZINAMERAN Not reported
10009361797 Healthcare |European Years |Specified Recovering/Resolving - [[TOZINAMERAN] (S -
Professional | Economic ), COVID-19 immunisation -
Area Not applicable - [n/a - n/a -
Syncope (n/a - n/a])
Recovering/Resolving -
Other Medically
Important Condition)
EU-EC- 14/07/2021 |Spontaneous |Non Non Not available 12-17 |Not Female |No Urticaria (n/a - Not TOZINAMERAN [FLUOXETINE,
10009362208 Healthcare |European Years |Specified Recovered/Not [TOZINAMERAN] (S - FLUOXETINE
Professional |Economic Resolved - Other COVID-19 immunisation - |HYDROCHLORIDE] (
Area Medically Important Not applicable - [1d - n/a - |n/a-n/a - [n/a - n/:
Condition) n/al) n/al),
[HYDROXYZINE,
HYDROXYZINE
HYDROCHLORIDE] (
n/a-n/a-[n/a-nfi
n/al)
EU-EC- 14/07/2021 | Spontaneous |Non European |Not available 12-17 |Not Female |No Chills (60min - COMIRNATY Not reported
10009363332 Healthcare |Economic Years |Specified Recovered/Resolved - ), [[TOZINAMERAN] (S -
Professional |Area COVID-19 immunisation -
Fatigue (n/a - Not Not applicable - [n/a -
Recovered/Not 1{DF} - n/al)
Resolved - ),
Headache (n/a -
Recovering/Resolving -
,
Lymphadenopathy (n/a
- Not Recovered/Not
Resolved - ),
Malaise (n/a -
Recovering/Resolving -
)
Myalgia (n/a - Not
Recovered/Not
Resolved - ),
Nausea (60min -
Recovered/Resolved - ),
Pyrexia (n/a -
Recovering/Resolving -
EU-EC- 14/07/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Headache (n/a - COMIRNATY Not reported
10009363430 Healthcare |Economic Years |Specified Unknown - ), [TOZINAMERAN] (S -
Professional |Area COVID-19 immunisation -
Periorbital swelling (n/a |Not applicable - [1d - n/a -
- Unknown - ), n/al)
Pyrexia (n/a - Unknown
=)
Vomiting (n/a -
Unknown - )
EU-EC- 14/07/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Fatigue (24h - COMIRNATY Not reported
10009363816 Professional |Economic Years Recovered/Resolved - ), |[TOZINAMERAN] (S - n/a -
Area n/a-[n/a-n/a-
Headache (24h - Intramuscular])
Recovered/Resolved - )
EU-EC- 14/07/2021 | Spontaneous |Non European |Not available 12-17 |Not Female |No Myalgia (n/a - Not COMIRNATY Not reported
10009364242 Healthcare |Economic Years | Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ) COVID-19 immunisation -
Not applicable - [n/a -
1{DF} - n/a])
EU-EC- 14/07/2021 | Spontaneous |Non Non Not available 12-17 |Not Female |No Loss of consciousness | TOZINAMERAN Not reported
10009364551 Healthcare |European Years |Specified (n/a- [TOZINAMERAN] (S -
Professional | Economic Recovered/Resolved - |COVID-19 immunisation -
Area Other Medically Not applicable - [n/a - n/a -
Important Condition) n/al)
EU-EC- 14/07/2021 |Spontaneous |Non Non Not available 12-17 |Not Female |No Dizziness (n/a - Not TOZINAMERAN [TILACTASE] (C - n/
10009364594 Healthcare |European Years |Specified Recovered/Not [TOZINAMERAN] (S - n/a-[n/a-n/a-n/i
Professional |Economic Resolved - ), COVID-19 immunisation -
Area Not applicable - [n/a - n/a -
Loss of consciousness  |n/a])
(n/a - Not
Recovered/Not
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Resolved - Other
Medically Important
Condition),

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

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

EU-EC-
10009365113

14/07/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

Product preparation
error (n/a - Unknown -

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

Not reported

EU-EC-
10009365553

14/07/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

Not reported

EU-EC-
10009365840

14/07/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Headache (n/a -
Recovering/Resolving -

'

Malaise (n/a -
Recovering/Resolving -

)

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

Not reported

EU-EC-
10009367515

14/07/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

Joint range of motion
decreased (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

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

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

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

Product preparation
error (n/a - Unknown -
Other Medically
Important Condition)

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

Not reported

EU-EC-
10009367602

14/07/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Chills (1d -
Recovered/Resolved - ),

Fatigue (2d -
Recovered/Resolved - ),

Headache (1d -
Recovered/Resolved - ),

Injection site pain (1d -
Recovered/Resolved - ),

Malaise (1d -
Recovered/Resolved - ),

Nausea (1d -
Recovered/Resolved - ),

Pyrexia (16h -
Recovered/Resolved - )

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

Not reported

EU-EC-
10009367743

14/07/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Arthralgia (2d -
Recovered/Resolved - ),

Chills (2d -
Recovered/Resolved - ),

Fatigue (2d -
Recovered/Resolved - ),

Headache (3d -
Recovered/Resolved - ),

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

Malaise (3d -
Recovered/Resolved - ),

Myalgia (2d -
Recovered/Resolved - ),

Nausea (2d -
Recovered/Resolved - ),

Pyrexia (2d -
Recovered/Resolved - )

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

[PARACETAMOL] (C
-n/a-[nfa-nfa-n

EU-EC-
10009367905

14/07/2021

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

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Pyrexia (1d -
Recovered/Resolved - )

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

Not reported
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Not applicable - [n/a - n/a -
Intramuscular])
EU-EC- 13/07/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Fatigue (n/a - Not COMIRNATY Not reported
10009345522 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19 immunisation -
Not applicable - [n/a -
Headache (n/a - 1{DF} - n/a])
Recovering/Resolving -
,
Malaise (n/a -
Recovering/Resolving -
,
Myalgia (1d -
Recovered/Resolved - )
EU-EC- 13/07/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Headache (n/a - Not COMIRNATY Not reported
10009345544 Professional |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Area Resolved - ), COVID-19 immunisation -
Not applicable - [n/a -
Malaise (n/a - Not 1{DF} - n/al)
Recovered/Not
Resolved - )
EU-EC- 13/07/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Body temperature COMIRNATY Not reported
10009345571 Healthcare |Economic Years |Specified increased (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not COVID-19 immunisation -
Resolved - ), Not applicable - [n/a -
1{DF} - n/a])
Extensive swelling of
vaccinated limb (n/a -
Recovering/Resolving -
)
Fatigue (n/a - Not
Recovered/Not
Resolved - ),
Injection site pain (n/a
- Recovering/Resolving
=)
Injection site swelling
(n/a-
Recovering/Resolving -
Malaise (n/a - Not
Recovered/Not
Resolved - ),
Nausea (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 13/07/2021 | Spontaneous |Non European |Not available 12-17 |Not Male No Chills (3h - COMIRNATY Not reported
10009345601 Healthcare |Economic Years |Specified Recovered/Resolved - ), [[TOZINAMERAN] (S -
Professional |Area COVID-19 immunisation -
Headache (n/a - Not applicable - [n/a -
Recovering/Resolving - [1{DF} - n/a])
)
Malaise (n/a - Not
Recovered/Not
Resolved - ),
Nausea (1d -
Recovered/Resolved - ),
Pyrexia (n/a -
Recovering/Resolving -
EU-EC- 13/07/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Injection site COMIRNATY Not reported
10009347711 Healthcare |Economic Years |Specified inflammation (n/a - [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving - |COVID-19 immunisation -
) Not applicable - [n/a -
1{DF} - n/a])
Injection site pain (n/a
- Recovering/Resolving
=)
Injection site swelling
(n/a -
Recovering/Resolving -
Nausea (n/a -
Recovering/Resolving -
,
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 13/07/2021 | Spontaneous |Non European |Not available 12-17 |Not Male No Body temperature COMIRNATY Not reported
10009347925 Healthcare |Economic Years |Specified increased (n/a - [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving - |Immunisation - Not
), applicable - [n/a - .3mL -
Intramuscular])
Fatigue (n/a -
Recovering/Resolving -
)
Vaccination site pain
(n/a -
Recovering/Resolving -
EU-EC- 13/07/2021 |Spontaneous |Non Non Not available 12-17 |Not Female |No Administration site TOZINAMERAN [NORETHISTERONE
10009348672 Healthcare |European Years |Specified bruise (n/a - [TOZINAMERAN] (S - ACETATE,
Professional |Economic Recovered/Resolved - |COVID-19 immunisation -  |ETHINYLESTRADIOL
Area Disabling, Other Not applicable - [n/a - n/a - |FERROUS FUMARAT
Medically Important Intramuscular]) - Contraception - n/i
Condition), [n/a - n/a - Oral])
Hypersensitivity (n/a -
Recovered/Resolved -
Disabling, Other
Medically Important
Condition),
Sneezing (n/a - Not
Recovered/Not
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Resolved - ),
Vaccination site
haemorrhage (0d -
Recovered/Resolved - ),
Vaccination site mass
(n/a-
Recovered/Resolved -
Disabling, Other
Medically Important
Condition)
EU-EC- 13/07/2021 | Spontaneous |Non Non Not available 12-17 |Not Male No Eye swelling (n/a - TOZINAMERAN Not reported
10009350950 Healthcare |European Years |Specified Recovered/Resolved [TOZINAMERAN] (S -
Professional | Economic With Sequelae - Other |COVID-19 immunisation -
Area Medically Important Not applicable - [n/a - n/a -
Condition) Intramuscular])
EU-EC- 13/07/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Urticaria (n/a - Not COMIRNATY Not reported
10009352256 Professional |Economic Years Recovered/Not [TOZINAMERAN] (S -
Area Resolved - Other COVID-19 immunisation -
Medically Important Drug withdrawn - [1d -
Condition) 1{DF} - Intramuscular])
EU-EC- 13/07/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adult Male No Cerebral infarction (n/a |COMIRNATY Not reported
10009352363 Professional |Economic Years - Recovering/Resolving |[TOZINAMERAN] (S -
Area - Caused/Prolonged COVID-19 immunisation -
Hospitalisation) Not applicable - [1d -
1{DF} - Intramuscular])
EU-EC- 13/07/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Epistaxis (n/a - COMIRNATY Not reported
10009352619 Healthcare |Economic Years Recovering/Resolving - [[TOZINAMERAN] (S -
Professional |Area ) COVID-19 immunisation -
n/a - [n/a - 1{DF} -
Intramuscular])
EU-EC- 13/07/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Herpes zoster (n/a - COMIRNATY Not reported
10009352662 Professional |Economic Years Recovering/Resolving - |[TOZINAMERAN] (S -
Area COVID-19 immunisation -
n/a-[n/a - 1{DF} -
Intramuscular])
EU-EC- 13/07/2021 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Malaise (n/a - COMIRNATY Not reported
10009352675 Professional |Economic Years Recovered/Resolved - ) |[TOZINAMERAN] (S -
Area COVID-19 immunisation -
n/a - [n/a - 1{DF} -
Intramuscular])
EU-EC- 13/07/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Herpes zoster (n/a - COMIRNATY Not reported
10009352745 Professional |Economic Years Unknown - ) [TOZINAMERAN] (S - n/a -
Area n/a-[n/a-n/a-
Intramuscular])
EU-EC- 13/07/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Chills (n/a - COMIRNATY Not reported
10009354526 Healthcare |Economic Years |Specified Recovered/Resolved - ), [ TOZINAMERAN] (S -
Professional |Area COVID-19 immunisation -
Pyrexia (n/a - Not Not applicable - [n/a -
Recovered/Not 1{DF} - n/al)
Resolved - )
EU-EC- 13/07/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Headache (n/a - COMIRNATY Not reported
10009354614 Healthcare |Economic Years |Specified Recovered/Resolved - ), [[TOZINAMERAN] (S -
Professional |Area COVID-19 immunisation -
Injection site pain (n/a |Not applicable - [n/a -
- Recovered/Resolved - |1{DF} - n/a])
,
Malaise (n/a -
Recovered/Resolved - ),
Pyrexia (n/a -
Recovered/Resolved - )
EU-EC- 13/07/2021 |Spontaneous |Non Non Not available 12-17 |Not Female |No Appendicitis (n/a - TOZINAMERAN Not reported
10009355064 Healthcare |European Years |Specified Recovered/Resolved -  |[TOZINAMERAN] (S -
Professional | Economic Caused/Prolonged COVID-19 immunisation -
Area Hospitalisation, Other  |Not applicable - [n/a - n/a -
Medically Important Intramuscular])
Condition)
EU-EC- 13/07/2021 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Status epilepticus (n/a - | COMIRNATY NOT AVAILABLE (C -
10009355175 Professional |Economic Years Recovered/Resolved -  |[TOZINAMERAN] (S - -n/a-[nfa-nfa-n
Area Other Medically COVID-19 immunisation -
Important Condition) Not applicable - [n/a -
1{DF} - n/al)
EU-EC- 13/07/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Chills (2d - COMIRNATY AVAMYS 27.5
10009355384 Healthcare |Economic Years | Specified Recovered/Resolved - ), |[TOZINAMERAN] (S - MICROGRAMS/SPRA
Professional |Area COVID-19 immunisation - | NASAL SPRAY
Headache (2d - Not applicable - [n/a - SUSPENSION
Recovered/Resolved - ), | 1{DF} - n/a]) [FLUTICASONE
FUROATE] (C - n/a -
Malaise (2d - [n/a - n/a - n/a]),
Recovered/Resolved - ),
NOT AVAILABLE (C -
Nausea (0d - -n/a-[nfa-nfa-n
Recovered/Resolved - ),
[ETHINYLESTRADIC
Pyrexia (2d - LEVONORGESTREL]
Recovered/Resolved - ) n/a-n/a-[n/a-nfi
n/a])
EU-EC- 13/07/2021 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Myopericarditis (n/a - |COMIRNATY Not reported
10009356390 Professional |Economic Years Recovering/Resolving - |[TOZINAMERAN] (S -
Area Caused/Prolonged COVID-19 immunisation -
Hospitalisation) Not applicable - [1d - n/a -
Intramuscular])
EU-EC- 13/07/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Fatigue (n/a - COMIRNATY Not reported
10009356898 Healthcare |Economic Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S -
Professional |Area ) COVID-19 immunisation -
Not applicable - [n/a -
Headache (n/a - Not 1{DF} - n/a])
Recovered/Not
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 13/07/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Fatigue (n/a - Not COMIRNATY Not reported
10009357732 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19 immunisation -
Not applicable - [n/a -
Headache (n/a - 1{DF} - n/a])
Recovered/Resolved - ),
Malaise (n/a -
Recovering/Resolving -
)
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Myalgia (n/a -
Recovering/Resolving -
)
Pyrexia (n/a -
Recovering/Resolving -
EU-EC- 12/07/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Malaise (n/a - Not COMIRNATY Not reported
10009332730 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ) COVID-19 immunisation -
Not applicable - [n/a -
1{DF} - n/a])
EU-EC- 12/07/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Fatigue (n/a - COMIRNATY Not reported
10009332755 Healthcare |Economic Years |Specified Recovering/Resolving - [[TOZINAMERAN] (S -
Professional |Area ) COVID-19 immunisation -
Not applicable - [n/a -
Headache (n/a - Not 1{DF} - n/al)
Recovered/Not
Resolved - ),
Malaise (n/a -
Recovering/Resolving -
)
Nausea (n/a -
Recovering/Resolving -
EU-EC- 12/07/2021 |Spontaneous |Non Non Not available 12-17 |Not Female |No Dizziness (n/a - Not TOZINAMERAN Not reported
10009333114 Healthcare |European Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional | Economic Resolved - Other COVID-19 immunisation -
Area Medically Important Not applicable - [1d - n/a -
Condition), n/a])
Inappropriate schedule
of product
administration (n/a -
Unknown - )
EU-EC- 12/07/2021 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Fatigue (n/a - Unknown |TOZINAMERAN Not reported
10009333512 Professional |European Years |Specified =), [TOZINAMERAN] (S -
Economic COVID-19 immunisation -
Area Pyrexia (n/a - Unknown |Not applicable - [1d - n/a -
=) n/aj)
Thrombocytopenia (n/a
- Unknown - Other
Medically Important
Condition)
EU-EC- 12/07/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Acute kidney injury (n/a |COMIRNATY Not reported
10009333966 Professional |Economic Years - Recovering/Resolving |[TOZINAMERAN] (S -
Area - Caused/Prolonged COVID-19 immunisation -
Hospitalisation), n/a - [n/a - 1{DF} - n/a]),
Renal vein thrombosis  |[AMOXICILLIN SODIUM,
(n/a- CLAVULANIC ACID,
Recovering/Resolving - |AMOXICILLIN
Caused/Prolonged TRIHYDRATE, CLAVULANIC
Hospitalisation), ACID, AMOXICILLIN
TRIHYDRATE, POTASSIUM
Tubulointerstitial CLAVULANATE,
nephritis (n/a - AMOXICILLIN, CLAVULANIC
Recovering/Resolving - |ACID, AMOXICILLIN,
Caused/Prolonged POTASSIUM
Hospitalisation) CLAVULANATE] (S -
Wisdom teeth removal -
n/a-[n/a-2g-n/a]),
[DEXIBUPROFEN] (S -
Wisdom teeth removal -
n/a - [n/a - n/a - n/a])
EU-EC- 12/07/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Petechiae (n/a - Not COMIRNATY [INSULIN, INSULIN
10009334070 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S - HUMAN] (C - Type 1
Professional |Area Resolved - ) COVID-19 immunisation - | diabetes mellitus - n
Not applicable - [1d - n/a - |[n/a - n/a - n/a])
n/aj)
EU-EC- 12/07/2021 | Spontaneous |Non European |Not available 12-17 |Not Male No Headache (4d - COMIRNATY Not reported
10009335777 Healthcare |Economic Years |Specified Recovered/Resolved - ), [[TOZINAMERAN] (S -
Professional |Area COVID-19 immunisation -
Lymphadenopathy (4d - [n/a - [n/a - 30ug - n/a])
Recovered/Resolved - ),
Pain (4d -
Recovered/Resolved - ),
Pyrexia (4d -
Recovered/Resolved - )
EU-EC- 12/07/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Circulatory collapse COMIRNATY Not reported
10009335836 Professional |Economic Years (30min - [TOZINAMERAN] (S - n/a -
Area Recovered/Resolved - |n/a-[n/a-n/a-
Other Medically Intramuscular])
Important Condition)
EU-EC- 12/07/2021 | Spontaneous |Non Non Not available 12-17 |Not Male No Disturbance in attention [ TOZINAMERAN Not reported
10009336299 Healthcare |European Years |Specified (n/a - Unknown - ), [TOZINAMERAN] (S -
Professional | Economic COVID-19 immunisation -
Area Headache (n/a - Not applicable - [1d - n/a -
Unknown - ), n/aj)
Loss of consciousness
(n/a - Unknown - Other
Medically Important
Condition),
Mobility decreased (n/a
- Unknown - ),
Peripheral swelling (n/a
- Unknown - ),
Tachycardia (n/a -
Unknown - ),
Urticaria (n/a -
Unknown - ),
Weight decreased (n/a
- Unknown - )
EU-EC- 12/07/2021 | Spontaneous |Non Non Not available 12-17 |Not Male No Anaphylactic reaction | TOZINAMERAN Not reported
10009336343 Healthcare |European Years | Specified (n/a - Not [TOZINAMERAN] (S -
Professional Recovered/Not COVID-19 immunisation -
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Resolved - Other
Medically Important
Condition)

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

EU-EC-
10009336363

12/07/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

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

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

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

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

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

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

Not reported

EU-EC-
10009336403

12/07/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

Pain (n/a -
Recovering/Resolving -

g

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

'

Product preparation
issue (n/a - Unknown -

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

Not reported

EU-EC-
10009338453

12/07/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

Not reported

EU-EC-
10009338651

12/07/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

Not reported

EU-EC-
10009339095

12/07/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

Headache (n/a -
Recovered/Resolved - ),

Pyrexia (n/a -
Recovered/Resolved - ),

Rash (n/a -
Recovered/Resolved - )

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

Not reported

EU-EC-
10009339768

12/07/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Yes

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

Dizziness (n/a -
Unknown - ),

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

Feeling abnormal (n/a -
Unknown - ),

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

Muscle spasms (n/a -
Unknown - )

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

[MEDROXYPROGESTERONE
ACETATE] (S -
Contraception - Unknown -
[n/a - n/a - n/a])

Not reported

EU-EC-
10009340311

12/07/2021

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

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

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

Peripheral swelling (n/a
- Not Recovered/Not
Resolved - Other

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

APIDRA [INSULIN

GLULISINE]
diabetes mel

(C-Tyr
litus - n

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

TRESIBA [IN.
DEGLUDEC]
diabetes mel

SULIN
(C-Ty
litus - n

[n/a - n/a - n/a])
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https://dap.ema.europa.eu/analytics/saw.dll?Go

Medically Important
Condition)
EU-EC- 12/07/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adult Female |No Hepatic cytolysis (n/a - |COMIRNATY Not reported
10009340423 Professional |Economic Years Recovering/Resolving - |[TOZINAMERAN] (S -
Area Other Medically COVID-19 immunisation -
Important Condition)  |Not applicable - [1d - n/a -
Intramuscular])
EU-EC- 12/07/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Angioedema (n/a - COMIRNATY Not reported
10009340638 Professional |Economic Years Unknown - ) [TOZINAMERAN] (S -
Area COVID-19 immunisation -
Not applicable - [n/a -
1{DF} - Intramuscular])
EU-EC- 12/07/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Otitis media acute (n/a |COMIRNATY Not reported
10009340658 Professional |Economic Years - Not Recovered/Not [TOZINAMERAN] (S -
Area Resolved - ) COVID-19 immunisation -
Not applicable - [1d -
1{DF} - Intramuscular])
EU-EC- 12/07/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Haematoma (n/a - COMIRNATY Not reported
10009340699 Healthcare |Economic Years Recovering/Resolving - |[TOZINAMERAN] (S -
Professional |Area ) COVID-19 immunisation -
Not applicable - [1d -
Vaccination site pain 1{DF} - Intramuscular])
(n/a-
Recovering/Resolving -
EU-EC- 12/07/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Asthenia (n/a - COMIRNATY Not reported
10009340705 Professional |Economic Years Recovering/Resolving - [[TOZINAMERAN] (S -
Area , COVID-19 immunisation -
Not applicable - [1d -
Diarrhoea (n/a - 1{DF} - Intramuscular])
Recovering/Resolving -
)
Headache (n/a -
Recovering/Resolving -
)
Nausea (n/a -
Recovering/Resolving -
)
Vomiting (n/a -
Recovering/Resolving -
EU-EC- 12/07/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Pityriasis rosea (nfa - |COMIRNATY Not reported
10009341597 Professional | Economic Years Recovering/Resolving - [[TOZINAMERAN] (S -
Area ) COVID-19 immunisation -
Not applicable - [1d -
1{DF} - Intramuscular])
EU-EC- 12/07/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Immunisation reaction |COMIRNATY Not reported
10009342376 Professional |Economic Years |Specified (n/a- [TOZINAMERAN] (S - n/a -
Area Recovering/Resolving - |n/a - [n/a - n/a - n/a]),
Caused/Prolonged
Hospitalisation), TAFINLAR 75 MG HARD
CAPSULES [DABRAFENIB]
Infection (n/a - (S-nfa-n/a-[n/a-n/a-
Recovering/Resolving - |Oral]),
Caused/Prolonged
Hospitalisation) [SULFAMETHOXAZOLE,
TRIMETHOPRIM] (S -
Bronchiectasis - n/a - [n/a -
n/a - Oral])
EU-EC- 12/07/2021 | Spontaneous |Non European |Not available 12-17 |Not Female |No Fatigue (n/a - Not COMIRNATY Not reported
10009342438 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19 immunisation -
Not applicable - [n/a -
Nausea (n/a - 1{DF} - n/al)
Recovering/Resolving -
EU-EC- 12/07/2021 | Spontaneous |Non European |Not available 12-17 |Not Female |No Headache (n/a - Not COMIRNATY Not reported
10009342526 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19 immunisation -
Not applicable - [n/a -
Malaise (n/a - 1{DF} - n/a])
Recovering/Resolving -
,
Myalgia (n/a - Not
Recovered/Not
Resolved - ),
Nausea (n/a -
Recovering/Resolving -
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 12/07/2021 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Allergy to vaccine (n/a - | TOZINAMERAN Not reported
10009342734 Professional |European Years | Specified Unknown - Other [TOZINAMERAN] (S -
Economic Medically Important COVID-19 immunisation -
Area Condition), Not applicable - [n/a - n/a -
n/a])
Nausea (n/a - Unknown
- Other Medically
Important Condition),
Throat tightness (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 12/07/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Fatigue (n/a - Not COMIRNATY Not reported
10009342970 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19 immunisation -
Not applicable - [n/a -
Headache (n/a - 1{DF} - n/a])
Recovering/Resolving -
)
Malaise (n/a -
Recovering/Resolving -
)
Myalgia (n/a - Not
Recovered/Not
Resolved - ),
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Nausea (3h -
Recovered/Resolved - )

EU-EC-
10009344064

12/07/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

Body temperature
increased (n/a -
Unknown - ),

Fatigue (n/a - Unknown

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

Not reported

EU-EC-
10009344857

12/07/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

Upper respiratory tract
infection (n/a - Not
Recovered/Not
Resolved - )

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

Not reported

EU-EC-
10009344995

12/07/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

Not reported

EU-EC-
10009345353

12/07/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Not
Specified

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

Appendicitis (5d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

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

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

[FLUOXETINE,
FLUOXETINE
HYDROCHLORIDE] (
n/fa-nfa-)

EU-EC-
10009331624

11/07/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

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

Not reported

EU-EC-
10009331812

11/07/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Fatigue (n/a -
Recovered/Resolved - ),

Headache (n/a -
Recovering/Resolving -

'

Nausea (n/a -
Recovered/Resolved - ),

Pyrexia (n/a -
Recovering/Resolving -

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

Not reported

EU-EC-
10009331859

11/07/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Fatigue (2d -
Recovered/Resolved - ),

Headache (2d -
Recovered/Resolved - ),

Injection site pain (n/a
- Recovering/Resolving

i

Malaise (n/a -
Recovering/Resolving -

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

Not reported

EU-EC-
10009332045

11/07/2021

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

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

Myalgia (n/a - Not
Recovered/Not

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

Not reported
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Resolved - ),

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

EU-EC-
10009332048

11/07/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

Headache (n/a -
Recovering/Resolving -

4

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

Malaise (n/a -
Recovering/Resolving -

)

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

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

Not reported

EU-EC-
10009332050

11/07/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

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

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

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

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

Not reported

EU-EC-
10009332072

11/07/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Chills (n/a -
Recovering/Resolving -

4

Headache (n/a -
Recovering/Resolving -

'

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

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

Myalgia (2d -
Recovered/Resolved - ),

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

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

Not reported

EU-EC-
10009332467

11/07/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

Not reported

EU-EC-
10009332605

11/07/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Fatigue (n/a -
Recovering/Resolving -

)

Headache (n/a -
Recovering/Resolving -

)

Malaise (n/a -
Recovering/Resolving -

4

Pyrexia (n/a - Unknown

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

[CEFALEXIN] (S - n/a -
Dose not changed - [n/a -

n/a - n/al)

[PHENPROCOUMON
n/a - Dose not chan

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

EU-EC-
10009326619

10/07/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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 - )

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

Not reported

EU-EC-
10009326943

10/07/2021

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

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Fatigue (4h -
Recovered/Resolved - ),

Headache (n/a -
Recovering/Resolving -

)

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

Not reported

20/61



30.11.2022 12.56

Run Line Listing Report

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

Malaise (n/a -
Recovering/Resolving -
)
Myalgia (n/a -
Recovering/Resolving -
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 10/07/2021 | Spontaneous |Non European |Not available 12-17 |Not Male No Myalgia (n/a - COMIRNATY NOT AVAILABLE (C -
10009330695 Healthcare |Economic Years |Specified Recovering/Resolving - [[TOZINAMERAN] (S - -n/a-[n/fa-nfa-n
Professional |Area COVID-19 immunisation -
Not applicable - [n/a -
1{DF} - n/a])
EU-EC- 10/07/2021 | Spontaneous |Non European |Not available 12-17 |Not Male No Body temperature COMIRNATY Not reported
10009330712 Healthcare |Economic Years |Specified increased (1d - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved - ) |COVID-19 immunisation -
Not applicable - [n/a -
1{DF} - n/a])
EU-EC- 10/07/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Body temperature COMIRNATY Not reported
10009330752 Healthcare |Economic Years |Specified increased (1d - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved - ), |COVID-19 immunisation -
Not applicable - [n/a -
Fatigue (1d - 1{DF} - n/a])
Recovered/Resolved - ),
Headache (1d -
Recovered/Resolved - ),
Myalgia (1d -
Recovered/Resolved - )
EU-EC- 10/07/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Arthralgia (n/a - COMIRNATY [PARACETAMOL] (C
10009330757 Healthcare |Economic Years |Specified Recovering/Resolving - [[TOZINAMERAN] (S - -n/a-[nfa-nfa-n
Professional |Area ) COVID-19 immunisation -
Not applicable - [n/a -
Fatigue (n/a - 1{DF} - n/a])
Recovering/Resolving -
)
Headache (n/a -
Recovering/Resolving -
Injection site pain (n/a
- Recovering/Resolving
Malaise (n/a - Not
Recovered/Not
Resolved - ),
Myalgia (n/a - Not
Recovered/Not
Resolved - ),
Nausea (7h -
Recovered/Resolved - ),
Pyrexia (7h -
Recovered/Resolved - )
EU-EC- 10/07/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Chills (n/a - Not COMIRNATY Not reported
10009330764 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19 immunisation -
Not applicable - [n/a -
Fatigue (n/a - Not 1{DF} - n/a])
Recovered/Not
Resolved - ),
Malaise (n/a - Not
Recovered/Not
Resolved - ),
Nausea (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 10/07/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Fatigue (n/a - COMIRNATY [PHENPROCOUMON
10009330908 Healthcare |Economic Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S - Thrombosis prophyli
Professional |Area , COVID-19 immunisation -  |Dose not changed -
Not applicable - [n/a - - n/a-n/a])
Injection site pain (n/a |1{DF} - n/a]),
- Not Recovered/Not
Resolved - ), [CEFALEXIN] (S -
Staphylococcus test
Malaise (0d - positive - Dose not
Recovered/Resolved - ), |changed - [n/a - n/a - n/a])
Myalgia (n/a - Not
Recovered/Not
Resolved - ),
Nausea (0d -
Recovered/Resolved - )
EU-EC- 10/07/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Malaise (n/a - Not COMIRNATY Not reported
10009331064 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19 immunisation -
Not applicable - [n/a -
Myalgia (1d - 1{DF} - n/a])
Recovered/Resolved - ),
Nausea (n/a -
Recovering/Resolving -
EU-EC- 10/07/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Arthralgia (n/a - Not COMIRNATY Not reported
10009331079 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19 immunisation -
Not applicable - [n/a -
Headache (n/a - 1{DF} - n/a])
Recovering/Resolving -
)
Myalgia (n/a -
Recovering/Resolving -
)
Pyrexia (n/a -
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Recovering/Resolving -

EU-EC-
10009331302

10/07/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Influenza like illness
(n/a-
Recovering/Resolving -

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

Not reported

EU-EC-
10009331306

10/07/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

Headache (n/a -
Recovering/Resolving -

)

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

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

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

Not reported

EU-EC-
10009312985

09/07/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Body temperature
increased (n/a - Not
Recovered/Not
Resolved - ),

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

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

Myalgia (n/a -
Recovering/Resolving -

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

Not reported

EU-EC-
10009313001

09/07/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

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

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

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

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

Not reported

EU-EC-
10009313048

09/07/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

Headache (n/a -
Recovering/Resolving -

4

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

Myalgia (n/a -
Recovering/Resolving -

)

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

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

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

Not reported

EU-EC-
10009314184

09/07/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

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

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

Not reported

EU-EC-
10009314539

09/07/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Amnesia (n/a -
Recovered/Resolved - ),

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

Cold sweat (n/a -
Recovered/Resolved - ),

Headache (n/a -
Recovered/Resolved - ),

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

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

Skin discolouration (n/a
- Recovered/Resolved -

)

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

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

[COLECALCIFEROL,
CALCIUM CARBONA
(C-n/a-n/a-[n/a
- n/a])

EU-EC-
10009315928

09/07/2021

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

Spontaneous

Non
Healthcare

European
Economic

Not available

12-17
Years

Not
Specified

Male

Fatigue (0d -
Recovering/Resolving -

COMIRNATY
[TOZINAMERAN] (S -

Not reported
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Professional |Area Disabling) COVID-19 immunisation -
Not applicable - [n/a - n/a -
n/a])
EU-EC- 09/07/2021 |Spontaneous |Non Non Not available 12-17 |Not Male No Iliness (n/a - Not TOZINAMERAN Not reported
10009316011 Healthcare |European Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional | Economic Resolved - ), COVID-19 immunisation -
Area Not applicable - [n/a - n/a -
Pyrexia (n/a - Not n/a])
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 09/07/2021 |Spontaneous |Non Non Not available 12-17 |Not Not No Headache (n/a - TOZINAMERAN [CETIRIZINE,
10009316276 Healthcare |European Years |Specified |Specified Recovered/Resolved - [[TOZINAMERAN] (S - CETIRIZINE
Professional |Economic Disabling), COVID-19 immunisation - | DIHYDROCHLORIDE
Area Not applicable - [n/a - n/a - |Seasonal allergy - n,
Lethargy (n/a - Intramuscular]) [n/a - n/a - Oral])
Recovered/Resolved -
Disabling),
Pyrexia (n/a -
Recovered/Resolved -
Disabling)
EU-EC- 09/07/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Thrombotic TOZINAMERAN Not reported
10009316856 Professional |European Years |Specified thrombocytopenic [TOZINAMERAN] (S -
Economic purpura (n/a - COVID-19 immunisation -
Area Recovering/Resolving - |Not applicable - [1d - n/a -
Caused/Prolonged Intramuscular])
Hospitalisation, Other
Medically Important
Condition)
EU-EC- 09/07/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Chills (n/a - COMIRNATY [LEVOCETIRIZINE
10009317172 Healthcare |Economic Years |Specified Recovered/Resolved -  [[TOZINAMERAN] (S - n/a - |DIHYDROCHLORIDE
Professional |Area Life Threatening), Not applicable - [n/a - LEVOCETIRIZINE
1{DF} - Intramuscular]) HYDROCHLORIDE] (
Heart rate increased nfa-nfa-)
(n/a-
Recovered/Resolved -
Life Threatening),
Pyrexia (n/a -
Recovered/Resolved -
Life Threatening),
Somnolence (n/a -
Recovered/Resolved -
Life Threatening)
EU-EC- 09/07/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Arthralgia (n/a - COMIRNATY Not reported
10009318012 Healthcare |Economic Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S -
Professional |Area ) COVID-19 immunisation -
Not applicable - [n/a -
Chills (4h - 1{DF} - n/a])
Recovered/Resolved - ),
Fatigue (n/a -
Recovering/Resolving -
)
Headache (n/a -
Recovering/Resolving -
Injection site pain (n/a
- Recovering/Resolving
=)
Malaise (n/a - Not
Recovered/Not
Resolved - ),
Myalgia (n/a -
Recovering/Resolving -
)
Nausea (n/a - Not
Recovered/Not
Resolved - ),
Pyrexia (n/a -
Recovering/Resolving -
EU-EC- 09/07/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Body temperature COMIRNATY Not reported
10009318063 Healthcare |Economic Years |Specified increased (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not COVID-19 immunisation -
Resolved - ), Not applicable - [n/a -
1{DF} - n/a])
Fatigue (n/a -
Recovering/Resolving -
)
Headache (n/a -
Recovering/Resolving -
)
Injection site pain (n/a
- Recovering/Resolving
=)
Malaise (n/a - Not
Recovered/Not
Resolved - ),
Myalgia (n/a -
Recovering/Resolving -
EU-EC- 09/07/2021 | Spontaneous |Non Non Not available 12-17 |Not Female |No Dysmenorrhoea (n/a - | TOZINAMERAN [PARACETAMOL] (C
10009318655 Healthcare |European Years | Specified Unknown - ), [TOZINAMERAN] (S - -n/a-[nfa-nfa-n
Professional |Economic COVID-19 immunisation -
Area Heavy menstrual Not applicable - [n/a - n/a - |[SALBUTAMOL,
bleeding (n/a - n/a]) SALBUTAMOL SULF#
Unknown - ), (C-nfa-n/a-[n/a
- n/al)
Polymenorrhoea (n/a -
Unknown - )
EU-EC- 09/07/2021 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Ageusia (n/a - TOZINAMERAN Not reported
10009318920 Professional |European Years |Specified Unknown - ), [TOZINAMERAN] (S -
Economic COVID-19 immunisation -
Area Bell's palsy (n/a -
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Recovered/Resolved - | Not applicable - [n/a - n/a -
Other Medically Intramuscular])
Important Condition),
Facial asymmetry (n/a -
Unknown - ),
Paralysis (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 09/07/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Rash (31d - COMIRNATY Not reported
10009319691 Healthcare |Economic Years |Specified Recovered/Resolved - ) [[TOZINAMERAN] (S -
Professional |Area Immunisation - n/a - [n/a -
n/a - n/al)
EU-EC- 09/07/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Syncope (0d - COMIRNATY Not reported
10009319756 Healthcare |Economic Years Recovered/Resolved -  |[TOZINAMERAN] (S -
Professional |Area Caused/Prolonged Immunisation - n/a - [n/a -
Hospitalisation) n/a - nfal)
EU-EC- 09/07/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Headache (0d - COMIRNATY Not reported
10009319813 Healthcare |Economic Years Recovered/Resolved -  |[TOZINAMERAN] (S -
Professional |Area Caused/Prolonged Immunisation - n/a - [n/a -
Hospitalisation), n/a - nfa])
Nausea (0d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Pain in extremity (0d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Somnolence (0d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 09/07/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Pyrexia (n/a - COMIRNATY Not reported
10009320756 Professional |Economic Years Recovered/Resolved - ), |[TOZINAMERAN] (S -
Area COVID-19 immunisation -
Syncope (1d - n/a-[id-.3mL-
Recovered/Resolved -  |Intramuscular])
Caused/Prolonged
Hospitalisation),
Vaccination site pain
(n/a-
Recovered/Resolved - )
EU-EC- 09/07/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adult Female |No Immunisation reaction |COMIRNATY Not reported
10009320823 Professional |Economic Years (n/a - Unknown - [TOZINAMERAN] (S -
Area Caused/Prolonged COVID-19 immunisation -
Hospitalisation), Not applicable - [n/a -
1{DF} - Intramuscular])
Loss of consciousness
(n/a - Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 09/07/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Presyncope (1d - COMIRNATY Not reported
10009320932 Professional | Economic Years Recovered/Resolved - [[TOZINAMERAN] (S -
Area Caused/Prolonged COVID-19 immunisation -
Hospitalisation) Not applicable - [1d -
1{DF} - Intramuscular])
EU-EC- 09/07/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Rash (n/a - COMIRNATY Not reported
10009321031 Professional |Economic Years Recovering/Resolving - |[TOZINAMERAN] (S -
Area ) COVID-19 immunisation -
Not applicable - [1d -
1{DF} - Intramuscular])
EU-EC- 09/07/2021 |Spontaneous |Non Non Not available 12-17 |Not Male No Blindness (n/a - TOZINAMERAN Not reported
10009322003 Healthcare |European Years |Specified Recovered/Resolved - [[TOZINAMERAN] (S -
Professional | Economic Other Medically COVID-19 immunisation -
Area Important Condition), |Not applicable - [1d - n/a -
n/a])
Feeling hot (n/a -
Recovered/Resolved - ),
Muscle rigidity (n/a -
Recovered/Resolved - ),
Mydriasis (n/a -
Recovered/Resolved - ),
Nervousness (n/a -
Recovered/Resolved - )
EU-EC- 09/07/2021 | Spontaneous |Non European |Not available 12-17 |Not Male No Fatigue (n/a - Not COMIRNATY Not reported
10009322995 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19 immunisation -
Not applicable - [n/a -
Headache (n/a - 1{DF} - n/a])
Recovering/Resolving -
»
Malaise (n/a - Not
Recovered/Not
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 09/07/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Fatigue (n/a - Not COMIRNATY Not reported
10009323055 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19 immunisation -
Not applicable - [n/a -
Headache (n/a - Not 1{DF} - n/a])
Recovered/Not
Resolved - ),
Malaise (n/a - Not
Recovered/Not
Resolved - ),
Myalgia (n/a - Not
Recovered/Not
Resolved - ),
Nausea (n/a -
Recovering/Resolving -

https://dap.ema.europa.eu/analytics/saw.dll?Go
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EU-EC- 09/07/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Nausea (3h - COMIRNATY Not reported
10009323065 Professional |Economic Years |Specified Recovered/Resolved - ) |[TOZINAMERAN] (S -
Area COVID-19 immunisation -
Not applicable - [n/a -
1{DF} - n/a])
EU-EC- 09/07/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Headache (1d - COMIRNATY NOT AVAILABLE (C -
10009323813 Healthcare |Economic Years |Specified Recovered/Resolved - ), [[ TOZINAMERAN] (S - -nfa-[nfa-nfa-n
Professional |Area COVID-19 immunisation -
Malaise (n/a - Not Not applicable - [n/a -
Recovered/Not 1{DF} - n/a])
Resolved - ),
Pyrexia (n/a -
Recovering/Resolving -
EU-EC- 09/07/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Epistaxis (n/a - Not COMIRNATY [SOLIFENACIN
10009323833 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S - SUCCINATE] (C - n/i
Professional |Area Resolved - ), COVID-19 immunisation - |n/a - [n/a - n/a - n/:
Not applicable - [n/a -
Fatigue (2d - 1{DF} - n/a])
Recovered/Resolved - ),
Malaise (2d -
Recovered/Resolved - ),
Myalgia (2d -
Recovered/Resolved - )
EU-EC- 09/07/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Optic neuropathy (n/a - | TOZINAMERAN Not reported
10009324205 Professional |European Years |Specified Unknown - Other [TOZINAMERAN] (S -
Economic Medically Important COVID-19 immunisation -
Area Condition) Not applicable - [1d - .3mL
- Intramuscular])
EU-EC- 09/07/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Body temperature COMIRNATY Not reported
10009324241 Healthcare |Economic Years |Specified increased (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not COVID-19 immunisation -
Resolved - ), Not applicable - [n/a -
1{DF} - n/a])
Fatigue (n/a -
Recovering/Resolving -
)
Headache (n/a -
Recovering/Resolving -
Malaise (n/a -
Recovering/Resolving -
,
Nausea (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 09/07/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Fatigue (10h - COMIRNATY Not reported
10009325864 Healthcare |Economic Years |Specified Recovered/Resolved - ), [[TOZINAMERAN] (S -
Professional |Area COVID-19 immunisation -
Headache (n/a - Not applicable - [n/a -
Recovering/Resolving - |1{DF} - n/a])
EU-EC- 09/07/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Chills (0d - COMIRNATY Not reported
10009325874 Healthcare |Economic Years |Specified Recovered/Resolved - ), [[TOZINAMERAN] (S -
Professional |Area COVID-19 immunisation -
Fatigue (n/a - Not Not applicable - [n/a -
Recovered/Not 1{DF} - n/a])
Resolved - ),
Headache (n/a - Not
Recovered/Not
Resolved - ),
Malaise (n/a -
Recovering/Resolving -
)
Myalgia (n/a - Not
Recovered/Not
Resolved - ),
Nausea (n/a -
Recovering/Resolving -
)
Pyrexia (n/a -
Recovering/Resolving -
EU-EC- 09/07/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Arthralgia (4d - COMIRNATY Not reported
10009325904 Healthcare |Economic Years |Specified Recovered/Resolved - ), [[TOZINAMERAN] (S -
Professional |Area COVID-19 immunisation -
Fatigue (n/a - Not applicable - [n/a -
Recovering/Resolving - |1{DF} - n/a])
)
Headache (4d -
Recovered/Resolved - ),
Injection site erythema
(4d -
Recovered/Resolved - ),
Injection site
inflammation (4d -
Recovered/Resolved - ),
Injection site pain (4d -
Recovered/Resolved - ),
Injection site warmth
(4d -
Recovered/Resolved - ),
Malaise (4d -
Recovered/Resolved - ),
Myalgia (4d -
Recovered/Resolved - ),
Nausea (4d -
Recovered/Resolved - ),
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Pyrexia (4d -
Recovered/Resolved - )

EU-EC-
10009300108

08/07/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

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

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

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

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

Not reported

EU-EC-
10009300300

08/07/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

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

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

Not reported

EU-EC-
10009300485

08/07/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

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

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

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

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

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

Lip haemorrhage (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),

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

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

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

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

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

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

Not reported

EU-EC-
10009301037

08/07/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Abdominal pain upper
(n/a - Unknown - ),

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

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

Vasculitis (n/a -
Unknown - )

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

REMICADE [INFLIXI
(C - Crohn's disease
- [n/a-n/a-n/a)]),

[SOMATROPIN] (C -
Growth disorder - n/
[n/a - n/a - n/a])

https://dap.ema.europa.eu/analytics/saw.dll?Go
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Recovered/Resolved - ),

Chills (n/a -
Recovered/Resolved - ),

Eye pain (n/a -
Recovered/Resolved - ),

Feeling abnormal (n/a -
Recovered/Resolved - ),

Gait disturbance (n/a -
Recovered/Resolved - ),

Headache (n/a -
Recovered/Resolved - ),

Hypoaesthesia oral (n/a
- Recovered/Resolved -

)

Inflammation (n/a -
Recovered/Resolved - ),

Insomnia (n/a -
Recovered/Resolved - ),

Intraocular pressure
test abnormal (n/a -
Recovered/Resolved - ),

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

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

Myalgia (n/a -
Recovered/Resolved - ),

Nausea (n/a -
Recovered/Resolved - ),

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

Pain (n/a -
Recovered/Resolved - ),

Peripheral swelling (n/a
- Recovered/Resolved -

'

n/aj)

EU-EC- 08/07/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Application site pain COMIRNATY Not reported
10009301241 Healthcare |Economic Years (n/a- [TOZINAMERAN] (S - n/a -
Professional |Area Recovered/Resolved - ) |n/a - [n/a-n/a-
Intramuscular])
EU-EC- 08/07/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Myocarditis (n/a - Not |COMIRNATY Not reported
10009301686 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - COVID-19 immunisation -
Caused/Prolonged n/a - [n/a - 1{DF} - n/al)
Hospitalisation)
EU-EC- 08/07/2021 |Spontaneous |Non European |Not available 12-17 |Child Male No Syncope (n/a - COMIRNATY Not reported
10009301982 Healthcare |Economic Years Recovered/Resolved -  |[TOZINAMERAN] (S - n/a -
Professional |Area Other Medically n/a-[n/a-n/a-n/a])
Important Condition),
Vomiting (n/a -
Recovered/Resolved - )
EU-EC- 08/07/2021 |Spontaneous |Non Non Not available 12-17 |Not Male No Asthenia (n/a - TOZINAMERAN Not reported
10009302462 Healthcare |European Years |Specified Unknown - Other [TOZINAMERAN] (S -
Professional |Economic Medically Important COVID-19 immunisation -
Area Condition), Not applicable - [n/a - n/a -
n/a])
Confusional state (n/a -
Recovering/Resolving -
Other Medically
Important Condition),
Coordination abnormal
(n/a - Unknown - Other
Medically Important
Condition),
Dry mouth (n/a -
Recovering/Resolving -
Other Medically
Important Condition),
Seizure (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Tremor (n/a -
Recovering/Resolving -
Other Medically
Important Condition)
EU-EC- 08/07/2021 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Altered state of TOZINAMERAN Not reported
10009302708 Professional |European Years |Specified consciousness (n/a - [TOZINAMERAN] (S -
Economic Unknown - Other COVID-19 immunisation -
Area Medically Important Not applicable - [1d - n/a -
Condition), n/a])
Dyskinesia (n/a -
Recovered/Resolved - ),
Hypotension (n/a -
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 08/07/2021 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Asthenia (n/a - TOZINAMERAN Not reported
10009302751 Professional |European Years |Specified Recovered/Resolved - ), [ TOZINAMERAN] (S -
Economic COVID-19 immunisation -
Area Chest discomfort (n/a - |Not applicable - [n/a - n/a -
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Pruritus (n/a -
Recovered/Resolved - ),

Pyrexia (n/a -
Recovered/Resolved - ),

Scratch (n/a -
Recovered/Resolved - ),

Urticaria (n/a -
Recovered/Resolved - )

EU-EC-
10009304808

08/07/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Injection site
haematoma (0d -
Recovered/Resolved - )

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

Not reported

EU-EC-
10009305347

08/07/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Chills (n/a - Unknown -

)

Feeling abnormal (n/a -
Unknown - ),

Headache (n/a -
Unknown - ),

Mass (n/a - Unknown -

Nerve injury (n/a -
Unknown - ),

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

Skin burning sensation
(n/a - Unknown - ),

Tremor (n/a - Unknown

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

Not reported

EU-EC-
10009305404

08/07/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Cardiomegaly (n/a -
Fatal - Results in
Death),

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

Pericardial effusion (n/a
- Fatal - Results in
Death)

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

Not reported

EU-EC-
10009305457

08/07/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

Vision blurred (n/a -
Unknown - )

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

Not reported

EU-EC-
10009305864

08/07/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Fatigue (n/a -
Recovering/Resolving -

4

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

Malaise (n/a -
Recovering/Resolving -

)

Pyrexia (n/a -
Recovering/Resolving -

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

Not reported

EU-EC-
10009305913

08/07/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Injection site pain (n/a
- Recovering/Resolving

»

Myalgia (n/a -
Recovering/Resolving -

4

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

Pyrexia (n/a -
Recovering/Resolving -

)

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

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

Not reported

EU-EC-
10009307508

08/07/2021

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

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Aphasia (n/a -
Unknown - ),

Dysphonia (n/a -
Unknown - ),

Dyspnoea (n/a -
Unknown - ),

Hypokinesia (n/a -
Unknown - ),

Nausea (n/a - Unknown

)
Obstructive airways

disorder (n/a -
Unknown - ),

Oral pruritus (n/a -

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

Not reported
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Unknown - ),
Respiratory rate
decreased (n/a -
Unknown - ),
Throat irritation (n/a -
Recovered/Resolved -
Other Medically
Important Condition),
Throat tightness (n/a -
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 08/07/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent | Male No Hypotension (1d - COMIRNATY Not reported
10009307634 Professional |Economic Years Recovered/Resolved -  |[TOZINAMERAN] (S -
Area Other Medically COVID-19 immunisation -
Important Condition), |Not applicable - [1d - .3mL
- Intramuscular])
Loss of consciousness
(1d -
Recovered/Resolved -
Other Medically
Important Condition),
Seizure (1d -
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 08/07/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Pityriasis rosea (n/a - |COMIRNATY Not reported
10009307771 Healthcare |Economic Years Recovering/Resolving - |[TOZINAMERAN] (S -
Professional |Area Other Medically COVID-19 immunisation -
Important Condition) Drug withdrawn - [n/a -
1{DF} - n/a])
EU-EC- 08/07/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Injury (1h - COMIRNATY Not reported
10009307834 Professional | Economic Years Recovering/Resolving - [[TOZINAMERAN] (S -
Area Other Medically COVID-19 immunisation -
Important Condition), |Not applicable - [1d -
1{DF} - Intramuscular])
Malaise (1h -
Recovering/Resolving -
Other Medically
Important Condition)
EU-EC- 08/07/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No Hypotension (3h - COMIRNATY Not reported
10009307849 Professional |Economic Years Recovering/Resolving - |[TOZINAMERAN] (S -
Area Caused/Prolonged COVID-19 immunisation -
Hospitalisation), Not applicable - [1d -
1{DF} - Intramuscular])
Vomiting (3h -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation)
EU-EC- 08/07/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Dyspnoea (2d - COMIRNATY AERIUS 2.5 MG
10009308148 Healthcare  |Economic Years Recovered/Resolved - ), [[TOZINAMERAN] (S - ORODISPERSIBLE
Professional |Area COVID-19 immunisation - | TABLETS
Influenza like illness Not applicable - [1d - [DESLORATADINE] (
(2d- 1{DF} - Intramuscular]) n/a-n/a-[nfa-nfi
Recovered/Resolved - ), n/al),
Vertigo (2d - [SALBUTAMOL SULF
Recovered/Resolved - ) (C-nfa-n/a-[n/a
- n/aj)
EU-EC- 08/07/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Nausea (3d - COMIRNATY COVID-19 [FLUTICASONE
10009308557 Healthcare |Economic Years Recovered/Resolved - ), [MRNA VACCINE PROPIONATE] (C - r
Professional |Area (NUCLEOSIDE MODIFIED) |Not applicable - )
Vaccination site CONCENTRATE FOR
reaction (3d - DISPERSION FOR
Recovered/Resolved - ) |INJECTION
[TOZINAMERAN] (S -
Immunisation - Not
applicable - [n/a - .3mL -
Intramuscular])
EU-EC- 08/07/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Arthralgia (n/a - Not COMIRNATY NOT AVAILABLE (C -
10009310027 Healthcare |Economic Years | Specified Recovered/Not [TOZINAMERAN] (S - -n/a-[nfa-nfa-n
Professional |Area Resolved - ), COVID-19 immunisation -
Not applicable - [n/a -
Chills (n/a - 1{DF} - n/a])
Recovering/Resolving -
,
Fatigue (n/a - Not
Recovered/Not
Resolved - ),
Headache (n/a -
Recovering/Resolving -
)
Malaise (n/a - Not
Recovered/Not
Resolved - ),
Myalgia (n/a - Not
Recovered/Not
Resolved - ),
Nausea (n/a -
Recovering/Resolving -
EU-EC- 08/07/2021 |Spontaneous |Non Non Not available 12-17 |Not Male No Loss of consciousness | TOZINAMERAN Not reported
10009310696 Healthcare |European Years |Specified (n/a- [TOZINAMERAN] (S -
Professional | Economic Recovered/Resolved -  |COVID-19 immunisation -
Area Other Medically Not applicable - [n/a - n/a -
Important Condition), |n/a])
Pallor (n/a -
Recovered/Resolved - ),
Seizure (n/a -
Recovered/Resolved -
Other Medically
Important Condition),
Syncope (n/a -
Recovered/Resolved -
Other Medically
Important Condition)

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

29/61



30.11.2022 12.56

Run Line Listing Report

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

EU-EC- 08/07/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Myalgia (n/a - Not COMIRNATY Not reported
10009311068 Professional | Economic Years Recovered/Not [TOZINAMERAN] (S -
Area Resolved - COVID-19 immunisation -
Caused/Prolonged Unknown - [n/a - 1{DF} -
Hospitalisation), Intramuscular])
Myositis (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 08/07/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Fatigue (n/a - COMIRNATY Not reported
10009311420 Healthcare |Economic Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S -
Professional |Area ), COVID-19 immunisation -
Not applicable - [n/a -
Malaise (n/a - Not 1{DF} - n/a])
Recovered/Not
Resolved - ),
Myalgia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 08/07/2021 |Spontaneous |Non Non Not available 12-17 |Not Male No Electrocardiogram TOZINAMERAN GUANFACINE
10009311549 Healthcare |European Years |Specified abnormal (n/a - [TOZINAMERAN] (S - [GUANFACINE] (C -
Professional |Economic Recovered/Resolved -  |COVID-19 immunisation -  |n/a - [n/a - n/a - n/:
Area Other Medically Not applicable - [n/a - n/a -
Important Condition), |n/a]) [AMFETAMINE SULF
DEXAMFETAMINE
Pericarditis (n/a - SULFATE, AMFETAM
Recovered/Resolved - ASPARTATE,
Other Medically DEXAMFETAMINE
Important Condition), SACCHARATE] (C - 1
n/a-[n/a-n/a-nf
Syncope (n/a -
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 08/07/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Myalgia (n/a - Not COMIRNATY Not reported
10009312315 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ) COVID-19 immunisation -
Not applicable - [n/a -
1{DF} - n/a])
EU-EC- 08/07/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Visual impairment (1d - |COMIRNATY Not reported
10009312415 Healthcare |Economic Years Recovering/Resolving - [[TOZINAMERAN] (S -
Professional |Area Immunisation - n/a - [n/a -
n/a - n/al)
EU-EC- 08/07/2021 | Spontaneous |Non European |Not available 12-17 |Not Male No Fatigue (n/a - Not COMIRNATY Not reported
10009312693 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19 immunisation -
Not applicable - [n/a -
Headache (n/a - Not 1{DF} - n/al)
Recovered/Not
Resolved - ),
Malaise (n/a - Not
Recovered/Not
Resolved - ),
Myalgia (n/a - Not
Recovered/Not
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 07/07/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Fatigue (n/a - COMIRNATY Not reported
10009285606 Healthcare |Economic Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S -
Professional |Area , COVID-19 immunisation -
Not applicable - [n/a -
Myalgia (n/a - Not 1{DF} - n/al)
Recovered/Not
Resolved - )
EU-EC- 07/07/2021 |Spontaneous |Non Non Not available 12-17 |Not Male No Fall (n/a - Unknown - | TOZINAMERAN Not reported
10009286018 Healthcare |European Years |Specified Other Medically [TOZINAMERAN] (S -
Professional |Economic Important Condition), |COVID-19 immunisation -
Area Not applicable - [n/a - n/a -
Loss of consciousness  |n/a])
(n/a - Unknown - Other
Medically Important
Condition),
Syncope (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 07/07/2021 | Spontaneous |Non Non Not available 12-17 |Not Male No Hemiplegia (n/a - TOZINAMERAN Not reported
10009286407 Healthcare |European Years |Specified Recovered/Resolved [TOZINAMERAN] (S -
Professional |Economic With Sequelae - Other |COVID-19 immunisation -
Area Medically Important Not applicable - [n/a - n/a -
Condition), n/al)
Paralysis (n/a -
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 07/07/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Blindness transient (n/a [ TOZINAMERAN [ACRIVASTINE,
10009286884 Professional |European Years |Specified - Recovered/Resolved - |[TOZINAMERAN] (S - DIPHENHYDRAMINE
Economic Other Medically COVID-19 immunisation -  |HYDROCHLORIDE,
Area Important Condition), |Not applicable - [n/a - n/a - | DIPHENHYDRAMINE
Intramuscular]) HYDROCHLORIDE, 2
Cold sweat (n/a - ACETATE] (C -
Recovered/Resolved - ), Hypersensitivity - n/
[8d - 25mg - Oral])
Deafness (n/a -
Recovered/Resolved -
Other Medically
Important Condition),
Dysaesthesia (n/a -
Recovered/Resolved - ),
Headache (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Hypoaesthesia (n/a -
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Recovered/Resolved - ),
Loss of consciousness
(n/a-
Recovered/Resolved -
Other Medically
Important Condition),
Nausea (n/a -
Recovered/Resolved -
Other Medically
Important Condition),
Pallor (n/a -
Recovered/Resolved - ),
Seizure (n/a -
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 07/07/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Malaise (n/a - Not COMIRNATY Not reported
10009287643 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19 immunisation -
Not applicable - [n/a -
Myalgia (n/a - Not 1{DF} - n/a])
Recovered/Not
Resolved - ),
Nausea (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 07/07/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Cardiac disorder (n/a - | TOZINAMERAN Not reported
10009288639 Professional |European Years |Specified Unknown - [TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19 immunisation -
Area Hospitalisation), Not applicable - [1d - n/a -
n/al)
Malaise (n/a - Unknown
- Caused/Prolonged
Hospitalisation)
EU-EC- 07/07/2021 |Spontaneous |Non Non Not available 12-17 |Not Female |No Anaphylactic reaction | TOZINAMERAN Not reported
10009289117 Healthcare |European Years |Specified (n/a- [TOZINAMERAN] (S -
Professional |Economic Recovering/Resolving - |COVID-19 immunisation -
Area Other Medically Not applicable - [1d - n/a -
Important Condition), |n/a])
Chest pain (n/a -
Unknown - Other
Medically Important
Condition),
Headache (n/a -
Recovering/Resolving -
Other Medically
Important Condition),
Rash (n/a -
Recovering/Resolving -
Other Medically
Important Condition),
Wheezing (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 07/07/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Seizure (n/a - TOZINAMERAN Not reported
10009289140 Professional |European Years |Specified Recovered/Resolved -  |[TOZINAMERAN] (S -
Economic Other Medically COVID-19 immunisation -
Area Important Condition) | Not applicable - [1d - n/a -
n/a])
EU-EC- 07/07/2021 |Spontaneous |Non Non Not available 12-17 |Not Female |No Sinus tachycardia (n/a - | TOZINAMERAN Not reported
10009289142 Healthcare |European Years |Specified Not Recovered/Not [TOZINAMERAN] (S -
Professional | Economic Resolved - Other COVID-19 immunisation -
Area Medically Important Not applicable - [n/a - n/a -
Condition) n/a])
EU-EC- 07/07/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Herpes zoster (n/a - COMIRNATY Not reported
10009290183 Professional |Economic Years |Specified Not Recovered/Not [TOZINAMERAN] (S -
Area Resolved - Other Immunisation - n/a - [n/a -
Medically Important n/a - Intramuscular])
Condition)
EU-EC- 07/07/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Headache (11h - COMIRNATY NOT AVAILABLE (C -
10009290534 Healthcare |Economic Years |Specified Recovered/Resolved - ), |[TOZINAMERAN] (S - -n/a-[nfa-nfa-n
Professional |Area COVID-19 immunisation -
Pyrexia (11h - Not applicable - [n/a -
Recovered/Resolved - ) |1{DF} - n/a])
EU-EC- 07/07/2021 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Myocarditis (6d - COMIRNATY Not reported
10009290935 Healthcare |Economic Years Recovering/Resolving - |[TOZINAMERAN] (S -
Professional |Area Caused/Prolonged Immunisation - n/a - [n/a -
Hospitalisation) n/a - n/al)
EU-EC- 07/07/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Acute kidney injury (n/a |COMIRNATY Not reported
10009291028 Professional |Economic Years |Specified - Not Recovered/Not [TOZINAMERAN] (S -
Area Resolved - Immunisation - n/a - [n/a -
Caused/Prolonged n/a - n/al)
Hospitalisation)
EU-EC- 07/07/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Lower respiratory tract |COMIRNATY Not reported
10009291863 Healthcare |Economic Years |Specified infection (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not COVID-19 immunisation -
Resolved - Other Not applicable - [1d - n/a -
Medically Important n/a])
Condition),
Palpitations (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 07/07/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Muscle spasms (5min - |COMIRNATY NOT AVAILABLE (C -
10009294349 Professional | Economic Years |Specified Recovered/Resolved - ), [[TOZINAMERAN] (S - -n/a-[n/fa-nfa-n
Area COVID-19 immunisation -
Syncope (5min - Not applicable - [n/a -
Recovered/Resolved - ), [1{DF} - n/al)
Urinary incontinence
(5min -
Recovered/Resolved - )
EU-EC- 07/07/2021 | Spontaneous |Non European |Not available 12-17 |Adolescent | Male No Arrhythmia (n/a - Not | COMIRNATY Not reported
10009294546 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - Immunisation - n/a - [n/a -
Caused/Prolonged n/a - Intramuscular])
Hospitalisation)

https://dap.ema.europa.eu/analytics/saw.dll?Go
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EU-EC- 07/07/2021

10009294687

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

Run Line Listing Report

12-17
Years

Not
Specified

Female

No

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

Product preparation
issue (n/a - Unknown -
Other Medically
Important Condition)

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

Not reported

EU-EC-
10009295440

07/07/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

C-reactive protein
increased (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

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

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

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

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

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

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

Troponin increased (n/a
- Recovered/Resolved -
Caused/Prolonged
Hospitalisation)

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

[TRETINOIN] (C - n,
n/a-[n/a-n/a-nfi

EU-EC-
10009295984

07/07/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Cough (n/a -
Recovering/Resolving -

'

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

Fatigue (n/a -
Recovering/Resolving -

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

[ETONOGESTREL] (1
n/a-n/a-[n/a-n/
n/a])

EU-EC-
10009296019

07/07/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

Not reported

EU-EC-
10009296359

07/07/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

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

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

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

Not reported

EU-EC-
10009298243

07/07/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Fatigue (n/a -
Recovering/Resolving -

'

Headache (n/a -
Recovering/Resolving -

I

Loss of consciousness
(n/a -
Recovering/Resolving -
Other Medically
Important Condition)

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

CELECOXIB [CELEC(
(C-nfa-n/a-[n/a
- n/al),

[CITALOPRAM
HYDROBROMIDE,
CITALOPRAM
HYDROCHLORIDE] (
n/a-n/a-[nfa-nfi
n/al)

EU-EC-
10009271681

06/07/2021

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

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

Not reported
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Not applicable - [n/a -
1{DF} - n/a])

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

Hospitalisation,
Disabling, Other
Medically Important
Condition),

Antiphospholipid
syndrome (n/a - Not
Recovered/Not
Resolved - Life
Threatening,
Caused/Prolonged
Hospitalisation,
Disabling, Other
Medically Important
Condition),

Carotid artery
thrombosis (n/a -
Unknown - Life
Threatening,
Caused/Prolonged
Hospitalisation,
Disabling, Other
Medically Important
Condition),

Cerebral venous
thrombosis (n/a -
Recovering/Resolving -
Life Threatening,
Caused/Prolonged
Hospitalisation,
Disabling, Other
Medically Important
Condition),

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

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

Muscular weakness
(n/a - Unknown - Life
Threatening,
Caused/Prolonged
Hospitalisation,
Disabling, Other
Medically Important
Condition),

Purpura non-
thrombocytopenic (n/a
- Recovered/Resolved -
Life Threatening,
Caused/Prolonged
Hospitalisation,
Disabling, Other
Medically Important
Condition),

EU-EC- 06/07/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Headache (n/a - Not COMIRNATY Not reported
10009271691 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19 immunisation -
Not applicable - [n/a -
Myalgia (n/a - Not 1{DF} - n/a])
Recovered/Not
Resolved - )
EU-EC- 06/07/2021 |Spontaneous |Non Non Not available 12-17 |Not Female |No Dysmenorrhoea (14h - |TOZINAMERAN Not reported
10009272152 Healthcare |European Years |Specified Recovered/Resolved -  |[TOZINAMERAN] (S -
Professional | Economic Disabling), COVID-19 immunisation -
Area Not applicable - [n/a - n/a -
Vomiting (n/a - Not Intramuscular])
Recovered/Not
Resolved - )
EU-EC- 06/07/2021 | Spontaneous |Non Non Not available 12-17 |Not Female |No Dizziness (n/a - Not TOZINAMERAN [PARACETAMOL] (C
10009272657 Healthcare |European Years |Specified Recovered/Not [TOZINAMERAN] (S - -n/a-[nfa-nfa-n
Professional | Economic Resolved - Other COVID-19 immunisation -
Area Medically Important Not applicable - [1d - n/a - |[SALBUTAMOL,
Condition), n/al) SALBUTAMOL SULF#
(C-n/a-n/a-[n/a
Nausea (n/a - Not - n/a)])
Recovered/Not
Resolved - Other
Medically Important
Condition),
Ovarian cyst ruptured
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Pain (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 06/07/2021 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Activated partial [TOZINAMERAN] (S - [CARBAMAZEPINE] |
10009273307 Professional |European Years |Specified thromboplastin time COVID-19 immunisation -  |Epilepsy - n/a - [n/a
Economic prolonged (n/a - Not applicable - [1d - n/a - |- n/al),
Area Recovered/Resolved - |n/a])
Life Threatening, [ETHINYLESTRADIC
Caused/Prolonged LEVONORGESTREL]

Heavy menstrual ble
-nfa-[n/a-nfa-n
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Rectal haemorrhage
(n/a - Unknown - Life
Threatening,
Caused/Prolonged
Hospitalisation,
Disabling, Other
Medically Important
Condition),

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

EU-EC-
10009273552

06/07/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

Palpitations (253h -
Recovered/Resolved - )

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

Not reported

EU-EC-
10009273769

06/07/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Aphasia (1wk -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Dysphagia (6h -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Facial paresis (6h -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Headache (6h -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Hemiparaesthesia (6h -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Hemiparesis (1wk -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),

Hemiparesis (6h -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

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

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

Transient ischaemic
attack (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)

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

CONTRACEPTIVES [
AVAILABLE] (C - n/a
Dose not changed -

EU-EC-
10009274374

06/07/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Arthralgia (13h -
Recovered/Resolved - ),

Fatigue (1d -
Recovered/Resolved - ),

Headache (660min -
Recovered/Resolved - )

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

NOT AVAILABLE (C -
-nfa-[nfa-nfa-n

EU-EC-
10009275160

06/07/2021

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

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Arthralgia (n/a -
Recovering/Resolving -

)

Injected limb mobility
decreased (n/a -
Unknown - ),

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

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

Injection site swelling
(n/a - Not

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

Not reported
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Recovered/Not
Resolved - ),
Injection site warmth
(n/a - Not
Recovered/Not
Resolved - ),
Myalgia (n/a - Not
Recovered/Not
Resolved - ),
Peripheral swelling (n/a
- Unknown - ),
Pyrexia (n/a -
Recovering/Resolving -
)
EU-EC- 06/07/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Fatigue (n/a - Not COMIRNATY Not reported
10009277239 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19 immunisation -
Not applicable - [n/a -
Malaise (n/a - Not 1{DF} - n/al)
Recovered/Not
Resolved - ),
Nausea (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 06/07/2021 |Spontaneous |Non Non Not available 12-17 |Not Female |No Seizure (n/a - Unknown | TOZINAMERAN Not reported
10009277278 Healthcare |European Years |Specified - Other Medically [TOZINAMERAN] (S -
Professional |Economic Important Condition), |COVID-19 immunisation -
Area Not applicable - [1d - n/a -
Syncope (1d - n/al)
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 06/07/2021 | Spontaneous |Healthcare  |Non Not available 12-17 |Not Female |No Chest pain (n/a - TOZINAMERAN Not reported
10009277697 Professional |European Years |Specified Unknown - [TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19 immunisation -
Area Hospitalisation), Not applicable - [1d - n/a -
n/al)
Gastritis (n/a -
Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 06/07/2021 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Myocarditis (n/a - TOZINAMERAN Not reported
10009277707 Professional |European Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19 immunisation -
Area Hospitalisation) Not applicable - [1d - n/a -
n/aj)
EU-EC- 06/07/2021 |Spontaneous |Non Non Not available 12-17 |Not Male No Chills (n/a - TOZINAMERAN [DOCONEXENT,
10009277728 Healthcare |European Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S - ICOSAPENT, FISH O
Professional |Economic ) COVID-19 immunisation - | ICOSAPENT ETHYL,
Area Not applicable - [n/a - n/a - | DOCOSAHEXAENOI(
Disorientation (n/a - Intramuscular]) ACID ETHYL ESTER,
Recovering/Resolving - OMEGA-3-ACID ETH
Other Medically ESTERS 90, OMEGA'
Important Condition), ACID ETHYL ESTER!
DOCOSAHEXAENOI(
Dizziness (n/a - ACID ETHYL ESTER’
Recovering/Resolving - n/a-n/a-[nfa-nfi
, n/al),
Pyrexia (n/a - [SACCHAROMYCES
Recovered/Resolved - ), BOULARDII] (C - n/i
n/a-[n/a-n/a-nfi
Syncope (n/a -
Recovered/Resolved - [VITAMIN D] (C - n/
Other Medically n/a-[n/a-nfa-nfi
Important Condition),
Tachycardia (n/a -
Recovering/Resolving -
Other Medically
Important Condition)
EU-EC- 06/07/2021 |Spontaneous |Non Non Not available 12-17 |Not Male No Concussion (n/a - TOZINAMERAN [CETIRIZINE,
10009280092 Healthcare |European Years |Specified Recovered/Resolved - ), [[TOZINAMERAN] (S - CETIRIZINE
Professional | Economic COVID-19 immunisation - | DIHYDROCHLORIDE
Area Confusional state (n/a - |Not applicable - [n/a - n/a - |Hypersensitivity - n/
Recovered/Resolved - ), |Intramuscular]) [n/a - n/a - n/a]),
Fatigue (n/a - [METHYLPHENIDATI
Recovered/Resolved - ), - Attention deficit
hyperactivity disorde
Inappropriate schedule n/a-[n/a - 40mg -
of product
administration (n/a -
Unknown - ),
Migraine (n/a -
Recovered/Resolved -
Disabling),
Pain (n/a -
Recovered/Resolved - ),
Pyrexia (n/a -
Recovered/Resolved - ),
Vomiting (n/a -
Recovered/Resolved - )
EU-EC- 06/07/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Hepatitis acute (n/fa- |COMIRNATY Not reported
10009280803 Professional |Economic Years Recovering/Resolving - |[TOZINAMERAN] (S -
Area Caused/Prolonged COVID-19 immunisation -
Hospitalisation) n/a-[n/a - 1{DF} -
Intramuscular])
EU-EC- 06/07/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Malaise (1d - COMIRNATY Not reported
10009280960 Healthcare |Economic Years Recovered/Resolved - ), |[TOZINAMERAN] (S -
Professional |Area COVID-19 immunisation -
Seizure (1d - Not applicable - [1d -
Recovered/Resolved - ) |1{DF} - Intramuscular])
EU-EC- 06/07/2021 | Spontaneous |Healthcare |European |Not available 12-17 |Child Female |No Oral herpes (1wk - COMIRNATY Not reported
10009281097 Professional |Economic Years Recovering/Resolving - |[TOZINAMERAN] (S -
Area ) COVID-19 immunisation -
Not applicable - [1d -
Pyrexia (1wk - 1{DF} - Intramuscular])
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Recovering/Resolving -
EU-EC- 06/07/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Urticaria (48h - COMIRNATY Not reported
10009281188 Professional |Economic Years Recovering/Resolving - |[TOZINAMERAN] (S - n/a -
Area n/a-[n/a - 1{DF} -
Intramuscular])
EU-EC- 06/07/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Asthenia (n/a - COMIRNATY Not reported
10009281602 Healthcare |Economic Years |Specified Recovered/Resolved - ), |[TOZINAMERAN] (S -
Professional |Area COVID-19 immunisation -
Pain in extremity (n/a - |Not applicable - [1d - n/a -
Not Recovered/Not n/al)
Resolved - ),
Syncope (n/a -
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 06/07/2021 |Spontaneous |Non European |Not available 12-17 |Adult Female |No Aphonia (n/a - Not COMIRNATY [MESALAZINE] (C -
10009281726 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S - n/a-[n/a-n/a-nfi
Professional |Area Resolved - ), COVID-19 immunisation -
Not applicable - [n/a -
Cough (n/a - Unknown |1{DF} - n/a])
=l
Dizziness (n/a - Not
Recovered/Not
Resolved - ),
Nasopharyngitis (n/a -
Unknown - )
EU-EC- 06/07/2021 |Spontaneous |Non Non Not available 12-17 |Not Male No Hallucination (n/a - TOZINAMERAN Not reported
10009281788 Healthcare |European Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S -
Professional |Economic Other Medically COVID-19 immunisation -
Area Important Condition), |Not applicable - [1d - n/a -
n/a - More in ICSR])
Hyperpyrexia (n/a -
Recovering/Resolving -
Other Medically
Important Condition)
EU-EC- 06/07/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Injection site pain (0d - | COMIRNATY Not reported
10009282430 Healthcare |Economic Years |Specified Recovered/Resolved - ), [[TOZINAMERAN] (S -
Professional |Area COVID-19 immunisation -
Injection site pruritus | Not applicable - [n/a -
- 1{DF} - n/a])
Recovered/Resolved - ),
Myalgia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 06/07/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Dermatitis allergic (n/fa |TOZINAMERAN Not reported
10009282677 Professional |European Years |Specified - Unknown - Other [TOZINAMERAN] (S -
Economic Medically Important COVID-19 immunisation -
Area Condition) Not applicable - [n/a - n/a -
Intramuscular])
EU-EC- 06/07/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Body temperature COMIRNATY NOT AVAILABLE (C -
10009283165 Healthcare |Economic Years |Specified increased (n/a - Not [TOZINAMERAN] (S - -n/a-[nfa-nfa-n
Professional |Area Recovered/Not COVID-19 immunisation -
Resolved - ), Not applicable - [n/a -
1{DF} - n/al)
Fatigue (n/a - Not
Recovered/Not
Resolved - ),
Headache (n/a - Not
Recovered/Not
Resolved - ),
Malaise (n/a - Not
Recovered/Not
Resolved - ),
Myalgia (n/a - Not
Recovered/Not
Resolved - ),
Nausea (1d -
Recovered/Resolved - )
EU-EC- 06/07/2021 |Spontaneous |Non Non Not available 12-17 |Not Male No Blood pressure systolic | TOZINAMERAN Not reported
10009283390 Healthcare |European Years |Specified decreased (n/a - [TOZINAMERAN] (S -
Professional | Economic Recovered/Resolved - |COVID-19 immunisation -
Area Caused/Prolonged Not applicable - [1d - n/a -
Hospitalisation, Other  |n/a])
Medically Important
Condition),
Generalised tonic-clonic
seizure (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),
Heart rate increased
(n/a-
Recovered/Resolved -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),
Pyrexia (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Troponin increased (n/a
- Recovered/Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 06/07/2021 | Spontaneous |Healthcare  |European |Not available 12-17 |Adolescent | Male No Chest discomfort (n/a - | COMIRNATY Not reported
10009283611 Professional |Economic Years Unknown - [TOZINAMERAN] (S -
Area Caused/Prolonged COVID-19 immunisation -
Hospitalisation), Unknown - [n/a - 1{DF} -
Intramuscular])
Palpitations (n/a -
Unknown -
Caused/Prolonged
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Hospitalisation),
Pericarditis (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation)
EU-EC- 06/07/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Arthralgia (n/a - COMIRNATY Not reported
10009284777 Healthcare |Economic Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S -
Professional |Area , COVID-19 immunisation -
Not applicable - [n/a -
Fatigue (n/a - Not 1{DF} - n/a])
Recovered/Not
Resolved - ),
Headache (n/a - Not
Recovered/Not
Resolved - ),
Pyrexia (4h -
Recovered/Resolved - )
EU-EC- 06/07/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Fatigue (3d - COMIRNATY Not reported
10009284813 Healthcare |Economic Years |Specified Recovered/Resolved - ), |[TOZINAMERAN] (S -
Professional |Area COVID-19 immunisation -
Headache (n/a - Not applicable - [n/a -
Recovering/Resolving - |1{DF} - n/a])
Malaise (n/a -
Recovering/Resolving -
,
Nausea (n/a -
Recovering/Resolving -
)
Pyrexia (n/a -
Recovering/Resolving -
EU-EC- 06/07/2021 | Spontaneous |Non European |Not available 12-17 |Not Female |No Chills (n/a - Not COMIRNATY Not reported
10009285109 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19 immunisation -
Not applicable - [n/a -
Fatigue (n/a - 1{DF} - n/a])
Recovering/Resolving -
Malaise (n/a - Not
Recovered/Not
Resolved - ),
Myalgia (n/a - Not
Recovered/Not
Resolved - ),
Nausea (n/a -
Recovering/Resolving -
)
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 06/07/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No Arthralgia (n/a - COMIRNATY Not reported
10009285140 Professional |Economic Years Recovered/Resolved - ), [ TOZINAMERAN] (S - n/a -
Area n/a-[n/a-nfa-
Headache (n/a - Intramuscular])
Recovered/Resolved - )
EU-EC- 06/07/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Headache (n/a - COMIRNATY Not reported
10009285147 Healthcare |Economic Years Recovered/Resolved - ) |[TOZINAMERAN] (S - n/a -
Professional |Area n/a-[n/a-nfa-
Intramuscular])
EU-EC- 05/07/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Arthralgia (n/a - Not COMIRNATY Not reported
10009256090 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19 immunisation -
Not applicable - [n/a -
Chills (n/a - Not 1{DF} - n/a])
Recovered/Not
Resolved - ),
Fatigue (n/a - Not
Recovered/Not
Resolved - ),
Headache (n/a - Not
Recovered/Not
Resolved - ),
Malaise (n/a - Not
Recovered/Not
Resolved - ),
Myalgia (n/a - Not
Recovered/Not
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 05/07/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Deep vein thrombosis | COMIRNATY Not reported
10009256302 Professional |European Years |Specified (n/a - Unknown - Other |[TOZINAMERAN] (S -
Economic Medically Important COVID-19 immunisation -
Area Condition), Not applicable - [n/a - n/a -
n/a])
Pulmonary embolism
(n/a - Unknown - Other
Medically Important
Condition),
Vaccination site
reaction (n/a -
Unknown - )
EU-EC- 05/07/2021 |Spontaneous |Non Non Not available 12-17 |Not Male No Eye pain (n/a - Not TOZINAMERAN Not reported
10009256631 Healthcare |European Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Economic Resolved - Other COVID-19 immunisation -
Area Medically Important Not applicable - [1d - n/a -
Condition) Parenteral])
EU-EC- 05/07/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Application site pain COMIRNATY Not reported
10009258383 Professional |Economic Years (n/a- [TOZINAMERAN] (S - n/a -
Area Recovered/Resolved - ), |n/a - [n/a - n/a - n/a])
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Decreased appetite
(n/a-
Recovered/Resolved - ),
Dizziness (n/a -
Recovered/Resolved - ),
Vaccination site
movement impairment
(n/a-
Recovered/Resolved - )
EU-EC- 05/07/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Chills (0d - COMIRNATY Not reported
10009260362 Healthcare |Economic Years Recovered/Resolved - ), [[TOZINAMERAN] (S -
Professional |Area Immunisation - n/a - [n/a -
Lymphadenopathy (n/a [n/a - Intramuscular])
- Unknown - )
EU-EC- 05/07/2021 |Spontaneous |Non Non Not available 12-17 |Not Female |No Sinus tachycardia (n/a - | TOZINAMERAN [FOLIC ACID] (C- n
10009260884 Healthcare |European Years |Specified Not Recovered/Not [TOZINAMERAN] (S - n/a-[n/a-n/a-nf
Professional | Economic Resolved - COVID-19 immunisation -
Area Caused/Prolonged Not applicable - [1d - n/a - |[METHOTREXATE
Hospitalisation) n/al) SODIUM] (C - n/a -
[n/a - n/a - n/a])
EU-EC- 05/07/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Myalgia (n/a - COMIRNATY Not reported
10009264874 Healthcare |Economic Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S -
Professional |Area COVID-19 immunisation -
Not applicable - [n/a -
1{DF} - n/a])
EU-EC- 05/07/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Presyncope (n/a - TOZINAMERAN Not reported
10009265179 Professional |European Years |Specified Recovered/Resolved -  |[TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19 immunisation -
Area Hospitalisation, Other  |Not applicable - [n/a - n/a -
Medically Important Intramuscular])
Condition),
Syncope (n/a -
Unknown -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition)
EU-EC- 05/07/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Pericarditis (n/a - Not |COMIRNATY Not reported
10009265430 Professional |Economic Years Recovered/Not [TOZINAMERAN] (S -
Area Resolved - Other COVID-19 immunisation -
Medically Important Unknown - [1d - 1{DF} -
Condition) Intramuscular])
EU-EC- 05/07/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Presyncope (1d - COMIRNATY Not reported
10009265463 Professional |Economic Years Recovered/Resolved -  |[TOZINAMERAN] (S -
Area Caused/Prolonged COVID-19 immunisation -
Hospitalisation), Drug withdrawn - [1d -
.3mL - Intramuscular])
Vomiting (1d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 05/07/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Generalised tonic-clonic | COMIRNATY Not reported
10009265465 Professional | Economic Years seizure (1d - [TOZINAMERAN] (S -
Area Recovered/Resolved -  |COVID-19 immunisation -
Caused/Prolonged Drug withdrawn - [1d -
Hospitalisation), .3mL - Intramuscular])
Presyncope (1d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 05/07/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No Presyncope (1d - COMIRNATY Not reported
10009265466 Professional | Economic Years Recovered/Resolved - [[TOZINAMERAN] (S -
Area Caused/Prolonged COVID-19 immunisation -
Hospitalisation) Drug withdrawn - [1d -
.3mL - Intramuscular])
EU-EC- 05/07/2021 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent | Male No Urticaria (n/a - COMIRNATY Not reported
10009265546 Professional |Economic Years Recovered/Resolved -  |[TOZINAMERAN] (S -
Area Caused/Prolonged COVID-19 immunisation -
Hospitalisation) n/a - [n/a - 1{DF} -
Intramuscular])
EU-EC- 05/07/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No Herpes zoster (n/a - COMIRNATY Not reported
10009266184 Professional |Economic Years Not Recovered/Not [TOZINAMERAN] (S -
Area Resolved - ) COVID-19 immunisation -
n/a-[1d - 1{DF} -
Intramuscular])
EU-EC- 05/07/2021 | Spontaneous |Non European |Not available 12-17 |Not Male No Myalgia (n/a - Not COMIRNATY Not reported
10009266906 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ) COVID-19 immunisation -
Not applicable - [n/a -
1{DF} - n/a])
EU-EC- 05/07/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Myopericarditis (n/a - | TOZINAMERAN Not reported
10009268462 Professional |European Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19 immunisation -
Area Hospitalisation) Not applicable - [1d - n/a -
Intramuscular])
EU-EC- 05/07/2021 |Spontaneous |Non Non Not available 12-17 |Not Male No Chest pain (n/a - Not | TOZINAMERAN Not reported
10009268479 Healthcare |European Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional | Economic Resolved - COVID-19 immunisation -
Area Caused/Prolonged Not applicable - [n/a - n/a -
Hospitalisation), n/a
Dyspnoea (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Heart rate increased
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 05/07/2021 |Spontaneous |Non European |Not available 12-17 |Adult Female |No Chills (n/a - Not COMIRNATY Not reported
10009269298 Healthcare  |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19 immunisation -
Not applicable - [n/a -
Injection site erythema |1{DF} - n/a])
(n/a - Unknown - ),
Injection site
inflammation (n/a -
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Unknown - ),
Injection site pain (n/a
- Unknown - ),
Injection site warmth
(n/a - Unknown - ),
Malaise (n/a - Not
Recovered/Not
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 04/07/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Fatigue (n/a - Not COMIRNATY Not reported
10009254903 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19 immunisation -
Not applicable - [n/a -
Headache (n/a - Not 1{DF} - n/a])
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- 04/07/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Fatigue (n/a - Not COMIRNATY Not reported
10009254932 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19 immunisation -
Not applicable - [n/a -
Headache (n/a - Not 1{DF} - n/al)
Recovered/Not
Resolved - ),
Myalgia (n/a - Not
Recovered/Not
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 04/07/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Headache (n/a - Not COMIRNATY Not reported
10009255192 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19 immunisation -
Not applicable - [n/a -
Myalgia (3d - 1{DF} - n/a])
Recovered/Resolved - )
EU-EC- 04/07/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Fatigue (n/a - Not COMIRNATY Not reported
10009255510 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19 immunisation -
Not applicable - [n/a -
Headache (n/a - Not 1{DF} - n/a])
Recovered/Not
Resolved - ),
Myalgia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 03/07/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Hyperhidrosis (0d - COMIRNATY Not reported
10009246681 Professional |Economic Years |Specified Recovered/Resolved - ), |[TOZINAMERAN] (S -
Area COVID-19 immunisation -
Vomiting (0d - Not applicable - [n/a - .3mL
Recovered/Resolved - ) |- Intramuscular])
EU-EC- 03/07/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Arthralgia (n/a - Not COMIRNATY Not reported
10009248719 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19 immunisation -
Not applicable - [n/a -
Fatigue (n/a - Not 1{DF} - n/a])
Recovered/Not
Resolved - ),
Malaise (n/a - Not
Recovered/Not
Resolved - ),
Myalgia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 03/07/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Urticaria (n/a - COMIRNATY Not reported
10009248823 Professional | Economic Years |Specified Recovering/Resolving - [[TOZINAMERAN] (S -
Area COVID-19 immunisation -
n/a - [n/a - n/a - n/al])
EU-EC- 03/07/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Pruritus (0d - COMIRNATY Not reported
10009249196 Professional | Economic Years |Specified Recovered/Resolved - ), [[TOZINAMERAN] (S -
Area COVID-19 immunisation -
Urticaria (0d - Not applicable - [n/a - n/a -
Recovered/Resolved - ) |Subcutaneous])
EU-EC- 03/07/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Chills (n/a - Not COMIRNATY Not reported
10009253977 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19 immunisation -
Not applicable - [n/a -
Fatigue (n/a - Not 1{DF} - n/al)
Recovered/Not
Resolved - ),
Headache (n/a - Not
Recovered/Not
Resolved - ),
Malaise (n/a - Not
Recovered/Not
Resolved - ),
Myalgia (n/a - Not
Recovered/Not
Resolved - ),
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Nausea (n/a - Not
Recovered/Not
Resolved - ),

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

EU-EC-
10009254371

03/07/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Fatigue (n/a -
Recovering/Resolving -

4

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

Injection site swelling
(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 - )

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

Not reported

EU-EC-
10009236801

02/07/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Dizziness (2d -
Recovered/Resolved - ),

Fatigue (2d -
Recovered/Resolved - ),

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

Visual impairment (2d -
Recovered/Resolved - )

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

Not reported

EU-EC-
10009240136

02/07/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

Injection site pain (n/a
- Recovering/Resolving

i

Malaise (n/a -
Recovering/Resolving -

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

[MESALAZINE] (C -
n/a-[n/a-n/a-nfi

EU-EC-
10009241370

02/07/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Epistaxis (2d -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),

Haematoma (2d -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),

Petechiae (2d -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),

Thrombocytopenia (2d
- Recovering/Resolving
- Caused/Prolonged
Hospitalisation)

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

n/a - n/al)

Not reported

EU-EC-
10009244848

02/07/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

Fatigue (n/a - Unknown

i

Movement disorder (n/a
- Unknown - ),

Pain (n/a - Unknown -
)

Pyrexia (n/a - Unknown

»

Sensation of foreign
body (n/a - Unknown -
)

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

Not reported

EU-EC-
10009246118

02/07/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

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

Not reported

EU-EC-
10009247953

02/07/2021

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

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

Myalgia (n/a -
Recovering/Resolving -

)

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

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

EU-EC-
10009220432

01/07/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Gait disturbance (0d -
Recovered/Resolved - ),

Pain in extremity (0d -
Recovered/Resolved - )

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

Not reported

EU-EC-
10009220512

01/07/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

Not applicable - [n/a - .3mL

- Intramuscular])

Not reported

EU-EC-
10009220641

01/07/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Throat tightness (n/a -
Unknown - ),

Urticaria (n/a -
Unknown - )

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

Not reported

EU-EC-
10009220688

01/07/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

Not reported

EU-EC-
10009220803

01/07/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

Chills (6h -
Recovered/Resolved - ),

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

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

Malaise (n/a -
Recovering/Resolving -

)

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

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

Not reported

EU-EC-
10009220813

01/07/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Chills (n/a -
Recovering/Resolving -

4

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

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

Hyperpyrexia (n/a -
Recovering/Resolving -
)

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

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

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

Nausea (5h -
Recovered/Resolved - )

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

NOT AVAILABLE (C -
-n/a-[nfa-nfa-n

EU-EC-
10009221090

01/07/2021

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

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Alanine
aminotransferase
increased (n/a -
Unknown - ),

Anion gap increased
(n/a - Unknown - ),

Aspartate
aminotransferase
increased (n/a -
Unknown - ),

Blood alkaline
phosphatase increased
(n/a - Unknown - ),

Blood creatinine
decreased (n/a -

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

Not applicable - [n/a - n/a -

Intramuscular])

[SOMATROPIN] (C -
Short stature - n/a -
- n/a-n/al)
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Unknown - ),
Chest pain (n/a -
Unknown - Other
Medically Important
Condition),
Complement factor C3
increased (n/a -
Unknown - ),
Complement factor C4
increased (n/a -
Unknown - ),
Fatigue (n/a - Unknown
=)
Headache (n/a -
Unknown - ),
Malaise (n/a - Unknown
=)
Pyrexia (18d -
Recovered/Resolved -
Other Medically
Important Condition),
Red blood cell
sedimentation rate
increased (n/a -
Unknown - ),
Tachycardia (n/a -
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 01/07/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Syncope (0d - COMIRNATY Not reported
10009222305 Professional |Economic Years |Specified Recovered/Resolved -  |[TOZINAMERAN] (S -
Area Other Medically COVID-19 immunisation -
Important Condition) Not applicable - [n/a -
1{DF} - n/a])
EU-EC- 01/07/2021 |Spontaneous |Non Non Not available 12-17 |Not Male No Feeling abnormal (n/a - [TOZINAMERAN Not reported
10009223186 Healthcare |European Years |Specified Unknown - ), [TOZINAMERAN] (S -
Professional | Economic COVID-19 immunisation -
Area Inappropriate schedule |Not applicable - [1d - n/a -
of product n/a])
administration (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 01/07/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Chest discomfort (n/a - | COMIRNATY Not reported
10009224145 Professional |Economic Years Unknown - [TOZINAMERAN] (S -
Area Caused/Prolonged COVID-19 immunisation -
Hospitalisation), Not applicable - [n/a -
1{DF} - Intramuscular])
Throat irritation (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 01/07/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Anaphylactic reaction | COMIRNATY Not reported
10009225340 Professional |Economic Years |Specified - [TOZINAMERAN] (S -
Area Recovered/Resolved - |COVID-19 immunisation -
Other Medically Not applicable - [n/a -
Important Condition), |1{DF} - n/a])
Confusional state (0d -
Recovered/Resolved -
Other Medically
Important Condition),
Loss of consciousness
(0d -
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 01/07/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Child Male No Loss of consciousness |COMIRNATY Not reported
10009228056 Professional | Economic Years (n/a- [TOZINAMERAN] (S -
Area Recovered/Resolved - |COVID-19 immunisation -
Other Medically Not applicable - [1d - .3mL
Important Condition), |- Intramuscular])
Malaise (n/a -
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 01/07/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No Eczema (7d - Not COMIRNATY Not reported
10009228500 Professional |Economic Years Recovered/Not [TOZINAMERAN] (S -
Area Resolved - ) COVID-19 immunisation -
Not applicable - [1d -
1{DF} - Intramuscular])
EU-EC- 01/07/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No Rash erythematous COMIRNATY Not reported
10009228567 Professional |Economic Years (n/a - Unknown - ) [TOZINAMERAN] (S -
Area COVID-19 immunisation -
n/a-[n/a - 1{DF} -
Intramuscular])
EU-EC- 01/07/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Cough (n/a - COMIRNATY Not reported
10009229696 Healthcare |Economic Years |Specified Recovering/Resolving - [[TOZINAMERAN] (S -
Professional |Area COVID-19 immunisation -
Not applicable - [n/a - n/a -
n/aj)
EU-EC- 01/07/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Fatigue (30min - COMIRNATY Not reported
10009231638 Professional |Economic Years |Specified Recovered/Resolved - ) |[TOZINAMERAN] (S -
Area COVID-19 immunisation -
Not applicable - [n/a -
1{DF} - n/al)
EU-EC- 01/07/2021 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Anaphylactic shock (5h |COMIRNATY Not reported
10009233064 Professional |Economic Years - Recovered/Resolved - |[TOZINAMERAN] (S -
Area Life Threatening, COVID-19 immunisation -
Caused/Prolonged Unknown - [n/a - 1{DF} -
Hospitalisation), Intramuscular])
Depressed level of
consciousness (0d -
Recovered/Resolved -
Life Threatening,
Caused/Prolonged
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Hospitalisation),

Hypotension (0d -
Recovered/Resolved -
Life Threatening,
Caused/Prolonged
Hospitalisation),

Muscle spasms (0d -
Recovered/Resolved -
Life Threatening,
Caused/Prolonged
Hospitalisation),

Poor peripheral
circulation (0d -
Recovered/Resolved -
Life Threatening,
Caused/Prolonged
Hospitalisation),

Tachycardia (0d -
Recovered/Resolved -
Life Threatening,
Caused/Prolonged
Hospitalisation)

EU-EC-
10009233126

01/07/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Asthenopia (0d -
Recovering/Resolving -

4

Dyspnoea (0d -
Recovering/Resolving -

g

Hypoaesthesia (0d -
Recovering/Resolving -

)

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

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

Not reported

EU-EC-
10009204878

30/06/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Herpes zoster (n/a -
Not Recovered/Not
Resolved - )

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

Not reported

EU-EC-
10009205047

30/06/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

Painful respiration (n/a
- Not Recovered/Not
Resolved - )

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

Not reported

EU-EC-
10009205072

30/06/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

COMIRNATY
[TOZINAMERAN] (S -
COVID-19 immunisation -
Dose not changed - [n/a -
30ug - Intramuscular])

Not reported

EU-EC-
10009205197

30/06/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Herpes zoster (n/a -
Recovering/Resolving -

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

Not reported

EU-EC-
10009205231

30/06/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

Not reported

EU-EC-
10009205296

30/06/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Asthenia (1d -
Recovered/Resolved - ),

Fatigue (1d -
Recovered/Resolved - ),

Myalgia (1d -
Recovered/Resolved - ),

Nausea (1d -
Recovered/Resolved - ),

Pain in extremity (1d -
Recovered/Resolved - )

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

Not reported

EU-EC-
10009206013

30/06/2021

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

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Chest pain (0d -
Recovered/Resolved - ),

Feeling hot (n/a -
Unknown - ),

Iliness (n/a - Unknown

»

Pain (n/a - Unknown -

)

Palpitations (1d -
Recovered/Resolved - ),

Pyrexia (n/a - Unknown

W

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

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

Tremor (n/a - Unknown

EU-EC-
10009206989

30/06/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Fatigue (n/a - Unknown

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

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

Not reported

EU-EC-
10009207132

30/06/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

METHOTREXATE
[METHOTREXATE] (
Psoriasis - n/a - [n/e
n/a - n/al)

EU-EC-
10009207164

30/06/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

Feeling cold (n/a -
Recovered/Resolved - ),

Hypotension (n/a -
Recovered/Resolved - ),

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

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

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

Not reported

EU-EC-
10009208363

30/06/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

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

Not reported

EU-EC-
10009208628

30/06/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

[PROPRANOLOL,
PROPRANOLOL
HYDROCHLORIDE] (
Panic attack - n/a - |
- n/a-nja])

EU-EC-
10009211059

30/06/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

Electrocardiogram ST
segment elevation (n/a
- Unknown - Other
Medically Important
Condition),

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

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

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

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

Not reported

EU-EC-
10009212589

30/06/2021

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

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

Nausea (n/a - Unknown

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

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

=)
Respiratory arrest (n/a
- Unknown - Other
Medically Important
Condition),
Vomiting (n/a -
Unknown - )
EU-EC- 30/06/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Hypotension (n/a - COMIRNATY Not reported
10009213061 Professional |Economic Years Recovered/Resolved - ), |[TOZINAMERAN] (S -
Area COVID-19 immunisation -
Malaise (n/a - Not applicable - [n/a -
Recovered/Resolved - |1{DF} - Intramuscular])
Other Medically
Important Condition)
EU-EC- 30/06/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Asthmatic crisis (n/a - | COMIRNATY Not reported
10009213088 Professional |Economic Years Not Recovered/Not [TOZINAMERAN] (S -
Area Resolved - Other COVID-19 immunisation -
Medically Important Not applicable - [1d -
Condition) 1{DF} - Intramuscular])
EU-EC- 30/06/2021 |Spontaneous |Non Non Not available 12-17 |Not Female |No Asthma (40h - TOZINAMERAN [FLUTICASONE
10009214569 Healthcare |European Years |Specified Recovered/Resolved - ), [[ TOZINAMERAN] (S - PROPIONATE] (C - r
Professional |Economic COVID-19 immunisation -  |n/a - [n/a - n/a - n/:
Area Chills (40h - Not applicable - [n/a - n/a -
Recovered/Resolved - ), |n/a]) [SALBUTAMOL,
SALBUTAMOL SULF#
Dyspnoea (40h - (C-nfa-n/a-[n/a
Recovered/Resolved - - n/a]),
Other Medically
Important Condition), [VITAMINS NOS] (C
-n/a-[nfa-nfa-n
Headache (40h -
Recovered/Resolved - ),
Pain (40h -
Recovered/Resolved - ),
Pyrexia (40h -
Recovered/Resolved - )
EU-EC- 30/06/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Cold sweat (0d - TOZINAMERAN Not reported
10009217098 Professional |European Years |Specified Recovered/Resolved - ), [[TOZINAMERAN] (S -
Economic COVID-19 immunisation -
Area Feeling hot (0d - Not applicable - [1d - n/a -
Recovered/Resolved - ), |n/a])
Loss of consciousness
(od -
Recovered/Resolved -
Other Medically
Important Condition),
Product dose omission
issue (n/a - Unknown -
)
Seizure (0d -
Recovered/Resolved -
Other Medically
Important Condition),
Syncope (0d -
Recovered/Resolved -
Other Medically
Important Condition),
Tremor (0d -
Recovered/Resolved - )
EU-EC- 29/06/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Fatigue (1d - COMIRNATY Not reported
10009184147 Professional |Economic Years |Specified Recovered/Resolved - ), [[TOZINAMERAN] (S -
Area COVID-19 immunisation -
Injection site pain (1d - |Not applicable - [n/a -
Recovered/Resolved - ), | 1{DF} - Intramuscular])
Malaise (1d -
Recovered/Resolved - ),
Myalgia (1d -
Recovered/Resolved - )
EU-EC- 29/06/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Balance disorder (n/a - |COMIRNATY Not reported
10009184257 Healthcare |Economic Years |Specified Not Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19 immunisation -
Not applicable - [n/a -
Fatigue (n/a - Not 1{DF} - Intramuscular])
Recovered/Not
Resolved - ),
Headache (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 29/06/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Headache (n/a - COMIRNATY Not reported
10009184463 Healthcare |Economic Years |Specified Recovering/Resolving - [[TOZINAMERAN] (S -
Professional |Area ) COVID-19 immunisation -
n/a - [n/a - n/a - n/al])
Pain in extremity (n/a -
Recovering/Resolving -
EU-EC- 29/06/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Hypersensitivity (0d -  |COMIRNATY Not reported
10009184643 Professional | Economic Years |Specified Recovered/Resolved - [[TOZINAMERAN] (S -
Area Other Medically COVID-19 immunisation -
Important Condition), |n/a-[n/a-.3mL-
Intramuscular])
Urticaria (0d -
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 29/06/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Chest pain (n/a - COMIRNATY Not reported
10009187607 Professional | Economic Years |Specified Recovering/Resolving - [[TOZINAMERAN] (S - n/a -
Area Caused/Prolonged Not applicable - [n/a -
Hospitalisation), 1{DF} - Intramuscular])
Myocarditis (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation)
EU-EC- 29/06/2021 | Spontaneous |Non Non Not available 12-17 |Not Female |Yes |Lip discolouration (0d - | TOZINAMERAN Not reported
10009187828 Healthcare |European Years |Specified Recovered/Resolved - ), |[TOZINAMERAN] (S -
Professional COVID-19 immunisation -
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Economic Nausea (n/a - Not applicable - [1d - n/a -
Area Recovering/Resolving - |n/a])
)
Pallor (0d -
Recovered/Resolved - ),
Syncope (n/a -
Recovering/Resolving -
Other Medically
Important Condition)
EU-EC- 29/06/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Arthralgia (1d - COMIRNATY Not reported
10009189268 Healthcare |Economic Years |Specified Recovered/Resolved - ), [[TOZINAMERAN] (S -
Professional |Area COVID-19 immunisation -
Fatigue (n/a - Not applicable - [n/a - n/a -
Recovering/Resolving - |n/a])
)
Headache (n/a -
Recovering/Resolving -
)
Hyperhidrosis (n/a -
Recovering/Resolving -
)
Malaise (n/a -
Recovering/Resolving -
Muscle spasms (n/a -
Recovering/Resolving -
Myalgia (n/a -
Recovering/Resolving -
EU-EC- 29/06/2021 |Spontaneous |Non Non Not available 12-17 |Not Not No Arrhythmia (n/a - TOZINAMERAN Not reported
10009191620 Healthcare |European Years |Specified |Specified Unknown - Other [TOZINAMERAN] (S -
Professional | Economic Medically Important COVID-19 immunisation -
Area Condition), Not applicable - [1d - n/a -
n/aj)
Extrasystoles (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Extrasystoles (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 29/06/2021 | Spontaneous |Non Non Not available 12-17 |Not Male No Seizure (n/a - Unknown | TOZINAMERAN KEPPRA
10009191681 Healthcare |European Years |Specified - Other Medically [TOZINAMERAN] (S - [LEVETIRACETAM] (
Professional |Economic Important Condition) COVID-19 immunisation - |n/a - n/a - [n/a - n/i
Area Not applicable - [1d - n/a - |n/a])
Intramuscular])
EU-EC- 29/06/2021 |Spontaneous |Non Non Not available 12-17 |Not Male No Hypertension (n/a - TOZINAMERAN GUANFACINE
10009191696 Healthcare |European Years |Specified Unknown - [TOZINAMERAN] (S - [GUANFACINE] (C -
Professional |Economic Caused/Prolonged COVID-19 immunisation - |n/a - [n/a - n/a - n/:
Area Hospitalisation, Other  |Not applicable - [n/a - n/a -
Medically Important n/al)
Condition),
Myocarditis (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),
Tachycardia (n/a -
Unknown -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition)
EU-EC- 29/06/2021 |Spontaneous |Non Non Not available 12-17 |Not Male No Appendicitis (n/a - TOZINAMERAN Not reported
10009191729 Healthcare |European Years |Specified Recovered/Resolved -  |[TOZINAMERAN] (S -
Professional |Economic Life Threatening, COVID-19 immunisation -
Area Caused/Prolonged Not applicable - [1d - n/a -
Hospitalisation) n/a])
EU-EC- 29/06/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Heat exhaustion (n/a - |TOZINAMERAN MELATONIN
10009191733 Professional |European Years | Specified Recovered/Resolved - |[TOZINAMERAN] (S - [MELATONIN] (C -
Economic Other Medically COVID-19 immunisation -  |Insomnia - n/a - [n/
Area Important Condition), |Not applicable - [n/a - n/a - | 10mg - n/a]),
n/a])
Iliness (n/a - [VITAMIN D] (C - Vi
Recovered/Resolved - D decreased - n/a -
Other Medically n/a - n/al)
Important Condition),
Pain in extremity (n/a -
Recovered/Resolved - )
EU-EC- 29/06/2021 | Spontaneous |Healthcare  |Non Not available 12-17 |Not Male No Hypoaesthesia (n/a- | TOZINAMERAN Not reported
10009191734 Professional |European Years | Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Economic Life Threatening), COVID-19 immunisation -
Area Not applicable - [1d - n/a -
Pain (n/a - n/a])
Recovered/Resolved -
Life Threatening),
Pain in jaw (n/a -
Recovered/Resolved -
Life Threatening),
Paraesthesia (n/a -
Recovered/Resolved -
Life Threatening),
Pericarditis (n/a -
Recovered/Resolved -
Life Threatening, Other
Medically Important
Condition)
EU-EC- 29/06/2021 |Spontaneous |Healthcare  |European |Not available 12-17 |Adolescent |Female |No Malaise (1h - COMIRNATY Not reported
10009193180 Professional |Economic Years Recovering/Resolving - |[TOZINAMERAN] (S -
Area COVID-19 immunisation -
Not applicable - [n/a -
1{DF} - Intramuscular])

https://dap.ema.europa.eu/analytics/saw.dll?Go
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EU-EC- 29/06/2021

10009193288

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

Run Line Listing Report

12-17
Years

Adolescent

Male

No

Motor dysfunction (n/a
- Not Recovered/Not
Resolved - ),

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

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

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

Not reported

EU-EC-
10009195601

29/06/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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

Palpitations (n/a -
Recovered/Resolved - ),

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

Rash (0d -
Recovered/Resolved - ),

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

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

[CINNARIZINE] (C -
Unknown - [n/a - 7¢
Oral]),

[SERTRALINE,
SERTRALINE
HYDROCHLORIDE] (
n/a - Unknown - [n/
50mg - Oral])

EU-EC-
10009199243

29/06/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Discomfort (n/a -
Unknown - ),

Eye swelling (n/a -
Unknown -),

Gait inability (n/a -
Unknown - ),

Joint swelling (n/a -
Unknown - ),

Peripheral swelling (n/a
- Unknown - ),

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

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

[DESVENLAFAXINE,
DESVENLAFAXINE
SUCCINATE
MONOHYDRATE] (C
-n/a-[nfa-nfa-n

[LAMOTRIGINE] (C -
-nfa-[nfa-nfa-n

EU-EC-
10009200636

29/06/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

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

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

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

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

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

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

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

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

METHOTREXATE
[METHOTREXATE] (
Psoriasis - n/a - [n/z
n/a - n/a])

EU-EC-
10009202834

29/06/2021

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),

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

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

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

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

Not reported

EU-EC- 28/06/2021

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

Spontaneous

Non

Non

Not available

12-17

Female

Tremor (n/a -

TOZINAMERAN

Not reported
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Recovered/Resolved - ),

Arthralgia (22530min -
Recovered/Resolved - ),

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

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

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

Chills (7110min -
Recovered/Resolved - ),

Depression (n/a -
Unknown - ),

Discomfort (n/a -
Unknown - ),

Dyspnoea (5790min -
Recovered/Resolved
With Sequelae - ),

Erythema (14250min -
Recovered/Resolved - ),

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

Fatigue (8850min -
Recovered/Resolved - ),

Feeling abnormal (n/a -
Recovering/Resolving -

4

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

Head injury (n/a -
Recovered/Resolved - ),

n/al)

10009168776 Healthcare |European Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S -
Professional |Economic Other Medically COVID-19 immunisation -
Area Important Condition) Not applicable - [n/a - n/a -
n/a])
EU-EC- 28/06/2021 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Syncope (n/a - TOZINAMERAN Not reported
10009170544 Professional |European Years |Specified Unknown - Other [TOZINAMERAN] (S -
Economic Medically Important COVID-19 immunisation -
Area Condition), Not applicable - [n/a - n/a -
n/a])
Tonic clonic movements
(n/a - Unknown - Other
Medically Important
Condition)
EU-EC- 28/06/2021 |Spontaneous |Non Non Not available 12-17 |Not Male No Disease recurrence (n/a | TOZINAMERAN Not reported
10009171904 Healthcare |European Years |Specified - Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Economic Other Medically COVID-19 immunisation -
Area Important Condition), |Not applicable - [n/a - n/a -
Intramuscular])
Dizziness (n/a -
Recovered/Resolved - ),
Epistaxis (n/a -
Recovered/Resolved -
Other Medically
Important Condition),
Headache (n/a -
Recovered/Resolved - )
EU-EC- 28/06/2021 |Spontaneous |Non Non Not available 12-17 |Not Female |Yes Hypotension (n/a - TOZINAMERAN [LISDEXAMFETAMIN
10009175173 Healthcare |European Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S - DIMESYLATE] (C -
Professional |Economic Caused/Prolonged COVID-19 immunisation -  |Attention deficit
Area Hospitalisation, Other | Not applicable - [n/a - n/a - |hyperactivity disorde
Medically Important Intramuscular]) n/a-[9d-n/a-Ora
Condition),
Loss of consciousness
(n/a-
Recovering/Resolving -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),
Syncope (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition)
EU-EC- 28/06/2021 | Spontaneous |Healthcare  |Non Not available 12-17 |Not Male No Chest pain (n/a - TOZINAMERAN Not reported
10009175207 Professional |European Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19 immunisation -
Area Hospitalisation), Not applicable - [1d - n/a -
n/al)
Dyspnoea (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Myocarditis (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation)
EU-EC- 28/06/2021 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Ageusia (16410min - | TOZINAMERAN [ASCORBIC ACID] (t
10009176702 Professional |European Years |Specified Recovered/Resolved - ), |[TOZINAMERAN] (S - Vitamin supplement:
Economic COVID-19 immunisation - |- n/a-[n/fa-nfa-n
Area Anosmia (16410min -  |Not applicable - [n/a - n/a -

[COLECALCIFEROL]
Vitamin supplement:
- n/a - [n/a - 8000[i
n/a])
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Headache (4410min -
Recovered/Resolved - ),

Tliness (1d -
Recovered/Resolved - ),

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

Lymphadenopathy
(20010min -
Recovered/Resolved - ),

Memory impairment
(n/a - Unknown - ),

Myalgia (24570min -
Recovered/Resolved - ),

Pain in extremity
(9030min -
Recovered/Resolved - ),

Pyrexia (n/a -
Recovering/Resolving -

)

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

Swelling (6330min -
Recovered/Resolved
With Sequelae - ),

Thinking abnormal (n/a
- Unknown - ),

Vaccination site
swelling (10d -
Recovered/Resolved - )

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

Headache (n/a -

EU-EC- 28/06/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Syncope (n/a - COMIRNATY Not reported
10009177537 Professional |Economic Years Recovered/Resolved -  |[TOZINAMERAN] (S -
Area Life Threatening) COVID-19 immunisation -
Drug withdrawn - [1d -
1{DF} - Intramuscular])
EU-EC- 28/06/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Syncope (n/a - COMIRNATY Not reported
10009177622 Professional | Economic Years Recovered/Resolved - [[TOZINAMERAN] (S -
Area Other Medically COVID-19 immunisation -
Important Condition) Not applicable - [n/a -
1{DF} - Intramuscular])
EU-EC- 28/06/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Syncope (1h - Not COMIRNATY Not reported
10009177626 Professional |Economic Years Recovered/Not [TOZINAMERAN] (S -
Area Resolved - COVID-19 immunisation -
Caused/Prolonged Not applicable - [n/a -
Hospitalisation) 1{DF} - Intramuscular])
EU-EC- 28/06/2021 | Spontaneous |Non European |Not available 12-17 |Not Male No Dizziness (n/a - COMIRNATY Not reported
10009179778 Healthcare |Economic Years |Specified Recovered/Resolved - ) |[TOZINAMERAN] (S -
Professional |Area COVID-19 immunisation -
Not applicable - [n/a - n/a -
n/aj)
EU-EC- 28/06/2021 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Seizure (0d - COMIRNATY Not reported
10009180799 Healthcare |Economic Years Recovered/Resolved -  |[TOZINAMERAN] (S -
Professional |Area Caused/Prolonged Immunisation - n/a - [n/a -
Hospitalisation) n/a - n/al)
EU-EC- 28/06/2021 | Spontaneous |Healthcare |Non Not available 12-17 |Not Not No Overdose (n/a - TOZINAMERAN Not reported
10009182358 Professional |European Years |Specified |Specified Unknown - Other [TOZINAMERAN] (S -
Economic Medically Important COVID-19 immunisation -
Area Condition), Not applicable - [1d - n/a -
n/al)
Product preparation
issue (n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 28/06/2021 |Spontaneous |Healthcare  |European |Not available 12-17 |Adolescent |Male No Headache (n/a - COMIRNATY Not reported
10009182730 Professional |Economic Years Recovered/Resolved - [[TOZINAMERAN] (S -
Area Caused/Prolonged COVID-19 immunisation -
Hospitalisation), Unknown - [n/a - 1{DF} -
Intramuscular])
Pruritus (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Rash (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Sensation of foreign
body (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 28/06/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Headache (n/a - COMIRNATY Not reported
10009183270 Healthcare |Economic Years |Specified Recovered/Resolved - ), |[TOZINAMERAN] (S -
Professional |Area COVID-19 immunisation -
Nausea (2d - Not applicable - [n/a -
Recovered/Resolved - ) |1{DF} - n/al)
EU-EC- 28/06/2021 |Spontaneous |Non Non Not available 12-17 |Not Female |No Lymphadenopathy (n/a | TOZINAMERAN [SERTRALINE,
10009183365 Healthcare |European Years |Specified - Not Recovered/Not [TOZINAMERAN] (S - SERTRALINE
Professional |Economic Resolved - Other COVID-19 immunisation - |HYDROCHLORIDE] (
Area Medically Important Not applicable - [1d - n/a - |Depression - n/a - [
Condition) n/al) n/a - n/al)
EU-EC- 27/06/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Injection site pain COMIRNATY Not reported
10009167980 Healthcare |Economic Years |Specified (15min - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved - ) |COVID-19 immunisation -
Not applicable - [n/a -
1{DF} - n/a])
EU-EC- 26/06/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Arthralgia (2d - COMIRNATY Not reported
10009155004 Healthcare |Economic Years | Specified Recovered/Resolved - ), [[TOZINAMERAN] (S -
Professional |Area COVID-19 immunisation -
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Recovering/Resolving -

)

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

Myalgia (n/a -
Recovering/Resolving -

'

Nausea (6h -
Recovered/Resolved - ),

Pyrexia (n/a -
Recovering/Resolving -

)

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

EU-EC-
10009155467

26/06/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Auditory disorder (n/a -
Recovered/Resolved - ),

Dizziness (n/a -
Recovered/Resolved - ),

Visual impairment (n/a
- Recovered/Resolved -

)

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

Not reported

EU-EC-
10009157927

26/06/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

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

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

Pain in extremity (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),

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

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

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

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

Not reported

EU-EC-
10009158518

26/06/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Asthenia (n/a -
Recovered/Resolved - ),

Headache (n/a -
Recovered/Resolved - ),

Injection site pain (n/a
- Recovered/Resolved -

)

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

Not reported

EU-EC-
10009158520

26/06/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Asthenia (n/a -
Recovered/Resolved - ),

Injection site pain (n/a
- Recovered/Resolved -

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

Not reported

EU-EC-
10009158682

26/06/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Pruritus (0d -
Recovered/Resolved - ),

Throat tightness (0d -
Recovered/Resolved - )

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

Not reported

EU-EC-
10009144130

25/06/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

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

[AZATHIOPRINE] (C
Colitis - n/a - [n/a -
n/a])

EU-EC-
10009144296

25/06/2021

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

Spontaneous

Healthcare
Professional

European
Economic

Not available

12-17
Years

Adolescent

Male

Chest pain (36h -
Recovered/Resolved -

COMIRNATY
[TOZINAMERAN] (S -

Not reported
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Caused/Prolonged
Hospitalisation),

Dyspnoea (36h -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Myoclonus (36h -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Restlessness (36h -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Somnolence (36h -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)

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

EU-EC-
10009144587

25/06/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

Not reported

EU-EC-
10009144595

25/06/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

Postural orthostatic
tachycardia syndrome
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)

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

[COLECALCIFEROL]
n/a-n/a-[n/a-nf
n/al)

EU-EC-
10009145934

25/06/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Chest discomfort (n/a -
Recovering/Resolving -
Life Threatening),

Headache (n/a -
Recovering/Resolving -
Life Threatening),

Pyrexia (n/a -
Recovering/Resolving -
Life Threatening),

Rash (n/a -
Recovering/Resolving -
Life Threatening)

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

Not reported

EU-EC-
10009146932

25/06/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Fatigue (n/a -
Recovered/Resolved - ),

Injection site pain (n/a
- Recovered/Resolved -

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

Not reported

EU-EC-
10009147993

25/06/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

Not reported

EU-EC-
10009147995

25/06/2021

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

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

Alanine
aminotransferase
increased (n/a -
Recovering/Resolving -
Other Medically
Important Condition),

Aspartate
aminotransferase
increased (n/a -
Recovering/Resolving -
Other Medically
Important Condition),

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

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

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

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

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

[PROPRANOLOL,
PROPRANOLOL
HYDROCHLORIDE] (
n/a-n/a-[n/a-90
n/a])
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Important Condition),
Vomiting (n/a -
Recovering/Resolving -
Other Medically
Important Condition)
EU-EC- 25/06/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest pain (n/a - TOZINAMERAN Not reported
10009149081 Professional |European Years |Specified Unknown - [TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19 immunisation -
Area Hospitalisation), Not applicable - [n/a - n/a -
n/al)
Heart valve
incompetence (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),
Myopericarditis (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),
Nausea (n/a - Unknown
- Caused/Prolonged
Hospitalisation)
EU-EC- 25/06/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Child Female |No Vomiting (1h - COMIRNATY Not reported
10009151398 Professional |Economic Years Recovered/Resolved - ) |[TOZINAMERAN] (S -
Area COVID-19 immunisation -
n/a - [n/a - 1{DF} -
Intramuscular])
EU-EC- 25/06/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Child Male No Epistaxis (2d - COMIRNATY Not reported
10009151601 Professional |Economic Years Recovered/Resolved - ) |[TOZINAMERAN] (I -
Area COVID-19 immunisation -
n/a-[1d - 1{DF} -
Intramuscular])
EU-EC- 25/06/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Product leakage (n/a - |TOZINAMERAN Not reported
10009153181 Professional |European Years |Specified Unknown - ), [TOZINAMERAN] (S -
Economic COVID-19 immunisation,
Area Underdose (n/a - Prophylaxis - Not applicable
Unknown - Other - [1d - n/a - n/a])
Medically Important
Condition)
EU-EC- 25/06/2021 |Spontaneous |Non Non Not available 12-17 |Not Female |No Fatigue (n/a - Not TOZINAMERAN Not reported
10009153408 Healthcare |European Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Economic Resolved - ), COVID-19 immunisation -
Area Not applicable - [n/a - n/a -
Genital tract n/al)
inflammation (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Lymphadenopathy (n/a
- Not Recovered/Not
Resolved - ),
Oedema genital (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition),
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 25/06/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Chills (n/a - Not COMIRNATY Not reported
10009153675 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19 immunisation -
Not applicable - [n/a -
Fatigue (n/a - Not 1{DF} - n/al)
Recovered/Not
Resolved - ),
Headache (n/a - Not
Recovered/Not
Resolved - ),
Malaise (n/a - Not
Recovered/Not
Resolved - ),
Myalgia (n/a - Not
Recovered/Not
Resolved - ),
Nausea (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 25/06/2021 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Asthenia (n/a - TOZINAMERAN Not reported
10009153756 Professional |European Years |Specified Unknown - ), [TOZINAMERAN] (S -
Economic COVID-19 immunisation -
Area Myalgia (n/a - Unknown |Not applicable - [n/a - n/a -
-) n/al)
Myopericarditis (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),
Pyrexia (n/a - Unknown
EU-EC- 25/06/2021 |Spontaneous |Non Non Not available 12-17 |Not Female |No Formication (n/a - TOZINAMERAN Not reported
10009154925 Healthcare |European Years |Specified Recovered/Resolved - ), [ TOZINAMERAN] (S -
Professional |Economic COVID-19 immunisation -
Area Intentional self-injury | Not applicable - [n/a - n/a -
(va- n/al)
Recovered/Resolved
With Sequelae - Other
Medically Important
Condition),
Mania (n/a - Unknown -
)
Scratch (n/a - Not
Recovered/Not
Resolved - )

https://dap.ema.europa.eu/analytics/saw.dll?Go
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EU-EC- 25/06/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Influenza like illness COMIRNATY Not reported
10009155470 Professional | Economic Years |Specified (2d - [TOZINAMERAN] (S -
Area Recovered/Resolved - ), |COVID-19 immunisation -
Unknown - [n/a - 1{DF} -
Vaccination site pain Intramuscular])
(2d -
Recovered/Resolved - )
EU-EC- 25/06/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest pain (n/a - TOZINAMERAN Not reported
10009157180 Professional |European Years |Specified Unknown - ), [TOZINAMERAN] (S -
Economic COVID-19 immunisation -
Area Myocarditis (n/a - Not applicable - [n/a - n/a -
Unknown - n/al)
Caused/Prolonged
Hospitalisation)
EU-EC- 24/06/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Abdominal pain (2d - COMIRNATY [MESALAZINE] (C -
10009122337 Healthcare |Economic Years |Specified Recovered/Resolved - ), |[TOZINAMERAN] (S - ulcerative - n/a - [n/
Professional |Area COVID-19 immunisation -  |n/a - n/a])
Fatigue (2d - Dose not changed - [n/a -
Recovered/Resolved - ), |30ug - Intramuscular])
Headache (2d -
Recovered/Resolved - ),
Injection site pain (2d -
Recovered/Resolved - )
EU-EC- 24/06/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Blister (2d - COMIRNATY Not reported
10009122401 Healthcare |Economic Years |Specified Recovered/Resolved - ), |[TOZINAMERAN] (S -
Professional |Area COVID-19 immunisation -
Pyrexia (2d - n/a-[n/a-n/a-
Recovered/Resolved - ), |Intramuscular])
Tonsillar inflammation
(2d -
Recovered/Resolved - )
EU-EC- 24/06/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Fatigue (2d - COMIRNATY [METFORMIN
10009124528 Healthcare |Economic Years |Specified Recovered/Resolved - ), [[ TOZINAMERAN] (S - HYDROCHLORIDE] (
Professional |Area COVID-19 immunisation - |n/a - n/a - [n/a - 2{
Feeling cold (2d - Dose not changed - [n/a - |Oral])
Recovered/Resolved - ), |30ug - Intramuscular])
Injection site pain (2d -
Recovered/Resolved - )
EU-EC- 24/06/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Hyperhidrosis (0d - COMIRNATY Not reported
10009124713 Professional |Economic Years |Specified Recovered/Resolved - ), [[TOZINAMERAN] (S -
Area COVID-19 immunisation -
Nausea (0d - Not applicable - [n/a - .3mL
Recovered/Resolved - ) |- Intramuscular])
EU-EC- 24/06/2021 |Spontaneous |Non Non Not available 12-17 |Not Female |No Decreased appetite TOZINAMERAN Not reported
10009125302 Healthcare |European Years |Specified (n/a - Unknown - ), [TOZINAMERAN] (S -
Professional | Economic COVID-19 immunisation -
Area Loss of consciousness |Not applicable - [1d - n/a -
(n/a - Unknown - Other |n/a])
Medically Important
Condition),
Nausea (n/a - Unknown
EU-EC- 24/06/2021 | Spontaneous |Healthcare  |Non Not available 12-17 |Not Male No Chest pain (n/a - TOZINAMERAN Not reported
10009128505 Professional |European Years |Specified Unknown - Life [TOZINAMERAN] (S -
Economic Threatening, COVID-19 immunisation -
Area Caused/Prolonged Not applicable - [1d - n/a -
Hospitalisation), n/al)
Myocarditis (n/a -
Unknown - Life
Threatening,
Caused/Prolonged
Hospitalisation),
Troponin increased (n/a
- Unknown - Life
Threatening,
Caused/Prolonged
Hospitalisation)
EU-EC- 24/06/2021 |Spontaneous |Non Non Not available 12-17 |Not Male No Back pain (n/a - TOZINAMERAN HUMALOG [INSULIN
10009128919 Healthcare |European Years |Specified Recovered/Resolved - ), [[TOZINAMERAN] (S - LISPRO] (C-n/a-n
Professional | Economic COVID-19 immunisation - |[n/a - n/a - n/a])
Area Seizure (n/a - Not applicable - [n/a - n/a -
Recovered/Resolved - |n/a])
Other Medically
Important Condition),
Spinal pain (n/a -
Recovered/Resolved - ),
Tremor (n/a -
Recovered/Resolved - )
EU-EC- 24/06/2021 |Spontaneous |Non Non Not available 12-17 |Not Male No COVID-19 (n/a - Not | TOZINAMERAN Not reported
10009129480 Healthcare |European Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Economic Resolved - Other COVID-19 immunisation -
Area Medically Important Not applicable - [n/a - n/a -
Condition), Intramuscular - More in
ICSR])
Chills (n/a - Not
Recovered/Not
Resolved - ),
Completed suicide (n/a
- Fatal - Results in
Death),
Decreased appetite
(n/a - Not
Recovered/Not
Resolved - ),
Diarrhoea (n/a - Not
Recovered/Not
Resolved - ),
Drug ineffective (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition),
Fatigue (n/a - Not
Recovered/Not
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Resolved - ),
Feeling abnormal (n/a -
Not Recovered/Not
Resolved - ),
Headache (n/a - Not
Recovered/Not
Resolved - ),
Hypersomnia (n/a - Not
Recovered/Not
Resolved - ),
Tliness (n/a - Not
Recovered/Not
Resolved - ),
Lethargy (n/a -
Unknown - ),
Pain in extremity (n/a -
Unknown - )
EU-EC- 24/06/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Not No Ejection fraction TOZINAMERAN Not reported
10009131671 Professional |European Years |Specified |Specified abnormal (n/a - [TOZINAMERAN] (S -
Economic Unknown - COVID-19 immunisation -
Area Caused/Prolonged Not applicable - [n/a - n/a -
Hospitalisation, Other  |n/a])
Medically Important
Condition),
Myopericarditis (n/a -
Unknown -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition)
EU-EC- 24/06/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Hot flush (n/a - COMIRNATY Not reported
10009133706 Healthcare |Economic Years Recovered/Resolved - ) |[TOZINAMERAN] (S -
Professional |Area COVID-19 immunisation -
Not applicable - [n/a -
1{DF} - Intramuscular])
EU-EC- 24/06/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Chills (n/a - COMIRNATY Not reported
10009135737 Professional |Economic Years Recovered/Resolved - ), [[ TOZINAMERAN] (S - n/a -
Area n/a-[n/a-n/a-
Diarrhoea (n/a - Intramuscular])
Recovered/Resolved - ),
Headache (n/a -
Recovered/Resolved - )
EU-EC- 24/06/2021 |Spontaneous |Healthcare |Non Abu Mouch, S.. Myocarditis following |12-17 |Not Male No Myocarditis (n/a - TOZINAMERAN Not reported
10009136389 Professional |European |COVID-19 mRNA vaccination. Years |Specified Unknown - [TOZINAMERAN] (S -
Economic |Vaccine. Caused/Prolonged COVID-19 immunisation -
Area 2021;10.1016/j.vaccine.2021.05.087. Hospitalisation, Other | Not applicable - [n/a - n/a -
doi:10.1016/j.vaccine.2021.05.087 Medically Important n/al)
Condition)
EU-EC- 24/06/2021 |Spontaneous |Healthcare |Non Abu Mouch, S.. Myocarditis following |12-17 |Not Male No Myocarditis (n/a - TOZINAMERAN Not reported
10009136391 Professional |European |COVID-19 mRNA vaccination. Years |Specified Unknown - [TOZINAMERAN] (S -
Economic |Vaccine. Caused/Prolonged COVID-19 immunisation -
Area 2021;10.1016/j.vaccine.2021.05.087. Hospitalisation, Other | Not applicable - [n/a - n/a -
doi:10.1016/j.vaccine.2021.05.087 Medically Important n/al)
Condition)
EU-EC- 24/06/2021 |Spontaneous |Non Non Not available 12-17 |Not Male No Lymphadenopathy (n/a | TOZINAMERAN [ASCORBIC ACID] (¢
10009136727 Healthcare |European Years |Specified - Recovering/Resolving |[TOZINAMERAN] (S - n/a-n/a-[n/a-nf
Professional |Economic - Other Medically COVID-19 immunisation - |n/a]),
Area Important Condition) Not applicable - [n/a - n/a -
n/a]) [CALCIUM CARBON/
CHOLECALCIFEROL
CONCENTRATE (PO)
FORM),
COLECALCIFEROL,
CALCIUM CARBONA
(C-n/a-n/a-[n/a
- n/a])
EU-EC- 24/06/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adult Female |No Embolism (n/a - Not COMIRNATY Not reported
10009137225 Professional |Economic Years Recovered/Not [TOZINAMERAN] (S -
Area Resolved - Immunisation - n/a - [n/a -
Caused/Prolonged n/a - Intramuscular])
Hospitalisation)
EU-EC- 24/06/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest pain (n/a - TOZINAMERAN Not reported
10009141590 Professional |European Years |Specified Unknown - [TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19 immunisation -
Area Hospitalisation), Not applicable - [1d - n/a -
n/a])
Myocarditis (n/a -
Unknown -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition)
EU-EC- 24/06/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Headache (n/a - TOZINAMERAN Not reported
10009142268 Professional |European Years |Specified Recovered/Resolved -  |[TOZINAMERAN] (S -
Economic Other Medically COVID-19 immunisation -
Area Important Condition), |Not applicable - [1d - n/a -
Intramuscular])
Pruritus (n/a -
Recovered/Resolved -
Other Medically
Important Condition),
Sensation of foreign
body (n/a -
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 24/06/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Chills (2d - COMIRNATY NOT AVAILABLE (C -
10009142491 Healthcare |Economic Years |Specified Recovered/Resolved - ), [[TOZINAMERAN] (S - -n/a-[nfa-nfa-n
Professional |Area COVID-19 immunisation -
Fatigue (n/a - Not Not applicable - [n/a - [BECLOMETASONE
Recovered/Not 1{DF} - n/a]) DIPROPIONATE,
Resolved - ), FORMOTEROL FUM¢/
DIHYDRATE] (C - n/
Injection site n/a-[n/a-n/a-nf
haematoma (n/a -
Recovering/Resolving - [THIAMINE
) HYDROCHLORIDE,
DEXPANTHENOL,
Injection site NICOTINAMIDE,
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inflammation (n/a - RIBOFLAVIN,
Recovering/Resolving - PYRIDOXINE
) HYDROCHLORIDE] (
n/a-n/a-[n/a-nfi
Injection site pain (n/a n/al)
- Recovering/Resolving
=)
Injection site pruritus
(n/a-
Recovering/Resolving -
,
Injection site swelling
(n/a-
Recovering/Resolving -
)
Malaise (n/a -
Recovering/Resolving -
)
Myalgia (n/a -
Recovering/Resolving -
)
Nausea (n/a - Not
Recovered/Not
Resolved - ),
Pyrexia (n/a -
Recovering/Resolving -
EU-EC- 23/06/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Paraesthesia (n/a - COMIRNATY Not reported
10009110469 Professional |Economic Years |Specified Recovering/Resolving - [[TOZINAMERAN] (S -
Area COVID-19 immunisation -
Not applicable - [n/a -
1{DF} - Intramuscular])
EU-EC- 23/06/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Syncope (n/a - COMIRNATY Not reported
10009110742 Professional |Economic Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S -
Area Other Medically COVID-19 immunisation -
Important Condition) n/a - [n/a - 30ug -
Intramuscular])
EU-EC- 23/06/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Syncope (n/a - COMIRNATY Not reported
10009110743 Professional |Economic Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S -
Area Other Medically COVID-19 immunisation -
Important Condition) n/a-[n/a-30ug -
Intramuscular])
EU-EC- 23/06/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Fatigue (n/a - COMIRNATY Not reported
10009111485 Healthcare |Economic Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S -
Professional |Area ) COVID-19 immunisation -
Not applicable - [n/a -
Headache (n/a - Not 1{DF} - n/al)
Recovered/Not
Resolved - ),
Malaise (n/a -
Recovering/Resolving -
)
Myalgia (n/a -
Recovering/Resolving -
Nausea (n/a -
Recovering/Resolving -
,
Pyrexia (n/a -
Recovering/Resolving -
EU-EC- 23/06/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Haematochezia (0d - COMIRNATY Not reported
10009116711 Healthcare |Economic Years Recovered/Resolved -  |[TOZINAMERAN] (S -
Professional |Area Caused/Prolonged Immunisation - n/a - [n/a -
Hospitalisation) n/a - n/a])
EU-EC- 23/06/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Hyperventilation (n/a - |COMIRNATY Not reported
10009116861 Healthcare |Economic Years Unknown - [TOZINAMERAN] (S -
Professional |Area Caused/Prolonged Immunisation - n/a - [n/a -
Hospitalisation), n/a - n/al)
Malaise (n/a - Unknown
- Caused/Prolonged
Hospitalisation),
Presyncope (n/a -
Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 23/06/2021 |Spontaneous |Non Non Not available 12-17 |Not Female |No Dizziness (n/a - TOZINAMERAN Not reported
10009118033 Healthcare |European Years |Specified Unknown - Other [TOZINAMERAN] (S -
Professional | Economic Medically Important COVID-19 immunisation -
Area Condition), Not applicable - [n/a - n/a -
n/aj)
Headache (n/a -
Unknown - Other
Medically Important
Condition),
Pain (n/a - Unknown - )
EU-EC- 23/06/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Dizziness (n/a - COMIRNATY Not reported
10009118152 Healthcare |Economic Years |Specified Recovered/Resolved - ), |[TOZINAMERAN] (S -
Professional |Area COVID-19 immunisation -
Lethargy (n/a - Not applicable - [n/a - n/a -
Unknown - ) n/a
EU-EC- 23/06/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Hypotension (n/a - COMIRNATY Not reported
10009119336 Professional |Economic Years Recovering/Resolving - |[TOZINAMERAN] (S -
Area Caused/Prolonged COVID-19 immunisation -
Hospitalisation), Not applicable - [n/a -
1{DF} - Intramuscular])
Presyncope (1h -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation)
EU-EC- 23/06/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Malaise (1d - COMIRNATY Not reported
10009119535 Professional |Economic Years Recovered/Resolved - ) |[TOZINAMERAN] (S -
Area COVID-19 immunisation -
Not applicable - [1d -
1{DF} - Intramuscular])
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EU-EC- 23/06/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Hypersensitivity (th - |COMIRNATY Not reported
10009119566 Professional |Economic Years Recovered/Resolved - ) |[TOZINAMERAN] (S -
Area COVID-19 immunisation -
Not applicable - [1d -
1{DF} - Intramuscular])
EU-EC- 23/06/2021 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Malaise (1d - COMIRNATY Not reported
10009119676 Professional |Economic Years Recovered/Resolved - ) |[TOZINAMERAN] (S -
Area COVID-19 immunisation -
Not applicable - [n/a -
1{DF} - Intramuscular])
EU-EC- 23/06/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Paraesthesia (n/a - COMIRNATY Not reported
10009121918 Healthcare |Economic Years |Specified Recovered/Resolved - ) |[TOZINAMERAN] (S -
Professional |Area COVID-19 immunisation -
Not applicable - [1d - n/a -
n/a])
EU-EC- 23/06/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Head injury (n/a - TOZINAMERAN Not reported
10009122749 Professional |European Years |Specified Recovered/Resolved - ), [[TOZINAMERAN] (S -
Economic COVID-19 immunisation -
Area Pallor (n/a - Not applicable - [n/a - n/a -
Recovered/Resolved - ), | Intramuscular])
Syncope (n/a -
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 23/06/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Chills (n/a - Not COMIRNATY Not reported
10009123524 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19 immunisation -
Not applicable - [n/a -
Fatigue (n/a - Not 1{DF} - n/a])
Recovered/Not
Resolved - )
EU-EC- 22/06/2021 | Spontaneous |Non Non Not available 12-17 |Not Male No Chest pain (n/a - TOZINAMERAN Not reported
10009097235 Healthcare |European Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S -
Professional | Economic Other Medically COVID-19 immunisation -
Area Important Condition), |Not applicable - [1d - n/a -
n/a])
Heart rate increased
(n/a-
Recovering/Resolving -
Other Medically
Important Condition),
Inappropriate schedule
of product
administration (n/a -
Unknown - ),
Palpitations (n/a -
Recovering/Resolving -
Other Medically
Important Condition),
Viral infection (n/a -
Recovering/Resolving -
Other Medically
Important Condition)
EU-EC- 22/06/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Administration site pain | COMIRNATY Not reported
10009100540 Professional |Economic Years |Specified (3d- [TOZINAMERAN] (S -
Area Recovered/Resolved -  |COVID-19 immunisation -
Caused/Prolonged Not applicable - [n/a -
Hospitalisation), 1{DF} - Intramuscular])
Chills (3d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Confusional state (3d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Hypertonia (3d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Hypothermia (3d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Peripheral coldness (3d
- Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Somnolence (72h -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 22/06/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent | Male No Dizziness (0d - COMIRNATY Not reported
10009100623 Healthcare |Economic Years Recovered/Resolved -  |[TOZINAMERAN] (S -
Professional |Area Caused/Prolonged Immunisation - n/a - [n/a -
Hospitalisation), n/a - n/al)
Headache (1d -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Loss of consciousness
(0d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Tachycardia (0d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 22/06/2021 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Dyspnoea (47d - COMIRNATY Not reported
10009100766 Healthcare |Economic Years Recovering/Resolving - |[TOZINAMERAN] (S -
Professional |Area Caused/Prolonged Immunisation - n/a - [n/a -
Hospitalisation), n/a - n/al)
Pulmonary embolism
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(47d -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation)
EU-EC- 22/06/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Headache (n/a - COMIRNATY Not reported
10009101122 Healthcare |Economic Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S -
Professional |Area , COVID-19 immunisation -
Not applicable - [n/a -
Nausea (n/a - 1{DF} - n/al)
Recovering/Resolving -
EU-EC- 22/06/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Asthenia (n/a - Not COMIRNATY Not reported
10009102658 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), Prophylaxis - Not applicable
- [n/a - 1{DF} -
Injection site pain (n/a |Intramuscular])
- Not Recovered/Not
Resolved - ),
Lymphadenopathy (n/a
- Not Recovered/Not
Resolved - )
EU-EC- 22/06/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Injection site pain (n/a |COMIRNATY Not reported
10009102711 Professional |Economic Years |Specified - Unknown - ), [TOZINAMERAN] (S -
Area COVID-19 immunisation -
Injection site swelling | Not applicable - [n/a -
(n/a - Unknown - ) 1{DF} - Intramuscular])
EU-EC- 22/06/2021 |Spontaneous |Non Non Not available 12-17 |Not Female |No Amenorrhoea (n/a - TOZINAMERAN Not reported
10009103633 Healthcare |European Years |Specified Unknown - Other [TOZINAMERAN] (S -
Professional | Economic Medically Important COVID-19 immunisation -
Area Condition), Not applicable - [n/a - n/a -
n/a])
Menstruation irregular
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Polymenorrhoea (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 22/06/2021 |Spontaneous |Non Non Not available 12-17 |Not Female |No Epistaxis (n/a - Not TOZINAMERAN Not reported
10009103772 Healthcare |European Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional | Economic Resolved - Other COVID-19 immunisation -
Area Medically Important Not applicable - [1d - n/a -
Condition), n/al)
Heavy menstrual
bleeding (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 22/06/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Asthenia (1d - COMIRNATY COVID-19 Not reported
10009103945 Healthcare |Economic Years |Specified Recovered/Resolved - ), [IMRNA VACCINE
Professional |Area (NUCLEOSIDE MODIFIED)
Headache (1d - [TOZINAMERAN] (S -
Recovered/Resolved - ), |COVID-19 - n/a - [n/a - n/a
- n/aj)
Hyperhidrosis (1d -
Recovered/Resolved - ),
Injection site pain (1d -
Recovered/Resolved - ),
Loss of consciousness
(0d -
Recovered/Resolved -
Other Medically
Important Condition),
Pulse abnormal (1d -
Recovered/Resolved - ),
Pyrexia (1d -
Recovered/Resolved - )
EU-EC- 22/06/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Influenza (n/a - COMIRNATY Not reported
10009104297 Healthcare |Economic Years Recovering/Resolving - [[TOZINAMERAN] (S -
Professional |Area Caused/Prolonged Immunisation - n/a - [n/a -
Hospitalisation) n/a - Intramuscular])
EU-EC- 22/06/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Condition aggravated | COMIRNATY Not reported
10009104421 Professional |Economic Years (n/a - Not [TOZINAMERAN] (S -
Area Recovered/Not COVID-19 immunisation -
Resolved - Other Not applicable - [1d -
Medically Important 1{DF} - Intramuscular])
Condition),
Nephrotic syndrome
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 22/06/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Lymphadenopathy (n/a |COMIRNATY Not reported
10009108128 Professional |Economic Years |Specified - Not Recovered/Not [TOZINAMERAN] (S -
Area Resolved - ) COVID-19 immunisation -
Not applicable - [n/a - n/a -
n/a])
EU-EC- 22/06/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Abdominal pain (2d -  |COMIRNATY Not reported
10009108312 Professional | Economic Years Recovered/Resolved -  |[TOZINAMERAN] (S -
Area Caused/Prolonged COVID-19 immunisation -
Hospitalisation), Unknown - [n/a - 1{DF} -
Intramuscular])
Chest pain (4d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Headache (3d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Myalgia (2d -
Recovered/Resolved -
Caused/Prolonged
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Hospitalisation),
Myocarditis (4d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Pyrexia (5d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 21/06/2021 |Spontaneous |Non Non Not available 12-17 |Not Female |No Pityriasis rosea (nfa -  |TOZINAMERAN Not reported
10009083202 Healthcare |European Years |Specified Unknown - Other [TOZINAMERAN] (S -
Professional | Economic Medically Important COVID-19 immunisation -
Area Condition) Not applicable - [n/a - n/a -
n/a])
EU-EC- 21/06/2021 |Spontaneous |Non Non Not available 12-17 |Not Male No Myocarditis (n/a - Not | TOZINAMERAN Not reported
10009084015 Healthcare |European Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Economic Resolved - Life COVID-19 immunisation -
Area Threatening, Not applicable - [1d - n/a -
Caused/Prolonged n/al)
Hospitalisation)
EU-EC- 21/06/2021 |Spontaneous |Non Non Not available 12-17 |Not Male No Chest pain (n/a - TOZINAMERAN Not reported
10009085229 Healthcare |European Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S -
Professional | Economic Caused/Prolonged COVID-19 immunisation -
Area Hospitalisation, Not applicable - [n/a - n/a -
Disabling), n/al)
Fatigue (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation,
Disabling),
Heart rate irregular (n/a
- Recovering/Resolving
- Caused/Prolonged
Hospitalisation,
Disabling),
Myalgia (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation,
Disabling),
Pyrexia (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation,
Disabling)
EU-EC- 21/06/2021 |Spontaneous |Non Non Not available 12-17 |Not Male No Disorientation (24h - TOZINAMERAN Not reported
10009085788 Healthcare |European Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Economic Other Medically COVID-19 immunisation -
Area Important Condition), |Not applicable - [n/a - n/a -
Intramuscular])
Headache (24h -
Recovered/Resolved -
Other Medically
Important Condition),
Pyrexia (24h -
Recovered/Resolved -
Other Medically
Important Condition),
Seizure (24h -
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 21/06/2021 |Spontaneous |Non Non Not available 12-17 |Not Male No Syncope (n/a - TOZINAMERAN Not reported
10009088235 Healthcare |European Years |Specified Recovered/Resolved -  |[TOZINAMERAN] (S -
Professional |Economic Other Medically COVID-19 immunisation -
Area Important Condition) Not applicable - [1d - n/a -
Intramuscular])
EU-EC- 21/06/2021 |Spontaneous |Non Non Not available 12-17 |Not Male No Seizure (n/a - Unknown | TOZINAMERAN Not reported
10009088315 Healthcare |European Years |Specified - Life Threatening, [TOZINAMERAN] (S -
Professional |Economic Other Medically COVID-19 immunisation -
Area Important Condition) Not applicable - [n/a - n/a -
n/a])
EU-EC- 21/06/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Overdose (n/a - TOZINAMERAN Not reported
10009089229 Professional |European Years |Specified Unknown - ), [TOZINAMERAN] (S -
Economic COVID-19 immunisation -
Area Product preparation Not applicable - [1d - .3mL
issue (n/a - Unknown - |- Intramuscular])
EU-EC- 21/06/2021 |Spontaneous |Non Non Not available 12-17 |Not Male No Epistaxis (n/a - TOZINAMERAN Not reported
10009089381 Healthcare |European Years |Specified Unknown - Other [TOZINAMERAN] (S -
Professional |Economic Medically Important COVID-19 immunisation -
Area Condition), Not applicable - [1d - n/a -
n/al)
Impaired work ability
(n/a - Unknown - ),
Throat irritation (n/a -
Unknown - )
EU-EC- 21/06/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Vaccination site pain COMIRNATY Not reported
10009089457 Healthcare |Economic Years |Specified (1d - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved - ) |COVID-19 immunisation -
Not applicable - [n/a - n/a -
Intramuscular])
EU-EC- 21/06/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Headache (n/a - Not COMIRNATY NOT AVAILABLE (C -
10009091906 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S - -nfa-[nfa-nfa-n
Professional |Area Resolved - ), COVID-19 immunisation -
Not applicable - [n/a -
Injection site pain (n/a |1{DF} - n/a])
- Not Recovered/Not
Resolved - ),
Injection site pruritus
(n/a - Not
Recovered/Not
Resolved - ),
Malaise (n/a - Not
Recovered/Not
Resolved - ),
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Myalgia (n/a -
Recovering/Resolving -
)
Nausea (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 21/06/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Blood calcium TOZINAMERAN [LISDEXAMFETAMIN
10009092659 Professional |European Years |Specified decreased (n/a - [TOZINAMERAN] (S - DIMESYLATE] (C -
Economic Unknown -), COVID-19 immunisation - | Attention deficit
Area Not applicable - [n/a - n/a - |hyperactivity disord¢
Blood pressure n/al) n/a-[n/a - 30mg -
decreased (n/a -
Unknown - Other
Medically Important
Condition),
Exercise
electrocardiogram
abnormal (n/a -
Unknown - ),
Loss of consciousness
(n/a - Unknown - Other
Medically Important
Condition),
Orthostatic hypotension
(n/a - Unknown - Other
Medically Important
Condition)
EU-EC- 21/06/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Pyrexia (n/a - Not COMIRNATY Not reported
10009092782 Professional |Economic Years Recovered/Not [TOZINAMERAN] (S -
Area Resolved - ) COVID-19 immunisation -
n/a - [n/a - 1{DF} - n/a])
EU-EC- 21/06/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Blood glucose increased [ TOZINAMERAN Not reported
10009093449 Professional |European Years |Specified (n/a- [TOZINAMERAN] (S -
Economic Recovered/Resolved - ), |COVID-19 immunisation -
Area Not applicable - [n/a - n/a -
Dizziness (n/a - Intramuscular])
Recovered/Resolved -
Other Medically
Important Condition),
Pyrexia (n/a -
Recovered/Resolved -
Other Medically
Important Condition),
Syncope (n/a -
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 21/06/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Vaccination site pain COMIRNATY Not reported
10009093682 Professional |Economic Years (n/a- [TOZINAMERAN] (S -
Area Recovered/Resolved - ) |COVID-19 immunisation -
n/a - [n/a - 1{DF} - n/a])
EU-EC- 20/06/2021 | Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Erythema (n/a - COMIRNATY Not reported
10009081086 Professional |Economic Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S -
Area ) COVID-19 immunisation -
n/a-[n/a-n/a-
Local reaction (n/a - Intramuscular])
Recovering/Resolving -
Peripheral swelling (n/a
- Recovering/Resolving
EU-EC- 20/06/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Lymphadenopathy (n/a |COMIRNATY Not reported
10009081744 Healthcare |Economic Years |Specified - Not Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ) COVID-19 immunisation -
Not applicable - [n/a - n/a -
n/al)
EU-EC- 19/06/2021 | Spontaneous |Non European |Not available 12-17 |Not Male No Dizziness (n/a - COMIRNATY Not reported
10009073748 Healthcare |Economic Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S -
Professional |Area ) COVID-19 immunisation -
Not applicable - [n/a -
Dyspnoea (n/a - 1{DF} - Intramuscular])
Recovering/Resolving -
Fatigue (n/a -
Recovering/Resolving -
Myalgia (n/a -
Recovering/Resolving -
)
Nausea (n/a -
Recovering/Resolving -
)
Paraesthesia (n/a -
Recovering/Resolving -
)
Sensory disturbance
(n/a-
Recovering/Resolving -
Tachycardia (n/a -
Recovering/Resolving -
EU-EC- 19/06/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Injection site pain (n/a |COMIRNATY Not reported
10009073750 Healthcare |Economic Years |Specified - Not Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19 immunisation -
n/a-[n/a-.3mL-
Injection site rash (n/a |Intramuscular])
- Not Recovered/Not
Resolved - )
EU-EC- 19/06/2021 |Spontaneous |Non European | Not available 12-17 |Not Male No Lymphadenopathy (n/a |COMIRNATY Not reported
10009074553 Healthcare |Economic Years |Specified - Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area COVID-19 immunisation -
n/a-[n/a-.3mL-
Intramuscular])
EU-EC- 19/06/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Fibrin D dimer COMIRNATY Not reported
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10009074677 Professional |Economic Years |Specified increased (n/a - [TOZINAMERAN] (S -
Area Unknown - COVID-19 immunisation -
Caused/Prolonged n/a-[n/a-.3mL-
Hospitalisation), Intramuscular])
Gingival bleeding (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),
Petechiae (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),
Thrombocytopenia (n/a
- Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 18/06/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Abdominal pain (n/a - |COMIRNATY Not reported
10009057112 Professional |Economic Years |Specified Recovered/Resolved - ), [[TOZINAMERAN] (S -
Area COVID-19 immunisation -
Flank pain (n/a - Not applicable - [n/a -
Recovered/Resolved - ), | 1{DF} - Intramuscular])
Pallor (n/a -
Recovered/Resolved - ),
Peripheral coldness (n/a
- Recovered/Resolved -
EU-EC- 18/06/2021 |Spontaneous |Non Non Not available 12-17 |Not Male No Appendicitis (n/a - TOZINAMERAN [CETIRIZINE
10009060755 Healthcare |European Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S - DIHYDROCHLORIDE
Professional |Economic Caused/Prolonged COVID-19 immunisation - |n/a - n/a - [n/a - n/i
Area Hospitalisation, Not applicable - [n/a - n/a - |n/a]),
Disabling) n/a])
[DEXMETHYLPHENII
(C-n/a-n/a-[n/a
- n/a])
EU-EC- 18/06/2021 |Spontaneous |Non Non Not available 12-17 |Not Female |No Pain in extremity (n/a - | TOZINAMERAN [ETHINYLESTRADIC
10009060758 Healthcare |European Years |Specified Not Recovered/Not [TOZINAMERAN] (S - LEVONORGESTREL]
Professional |Economic Resolved - Other COVID-19 immunisation -  |Dysmenorrhoea - n/
Area Medically Important Not applicable - [1d - n/a - |[n/a - n/a - n/a])
Condition), n/al)
Pyrexia (n/a -
Recovering/Resolving -
Other Medically
Important Condition),
Vomiting (n/a -
Recovering/Resolving -
Other Medically
Important Condition)
EU-EC- 18/06/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Chills (2d - COMIRNATY Not reported
10009063451 Healthcare |Economic Years Recovered/Resolved - ), [CONCENTRATE FOR
Professional |Area DISPERSION FOR
Headache (2d - INJECTION COVID-19
Recovered/Resolved - ), [IMRNA VACCINE
(NUCLEOSIDE MODIFIED)
Nausea (2d - [TOZINAMERAN] (S -
Recovered/Resolved - ), |Immunisation - Not
applicable - [n/a - .3mL -
Pyrexia (2d - Intramuscular])
Recovered/Resolved - ),
Vomiting (2d -
Recovered/Resolved - )
EU-EC- 18/06/2021 | Spontaneous |Non Non Not available 12-17 |Not Female |No Syncope (n/a - TOZINAMERAN Not reported
10009064729 Healthcare |European Years |Specified Unknown - Other [TOZINAMERAN] (S -
Professional | Economic Medically Important COVID-19 immunisation -
Area Condition) Not applicable - [n/a - n/a -
n/al)
EU-EC- 18/06/2021 |Spontaneous |Non Non Not available 12-17 |Not Female |No Abdominal pain upper | TOZINAMERAN [ACRIVASTINE,
10009065802 Healthcare |European Years |Specified (n/a- [TOZINAMERAN] (S - DIPHENHYDRAMINE
Professional |Economic Recovered/Resolved - ), |COVID-19 immunisation - |HYDROCHLORIDE,
Area Not applicable - [n/a - n/a - | DIPHENHYDRAMINE
Alopecia (n/a - Not n/al) HYDROCHLORIDE,
Recovered/Not ACETATE] (C -
Resolved - ), Hypersensitivity - n/
[n/a - 50mg - n/a]),
Asthenia (n/a -
Unknown - ), [CETIRIZINE,
CETIRIZINE
Back pain (n/a - DIHYDROCHLORIDE
Recovering/Resolving - Hypersensitivity - n/
3 [n/a - 10mg - n/a])
Chills (3d -
Recovered/Resolved - ),
Decreased appetite
(n/a-
Recovering/Resolving -
)
Dehydration (n/a -
Unknown - ),
Discomfort (n/a -
Unknown - ),
Fatigue (n/a -
Recovering/Resolving -
Hypertension (n/a -
Unknown - ),
Influenza (n/a -
Unknown - ),
Lethargy (n/a -
Unknown - ),
Malaise (n/a - Unknown
=)
Multiple sclerosis (n/a -
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Unknown -
Caused/Prolonged
Hospitalisation),

Oligodipsia (n/a -
Recovering/Resolving -

4

Oligomenorrhoea (n/a -
Unknown - ),

Pain in extremity (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),

Pyrexia (12d -
Recovered/Resolved - ),

Vomiting (0d -
Recovered/Resolved - )
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