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Primary Suspect/interacting
EV . Source . Patient P Drug List (Drug Char |Concomitant/Not Administered
Primary Patient . Parent |Reaction List PT A .
EU Local Gateway Report Type |Source Country |} terature Reference Age Age Group |Patient | -y (Duration — Outcome - |, Indication PT - Drug List (Drug Char -
Number Receipt Qualification for Grou (as per Sex Report |Seriousness Criteria) Action taken - Indication PT - Action taken -
Date Regulatory P reporter) P [Duration - Dose - [Duration - Dose - Route])
Purposes Route])
EU-EC- 30/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Dizziness (n/a - COMIRNATY Not reported
10010176676 Healthcare |Economic Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S -
Professional |Area A COovID-19
immunisation - Not
Fatigue (3h - applicable - [n/a -
Recovered/Resolved - ), | 1{DF} - n/a])
Headache (n/a -
Recovering/Resolving -
)
Hyperhidrosis (30min -
Recovered/Resolved - ),
Malaise (n/a -
Recovering/Resolving -
Nausea (30min -
Recovered/Resolved - )
EU-EC- 30/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Fatigue (n/a - Not COMIRNATY NOT AVAILABLE (C - n/a - n/a
10010176687 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S - |- [n/a - n/a - n/a]),
Professional |Area Resolved - ), COVID-19
immunisation - Not [FLUTICASONE PROPIONATE,
Headache (n/a - applicable - [n/a - SALMETEROL] (C - n/fa-n/a -
Recovering/Resolving - |1{DF} - n/a]) [n/a - n/a - n/al)
)
Malaise (n/a - Not
Recovered/Not
Resolved - ),
Myalgia (n/a -
Recovering/Resolving -
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 30/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Breast pain (n/a - COMIRNATY NOT AVAILABLE (C - n/a - n/a
10010176718 Healthcare |Economic Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S - |- [n/a - n/a - n/a])
Professional |Area , COVID-19
immunisation - Not
Myalgia (n/a - applicable - [n/a -
Recovering/Resolving - |1{DF} - n/a])
EU-EC- 30/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Fatigue (n/a - COMIRNATY NOT AVAILABLE (C - n/a -
10010176741 Healthcare |Economic Years |Specified Recovered/Resolved - ), |[TOZINAMERAN] (S - |Dose not changed - [n/a - n/a
Professional |Area COVID-19 - n/a])
Intermenstrual bleeding |immunisation - Not
(n/a- applicable - [n/a -
Recovered/Resolved - ), |1{DF} - n/a])
Myalgia (n/a -
Recovered/Resolved - )
EU-EC- 30/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Arthralgia (n/a - Not COMIRNATY Not reported
10010176746 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19
immunisation - Not
Body temperature applicable - [n/a -
increased (n/a - Not 1{DF} - n/a])
Recovered/Not
Resolved - ),
Chills (n/a - Not
Recovered/Not
Resolved - ),
Fatigue (n/a -
Recovering/Resolving -
)
Headache (n/a -
Recovering/Resolving -
Joint swelling (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- 30/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Heavy menstrual COMIRNATY Not reported
10010176753 Healthcare |Economic Years |Specified bleeding (n/a - [TOZINAMERAN] (S -
Professional |Area Unknown - ), COvID-19
immunisation - Not
Menstruation delayed |applicable - [n/a -
(n/a - Unknown - ) 1{DF} - n/a])
EU-EC- 30/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Chills (n/a - Not COMIRNATY [CETIRIZINE
10010176757 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S - |DIHYDROCHLORIDE] (C - n/a
Professional |Area Resolved - ), COvID-19 -n/a-[n/a-n/a-n/al),
immunisation - Not
Dizziness (n/a - Not applicable - [n/a - [EPINEPHRINE] (C - n/a - n/a
Recovered/Not 1{DF} - n/a]) - [n/a-n/a-n/a]),
Resolved - ),
[FLUTICASONE PROPIONATE,
Dyspnoea (n/a - SALMETEROL] (C - n/a - n/a -
Recovered/Resolved - ), [n/a - n/a - n/al),
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Headache (n/a - Not
Recovered/Not
Resolved - ),

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

Malaise (n/a -
Recovering/Resolving -

i

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

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

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

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

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

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

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

Peripheral coldness (n/a
- Recovering/Resolving

Pyrexia (n/a -
Recovering/Resolving -
EU-EC- 30/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Arthralgia (n/a - COMIRNATY Not reported
10010176759 Healthcare |Economic Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S -
Professional |Area ) COvID-19
immunisation - Not
Fatigue (n/a - applicable - [n/a -
Recovering/Resolving - |1{DF} - n/a])
Headache (1d -
Recovered/Resolved - ),
Injection site erythema
(n/a-
Recovering/Resolving -
)
Injection site
inflammation (n/a -
Recovering/Resolving -
)
Injection site pain (n/a
- Recovering/Resolving
Injection site swelling
(n/a-
Recovering/Resolving -
Injection site warmth
(n/a-
Recovering/Resolving -
Malaise (n/a -
Recovering/Resolving -
)
Myalgia (0d -
Recovered/Resolved - ),
Nausea (0d -
Recovered/Resolved - ),
Oropharyngeal pain
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 30/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Parosmia (n/a - COMIRNATY Not reported
10010176796 Healthcare |Economic Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S -
Professional |Area , COvID-19
immunisation - Not
Taste disorder (n/a - applicable - [n/a -
Recovering/Resolving - |1{DF} - n/a])
EU-EC- 30/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Appendicitis (0d - COMIRNATY Not reported
10010177064 Healthcare |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area Caused/Prolonged COVID-19
Hospitalisation) immunisation - Not
applicable - [n/a -
.3mL - n/a])
EU-EC- 30/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Amenorrhoea (n/a - Not |COMIRNATY Not reported
10010177407 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ) COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 30/09/2021 | Spontaneous |Healthcare  |Non Not available 12-17 |Not Female |No Anaphylactic reaction  |COMIRNATY Not reported
10010178008 Professional |European Years |Specified (n/a- [TOZINAMERAN] (S -
Economic Recovering/Resolving - |COVID-19
Area Other Medically immunisation - Not
Important Condition), |applicable - [n/a -
.3mL - n/a])
Cold sweat (n/a -
Recovering/Resolving -
Other Medically
Important Condition),
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- Other Medically
Important Condition),

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

EU-EC- 30/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Injection site erythema |COMIRNATY Not reported
10010178329 Healthcare |Economic Years |Specified (n/a- [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved - ), |COVID-19
immunisation - Not
Injection site applicable - [n/a -
haematoma (n/a - 1{DF} - n/a])

Recovered/Resolved - ),

Nausea (n/a -
Recovering/Resolving -

W

Pyrexia (n/a -
Recovering/Resolving -

)

Vomiting (n/a -
Recovering/Resolving -

EU-EC- 30/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Nausea (n/a - Not COMIRNATY Not reported
10010178473 Healthcare  |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ) Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 30/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Arthralgia (n/a - Not COMIRNATY Not reported
10010178511 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19
immunisation - Not
Dizziness (n/a - applicable - [n/a - n/a
Unknown - ), - n/al)

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

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

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

Loss of personal
independence in daily
activities (1wk -
Recovered/Resolved - ),

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

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

Pyrexia (n/a - Unknown

3

Tonsillitis (n/a -

Unknown - ),
Vomiting (n/a -
Unknown - )
EU-EC- 30/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Chest pain (13d - COMIRNATY COVID- |Not reported
10010178885 Professional |Economic Years Recovered/Resolved - {19 MRNA VACCINE
Area Caused/Prolonged (NUCLEOSIDE
Hospitalisation), MODIFIED)
CONCENTRATE FOR
Dyspnoea (13d - DISPERSION FOR
Recovered/Resolved - |INJECTION
Caused/Prolonged [TOZINAMERAN] (S -
Hospitalisation), Immunisation - Not
applicable - [n/a -
Headache (13d - .3mL -
Recovering/Resolving - |Intramuscular])
Caused/Prolonged
Hospitalisation),
Muscle spasms (13d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Pyrexia (13d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Tremor (13d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 30/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Eye pain (n/a - Not COMIRNATY [BECLOMETASONE
10010179205 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S - |DIPROPIONATE,
Professional |Area Resolved - ) COVID-19 FORMOTEROL FUMARATE
immunisation - Not DIHYDRATE] (C - n/a-n/a-
applicable - [n/a - [n/a - n/a - n/a])
1{DF} - n/al)
EU-EC- 30/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Extensive swelling of COMIRNATY [PARACETAMOL] (C - n/a -
10010179263 Healthcare |Economic Years |Specified vaccinated limb (2d - [TOZINAMERAN] (S - |n/a - [n/a - n/a - n/a])
Professional |Area Recovered/Resolved - ), |COVID-19
immunisation - Not
Fatigue (n/a - Not applicable - [n/a -
Recovered/Not 1{DF} - n/al)
Resolved - ),
Headache (n/a - Not
Recovered/Not
Resolved - ),

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

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

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

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

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

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

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

EU-EC-
10010179267

30/09/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

Not reported

EU-EC-
10010179641

30/09/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

Not reported

EU-EC-
10010179810

30/09/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

Not reported

EU-EC-
10010179828

30/09/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

Not reported

EU-EC-
10010179887

30/09/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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

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

Not reported

EU-EC-
10010179940

30/09/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Ischaemic stroke (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation)

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

[ETHINYLESTRADIOL,

LEVONORGESTREL] (C - n/a -

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

EU-EC-
10010180026

30/09/2021

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

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Disease recurrence (n/a
- Recovering/Resolving
- Caused/Prolonged

COMIRNATY
[TOZINAMERAN] (S -
COVID-19

Not reported
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Hospitalisation), immunisation - Not
applicable - [1d -
Pericarditis (n/a - 1{DF} -
Recovering/Resolving - | Intramuscular])
Caused/Prolonged
Hospitalisation)
EU-EC- 30/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Pericarditis (n/a - COMIRNATY Not reported
10010180033 Professional |Economic Years Recovering/Resolving - |[TOZINAMERAN] (S -
Area Caused/Prolonged COvID-19
Hospitalisation) immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 30/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No Pericarditis (n/a - COMIRNATY Not reported
10010180080 Professional |Economic Years Recovering/Resolving - |[TOZINAMERAN] (S -
Area Other Medically COvID-19
Important Condition) immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 30/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Chest pain (n/a - COMIRNATY Not reported
10010180107 Healthcare |Economic Years Recovering/Resolving - |[TOZINAMERAN] (S -
Professional |Area Other Medically COVID-19
Important Condition) immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 30/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Ovarian cyst ruptured |COMIRNATY Not reported
10010180112 Professional |Economic Years (1d - [TOZINAMERAN] (S -
Area Recovering/Resolving - |COVID-19
Other Medically immunisation - Not
Important Condition)  |applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 30/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Facial paralysis (n/a - |COMIRNATY Not reported
10010180114 Professional |Economic Years Not Recovered/Not [TOZINAMERAN] (S -
Area Resolved - Other COVID-19
Medically Important immunisation - Not
Condition) applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 30/09/2021 | Spontaneous |Non European | Not available 12-17 |Not Female |No Ageusia (n/a - Not COMIRNATY Not reported
10010180314 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COvID-19
immunisation - Not
Anosmia (n/a - Not applicable - [n/a - n/a
Recovered/Not - n/a])
Resolved - ),
Chills (n/a - Not
Recovered/Not
Resolved - ),
Fatigue (n/a - Not
Recovered/Not
Resolved - ),
Headache (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 30/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Lip oedema (n/a - Not |COMIRNATY Not reported
10010180367 Professional |Economic Years Recovered/Not [TOZINAMERAN] (S -
Area Resolved - ), COVID-19
immunisation - Not
Urticaria (n/a - Not applicable - [n/a -
Recovered/Not 1{DF} -
Resolved - ) Intramuscular])
EU-EC- 30/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Herpes zoster (n/a - COMIRNATY Not reported
10010180421 Professional |Economic Years Not Recovered/Not [TOZINAMERAN] (S -
Area Resolved - ) COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 30/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Menometrorrhagia (n/fa |COMIRNATY Not reported
10010180467 Professional |Economic Years - Not Recovered/Not [TOZINAMERAN] (S -
Area Resolved - ) COVID-19
immunisation - Drug
withdrawn - [1d -
1{DF} -
Intramuscular])
EU-EC- 30/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Chest discomfort (15d - |COMIRNATY Not reported
10010180556 Professional |Economic Years Recovering/Resolving - |[TOZINAMERAN] (S -
Area ) COVID-19
immunisation - n/a -
Dyspnoea exertional [1d - 1{DF} -
(15d - Intramuscular])
Recovering/Resolving -
EU-EC- 30/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Menstrual disorder (n/fa |COMIRNATY Not reported
10010180565 Professional |Economic Years - Unknown - ) [TOZINAMERAN] (S -
Area COVID-19
immunisation - n/a -
[1d - 1{DF} -
Intramuscular])
EU-EC- 30/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Vaginal haemorrhage ~ |COMIRNATY Not reported
10010180599 Healthcare |Economic Years (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not COVID-19
Resolved - ) immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 30/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Influenza like illness COMIRNATY Not reported
10010180603 Healthcare |Economic Years (n/a- [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving - |COVID-19
) immunisation - Not
applicable - [1d -
Vertigo (n/a - 1{DF} -
Recovering/Resolving - |Intramuscular])
EU-EC- 30/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Abdominal pain (n/a- |COMIRNATY Not reported
10010180604 Professional |Economic Years Recovering/Resolving - |[TOZINAMERAN] (S -
Area ., CovID-19
immunisation - Not
Headache (n/a - applicable - [1d -
Recovering/Resolving - |1{DF} -
) Intramuscular])
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Vaccination site pain
(n/a-
Recovering/Resolving -
EU-EC- 30/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No Injection site COMIRNATY Not reported
10010180672 Professional |Economic Years discolouration (n/a - [TOZINAMERAN] (S -
Area Recovering/Resolving - |COVID-19
, immunisation - n/a -
[n/a - 2{DF} -
Injection site mass (n/a |Intramuscular])
- Recovering/Resolving
=
Photosensitivity
reaction (n/a -
Recovering/Resolving -
)
Rash (n/a -
Recovering/Resolving -
EU-EC- 30/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No Ageusia (n/a - Not COMIRNATY Not reported
10010180682 Professional |Economic Years Recovered/Not [TOZINAMERAN] (S -
Area Resolved - ), COVID-19
immunisation - n/a -
Anosmia (n/a - Not [n/a - 1{DF} -
Recovered/Not Intramuscular])
Resolved - )
EU-EC- 30/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Herpes zoster (n/a - COMIRNATY Not reported
10010180706 Professional |Economic Years Not Recovered/Not [TOZINAMERAN] (S -
Area Resolved - ) COVID-19
immunisation - n/a -
[n/a-n/a-
Intramuscular])
EU-EC- 30/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Asthenia (2d - COMIRNATY Not reported
10010180744 Healthcare |Economic Years |Specified Recovered/Resolved - ), [[TOZINAMERAN] (S -
Professional |Area COVID-19
Eye pain (5d - immunisation - Not
Recovered/Resolved - ), |applicable - [1d -
1{DF} -
Vaccination site pain Intramuscular])
(4d -
Recovered/Resolved - ),
Vaccination site
reaction (2d -
Recovered/Resolved - )
EU-EC- 30/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Influenza like illness COMIRNATY Not reported
10010180746 Healthcare |Economic Years - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved - ), |COVID-19
immunisation - Not
Nausea (2d - applicable - [1d -
Recovered/Resolved - ), |1{DF} -
Intramuscular])
Vaccination site pain
Recovered/Resolved - )
EU-EC- 30/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Vaccination site COMIRNATY Not reported
10010180747 Healthcare |Economic Years reaction (2d - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved - ) |COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 30/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Chest pain (1d - COMIRNATY Not reported
10010180751 Healthcare |Economic Years |Specified Recovered/Resolved - ), |[TOZINAMERAN] (S -
Professional |Area COVID-19
Dyspnoea (1d - immunisation - Not
Recovered/Resolved - ), |applicable - [1d -
1{DF} -
Headache (8d - Intramuscular])
Recovered/Resolved - ),
Influenza like illness
Recovered/Resolved - ),
Nausea (1d -
Recovered/Resolved - ),
Oropharyngeal pain (4d
- Recovered/Resolved -
)
Paraesthesia (1d -
Recovered/Resolved - ),
Somnolence (1d -
Recovered/Resolved - ),
Vaccination site pain
Recovered/Resolved - )
EU-EC- 30/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Fatigue (n/a - Not COMIRNATY Not reported
10010180783 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19
immunisation - Not
Headache (n/a - Not applicable - [1d -
Recovered/Not 1{DF} -
Resolved - ), Intramuscular])
Injection site pain (n/a
- Not Recovered/Not
Resolved - ),
Tachycardia (n/a - Not
Recovered/Not
Resolved - ),
Vaccination site
paraesthesia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 30/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Heavy menstrual COMIRNATY Not reported
10010180795 Professional |Economic Years bleeding (n/a - Not [TOZINAMERAN] (S -
Area Recovered/Not COvID-19
Resolved - ) immunisation - Not
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applicable - [1d -
1{DF} -
Intramuscular])

EU-EC-
10010180847

30/09/2021

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 - ),

Crying (n/a -
Recovering/Resolving -

4

Fatigue (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 - )

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

Not reported

EU-EC-
10010180864

30/09/2021

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

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

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

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

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

Nausea (n/a - 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])

[PARACETAMOL] (C - n/a -
n/a - [n/a-n/a-n/al)

EU-EC-
10010181168

30/09/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

Swelling face (3d -
Recovered/Resolved - )

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

Not reported

EU-EC-
10010181255

30/09/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

[FEXOFENADINE,
FEXOFENADINE
HYDROCHLORIDE] (C -
Seasonal allergy - n/a - [n/a -
n/a - n/a)),

[MEDROXYPROGESTERONE
ACETATE] (C - nfa-n/a-[n/a
-n/a - n/a)),

[MONTELUKAST,
MONTELUKAST SODIUM] (C -
n/a-n/a-[n/a-n/a-n/al),

[SERTRALINE, SERTRALINE
HYDROCHLORIDE] (C - n/a -
n/a - [n/a - n/a - n/a])

EU-EC-
10010182291

30/09/2021

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

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

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

Headache (n/a -
Unknown - Other

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

Not reported

7/51



30.11.2022 12.09

Run Line Listing Report

Medically Important
Condition),
Heavy menstrual
bleeding (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Iliness (n/a - Unknown
- Other Medically
Important Condition),
Muscle spasms (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 30/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No Dizziness (n/a - COMIRNATY Not reported
10010182992 Professional |Economic Years Recovered/Resolved - ), |[TOZINAMERAN] (S -
Area n/a-n/a-[n/a-n/a
Headache (n/a - - n/a])
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Nausea (n/a -
Recovered/Resolved - ),
Vision blurred (n/a -
Recovered/Resolved - )
EU-EC- 30/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Abdominal pain upper |COMIRNATY [HUMAN PAPILLOMAVIRUS
10010183109 Healthcare |Economic Years |Specified (n/a - Not [TOZINAMERAN] (S - |VACCINE] (C-n/a-n/a-[n/a
Professional |Area Recovered/Not COovID-19 - n/a - n/a]),
Resolved - Disabling), |immunisation - Not
applicable - [n/a - n/a |[MENINGOCOCCAL GROUP A,
Chest discomfort (n/a - |- n/al) C, W135 AND Y CONJUGATE
Not Recovered/Not VACCINE] (C - n/a-n/a-[n/a
Resolved - Disabling), - n/a-n/a])
Chest pain (n/a - Not
Recovered/Not
Resolved - Disabling),
Headache (n/a - Not
Recovered/Not
Resolved - Disabling),
Loss of personal
independence in daily
activities (n/a - Not
Recovered/Not
Resolved - Disabling)
EU-EC- 30/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Chest discomfort (0d - |COMIRNATY Not reported
10010183532 Healthcare |Economic Years Unknown - ), [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
Dyspnoea (0d - [n/a - n/a - n/a])
Unknown - )
EU-EC- 30/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Chills (2d - Not COMIRNATY Not reported
10010183875 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), Immunisation - n/a -
[n/a - n/a - n/a])
Feeling cold (2d - Not
Recovered/Not
Resolved - ),
Headache (2d - Not
Recovered/Not
Resolved - ),
Malaise (2d - Not
Recovered/Not
Resolved - )
EU-EC- 30/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Dyspnoea (7d - COMIRNATY Not reported
10010184320 Healthcare |Economic Years Recovered/Resolved - ) |[TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 30/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Swelling (n/a - Not COMIRNATY Not reported
10010184507 Professional |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Area Resolved - ), COVID-19
immunisation - Not
Tenderness (n/a - Not |applicable - [n/a - n/a
Recovered/Not - n/a])
Resolved - )
EU-EC- 30/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Intermenstrual bleeding | COMIRNATY Not reported
10010184839 Healthcare |Economic Years |Specified (1d - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved - ) |COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 30/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Intermenstrual bleeding | COMIRNATY Not reported
10010184847 Healthcare |Economic Years |Specified (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not COVID-19
Resolved - ) immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 30/09/2021 | Spontaneous |Non European |Not available 12-17 |Not Female |No Chills (12h - COMIRNATY [BECLOMETASONE
10010184874 Healthcare  |Economic Years |Specified Recovered/Resolved - ), |[TOZINAMERAN] (S - |DIPROPIONATE] (C - n/a - n/a
Professional |Area COVID-19 - [n/a - n/a - n/a)),
Headache (n/a - Not immunisation - Not
Recovered/Not applicable - [n/a - [FORMOTEROL FUMARATE,
Resolved - ), 1{DF} - n/a]) FORMOTEROL FUMARATE
DIHYDRATE] (C - n/a - n/a -
Syncope (n/a - Not [n/a - n/a - n/al),
Recovered/Not
Resolved - ) [SALBUTAMOL] (C - n/a - n/a
- [n/a - n/a - n/a])
EU-EC- 30/09/2021 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Lymphadenopathy (2d - | COMIRNATY Not reported
10010184930 Healthcare |Economic Years Recovering/Resolving - |[TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 30/09/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Epistaxis (n/a - Not TOZINAMERAN [VITAMINS NOS] (C - n/a -
10010185616 Professional |European Years |Specified Recovered/Not [TOZINAMERAN] (S - |n/a - [n/a - n/a - n/a])
Economic Resolved - Other COVID-19
Area Medically Important immunisation - Not
Condition) applicable - [n/a - n/a
- n/a])

https://dap.ema.europa.eu/analytics/saw.dll?Go
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EU-EC- 30/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Syncope (n/a - COMIRNATY Not reported
10010185897 Professional | Economic Years |Specified Recovered/Resolved - ) |[TOZINAMERAN] (S -
Area COVID-19
immunisation - Not
applicable - [n/a -
.3mL - n/a - More in
ICSR])
EU-EC- 30/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Dyspnoea (n/a - Not COMIRNATY Not reported
10010185948 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COvID-19
immunisation - Not
Pulmonary pain (n/a - |applicable - [n/a -
Not Recovered/Not 1{DF} - n/a])
Resolved - )
EU-EC- 30/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Chest pain (n/a- Not |COMIRNATY Not reported
10010186245 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COvID-19
immunisation - Not
Dyspnoea (n/a - Not applicable - [n/a -
Recovered/Not 1{DF} - n/al)
Resolved - ),
Fatigue (n/a -
Recovering/Resolving -
)
Headache (n/a -
Recovering/Resolving -
,
Malaise (n/a - Not
Recovered/Not
Resolved - ),
Nausea (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 30/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Nasopharyngitis (n/a - |COMIRNATY Not reported
10010186459 Healthcare |Economic Years |Specified Not Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COovID-19
immunisation - Not
Productive cough (n/a - |applicable - [n/a -
Not Recovered/Not 1{DF} - n/a])
Resolved - )
EU-EC- 30/09/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Bradycardia (n/a - COMIRNATY Not reported
10010186508 Professional |European Years |Specified Recovered/Resolved -  |[TOZINAMERAN] (S -
Economic Other Medically COVID-19
Area Important Condition), |immunisation - Not
applicable - [n/a - n/a
Feeling abnormal (n/a - |- n/al)
Recovered/Resolved - ),
Gait inability (n/a -
Recovered/Resolved - ),
Heart rate decreased
(n/a-
Recovered/Resolved - ),
Hyperhidrosis (n/a -
Recovered/Resolved - ),
Presyncope (n/a -
Recovered/Resolved - )
EU-EC- 30/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Lymphadenopathy (n/a |COMIRNATY Not reported
10010186596 Healthcare |Economic Years |Specified - Not Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ) COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/al)
EU-EC- 30/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Fatigue (46d - COMIRNATY Not reported
10010186949 Healthcare |Economic Years Recovered/Resolved - ), |[TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
Headache (46d - [n/a - n/a - n/a])
Recovered/Resolved - )
EU-EC- 30/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Axillary mass (n/a - Not |COMIRNATY Not reported
10010186988 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19
immunisation - Not
Axillary pain (n/a - Not |applicable - [1d - n/a
Recovered/Not - n/a])
Resolved - )
EU-EC- 30/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Arthralgia (n/a - COMIRNATY Not reported
10010187060 Healthcare |Economic Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S -
Professional |Area ., COvID-19
immunisation - Not
Chills (n/a - applicable - [n/a -
Recovering/Resolving - |1{DF} - n/a])
)
Eye pain (n/a -
Recovering/Resolving -
)
Fatigue (n/a - Not
Recovered/Not
Resolved - ),
Feeling of body
temperature change
(n/a-
Recovering/Resolving -
]
Headache (n/a -
Recovering/Resolving -
)
Heart rate increased
(n/a-
Recovering/Resolving -
)
Malaise (n/a - Not
Recovered/Not
Resolved - ),
Nausea (n/a - Not
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Recovered/Not
Resolved - )
EU-EC- 30/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Headache (n/a - COMIRNATY Not reported
10010187089 Professional |Economic Years Recovering/Resolving - |[TOZINAMERAN] (S -
Area ., COovID-19
immunisation - Not
Syncope (1d - applicable - [1d -
Recovered/Resolved - ) |.3mL -
Intramuscular])
EU-EC- 30/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Vaccination site COMIRNATY Not reported
10010187124 Professional | Economic Years lymphadenopathy (n/a |[TOZINAMERAN] (S -
Area - Recovering/Resolving |COVID-19
-) immunisation - Not
applicable - [1d -
.3mL -
Intramuscular])
EU-EC- 30/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Myocarditis (n/a - COMIRNATY Not reported
10010187185 Professional |Economic Years Recovering/Resolving - |[TOZINAMERAN] (S -
Area Caused/Prolonged COvID-19
Hospitalisation) immunisation - Not
applicable - [1d - n/a
- n/a])
EU-EC- 30/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Abdominal pain (n/a - |COMIRNATY [METHYLPHENIDATE
10010187513 Professional |Economic Years |Specified Not Recovered/Not [TOZINAMERAN] (S - |HYDROCHLORIDE] (C -
Area Resolved - ), COvID-19 Attention deficit hyperactivity
immunisation - Not disorder - n/a - [n/a - 36mg -
Pyrexia (n/a - Not applicable - [1d - n/a |n/a])
Recovered/Not - n/aj)
Resolved - ),
Vomiting (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 30/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Headache (7d - COMIRNATY Not reported
10010187539 Professional |Economic Years Recovered/Resolved - ), [[TOZINAMERAN] (S -
Area COVID-19 treatment -
Pyrexia (7d - Not applicable - [7d -
Recovered/Resolved - ) |.3mL - Intramuscular
- More in ICSR])
EU-EC- 30/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Lymphadenopathy (n/a |COMIRNATY Not reported
10010187550 Professional |Economic Years - Recovering/Resolving |[TOZINAMERAN] (S -
Area - COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 30/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Asthenia (n/a - COMIRNATY Not reported
10010187556 Professional |Economic Years Recovered/Resolved - ), |[TOZINAMERAN] (S -
Area COVID-19 treatment -
Malaise (n/a - Not applicable - [1d -
Recovered/Resolved - ), |.3mL -
Intramuscular])
Pyrexia (n/a -
Recovered/Resolved - )
EU-EC- 30/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Headache (n/a - COMIRNATY Not reported
10010187560 Professional |Economic Years Recovering/Resolving - |[TOZINAMERAN] (S -
Area ), CovID-19
immunisation - Not
Myalgia (n/a - applicable - [n/a -
Recovering/Resolving - |1{DF} -
Intramuscular])
EU-EC- 30/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No Vaccination site COMIRNATY Not reported
10010187583 Professional |Economic Years erythema (n/a - [TOZINAMERAN] (S -
Area Recovering/Resolving - |COVID-19
) immunisation - Not
applicable - [1d -
Vaccination site plaque |1{DF} -
(n/a- Intramuscular])
Recovering/Resolving -
EU-EC- 30/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Lymphadenopathy (n/a |COMIRNATY Not reported
10010187604 Professional |Economic Years - Recovering/Resolving |[TOZINAMERAN] (S -
Area =) CovID-19
immunisation - Not
Vaccination site pain applicable - [1d -
(n/a - 1{DF} -
Recovering/Resolving - | Intramuscular])
EU-EC- 30/09/2021 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Palpitations (n/a - COMIRNATY Not reported
10010187635 Professional |Economic Years Recovering/Resolving - |[TOZINAMERAN] (S -
Area Caused/Prolonged COVID-19
Hospitalisation) immunisation - Not
applicable - [1d -
.3mL -
Intramuscular])
EU-EC- 30/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Malaise (n/a - COMIRNATY Not reported
10010187711 Professional |Economic Years Recovering/Resolving - |[TOZINAMERAN] (S -
Area ) COVID-19
immunisation - Not
Pyrexia (n/a - applicable - [n/a - n/a
Recovering/Resolving - |- Intramuscular])
EU-EC- 30/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Headache (1d - COMIRNATY Not reported
10010187935 Healthcare |Economic Years |Specified Recovered/Resolved - ), |[TOZINAMERAN] (S -
Professional |Area COVID-19
Malaise (1d - immunisation - Not
Recovered/Resolved - ), |applicable - [n/a -
1{DF} - n/a])
Pyrexia (1d -
Recovered/Resolved - )
EU-EC- 30/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Arthralgia (n/a - Not COMIRNATY Not reported
10010188298 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COovID-19
immunisation - Not
Chest pain (n/a - Not  |applicable - [n/a -
Recovered/Not 1{DF} - n/a])
Resolved - ),
Headache (n/a - Not
Recovered/Not
Resolved - ),
Myalgia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 30/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Chest discomfort (5d - |COMIRNATY Not reported
10010188719 Healthcare |Economic Years Recovered/Resolved -  |[TOZINAMERAN] (S -
Professional |Area Caused/Prolonged COVID-19
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Hospitalisation), immunisation - Not
applicable - [n/a -
Dizziness (20d - 1{DF} - n/a])
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Headache (5d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Limb discomfort (5d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Myalgia (n/a - Unknown
- Caused/Prolonged
Hospitalisation),
Nausea (20d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 29/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Presyncope (1d - COMIRNATY Not reported
10010157682 Healthcare |Economic Years |Specified Recovered/Resolved - ) |[TOZINAMERAN] (S -
Professional |Area COVID-19
immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 29/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Periorbital haemorrhage | COMIRNATY Not reported
10010157743 Healthcare |Economic Years |Specified (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not COVID-19
Resolved - ) immunisation - n/a -
[n/a - 1{DF} -
Intramuscular])
EU-EC- 29/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Headache (1d - COMIRNATY Not reported
10010157793 Professional |Economic Years |Specified Recovered/Resolved - ) |[TOZINAMERAN] (S -
Area COVID-19
immunisation - n/a -
[n/a-n/a-
Intramuscular])
EU-EC- 29/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Dizziness (8h - COMIRNATY Not reported
10010159738 Professional |Economic Years |Specified Recovered/Resolved - ), |[TOZINAMERAN] (S -
Area CovID-19
Headache (8h - immunisation - Not
Recovered/Resolved - ), |applicable - [n/a -
.3mL -
Injection site pain (3d - |Intramuscular])
Recovered/Resolved - )
EU-EC- 29/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Arthralgia (n/a - COMIRNATY Not reported
10010159823 Healthcare |Economic Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S -
Professional |Area ) COVID-19
immunisation - Not
Fatigue (n/a - Not applicable - [n/a -
Recovered/Not 1{DF} - n/a])
Resolved - ),
Headache (n/a - Not
Recovered/Not
Resolved - ),
Myalgia (n/a -
Recovering/Resolving -
Nausea (n/a -
Recovering/Resolving -
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 29/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Chills (n/a - Not COMIRNATY Not reported
10010159827 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19
immunisation - Not
Fatigue (n/a - Not applicable - [n/a -
Recovered/Not 1{DF} - n/a])
Resolved - ),
Headache (n/a - Not
Recovered/Not
Resolved - ),
Myalgia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 29/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Pain (1d - COMIRNATY Not reported
10010160357 Healthcare |Economic Years |Specified Recovered/Resolved - ), [[ TOZINAMERAN] (S -
Professional |Area COVID-19
Pyrexia (1d - immunisation - n/a -
Recovered/Resolved - ) |[n/a - 30ug -
Intramuscular])
EU-EC- 29/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Asthenia (2d - COMIRNATY Not reported
10010160359 Healthcare |Economic Years |Specified Recovered/Resolved - ), |[TOZINAMERAN] (S -
Professional |Area COVID-19
Headache (2d - immunisation - n/a -
Recovered/Resolved - ), |[n/a - 30ug -
Intramuscular])
Pain in extremity (2d -
Recovered/Resolved - )
EU-EC- 29/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Pain in extremity (1d - |COMIRNATY Not reported
10010160361 Healthcare |Economic Years |Specified Recovered/Resolved - ), |[TOZINAMERAN] (S -
Professional |Area COVID-19
Vertigo (1d - immunisation - n/a -
Recovered/Resolved - ) |[n/a - 30ug -
Intramuscular])
EU-EC- 29/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Headache (0d - COMIRNATY Not reported
10010160362 Healthcare |Economic Years |Specified Recovered/Resolved - ), |[TOZINAMERAN] (S -
Professional |Area COVID-19
Pain in extremity (0d - |immunisation - n/a -
Recovered/Resolved - ) |[n/a - 30ug -
Intramuscular])
EU-EC- 29/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Eye oedema (n/a - COMIRNATY Not reported
10010160433 Healthcare |Economic Years |Specified Unknown - ), [TOZINAMERAN] (S -
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Professional |Area COVID-19
Ocular hyperaemia (n/a |immunisation - n/a -
- Unknown - ) [n/a-.3mL -
Intramuscular])
EU-EC- 29/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Dizziness (1d - [TOZINAMERAN] (S - |Not reported
10010160455 Healthcare |Economic Years |Specified Recovered/Resolved -  |n/a - Unknown - [n/a
Professional |Area Other Medically - n/a-n/a])
Important Condition),
Dysmenorrhoea (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition),
Headache (1d -
Recovered/Resolved -
Other Medically
Important Condition),
Heavy menstrual
bleeding (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Pain in extremity (2d -
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 29/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Erythema multiforme  |[TOZINAMERAN] (S - |Not reported
10010160701 Professional |Economic Years |Specified (n/a - Not COVID-19
Area Recovered/Not immunisation -
Resolved - Other Unknown - [1d - n/a -
Medically Important n/al)
Condition)
EU-EC- 29/09/2021 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Abdominal discomfort ~|COMIRNATY Not reported
10010161424 Professional |European Years |Specified (n/a- [TOZINAMERAN] (S -
Economic Recovered/Resolved - ), |COVID-19
Area immunisation - Not
Loss of consciousness |applicable - [n/a - n/a
(n/a- - Intramuscular])
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 29/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (7d - COMIRNATY COVID- |Not reported
10010161917 Professional |Economic Years Recovering/Resolving - {19 MRNA VACCINE
Area ), (NUCLEOSIDE
MODIFIED)
Vaccination failure (7d - |CONCENTRATE FOR
Recovering/Resolving - |DISPERSION FOR
Other Medically INJECTION
Important Condition) [TOZINAMERAN] (S -
Immunisation - Not
applicable - [n/a -
.3mL -
Intramuscular])
EU-EC- 29/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Headache (0d - COMIRNATY COVID- |Not reported
10010162352 Healthcare |Economic Years Recovering/Resolving - {19 MRNA VACCINE
Professional |Area ) (NUCLEOSIDE
MODIFIED)
Presyncope (0d - CONCENTRATE FOR
Recovering/Resolving - |DISPERSION FOR
X INJECTION
[TOZINAMERAN] (S -
Tinnitus (0d - Immunisation - Not
Recovering/Resolving - |applicable - [n/a -
A .3mL -
Intramuscular])
Vertigo (0d -
Recovering/Resolving -
EU-EC- 29/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Polymenorrhoea (3d -  |COMIRNATY Not reported
10010162570 Healthcare |Economic Years |Specified Recovered/Resolved - ) |[TOZINAMERAN] (S -
Professional |Area COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 29/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Heavy menstrual COMIRNATY Not reported
10010162585 Healthcare |Economic Years |Specified bleeding (7d - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved - ), |COVID-19
immunisation - Not
Intermenstrual bleeding |applicable - [n/a -
(5d - 1{DF} - n/al)
Recovered/Resolved - )
EU-EC- 29/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Not No Abdominal discomfort | COMIRNATY Not reported
10010162632 Healthcare |Economic Years |Specified |Specified (n/a- [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved - ), |COVID-19
immunisation - Not
Abdominal distension  |applicable - [n/a - n/a
(n/a- - n/a])
Recovered/Resolved - ),
Decreased appetite
(n/a-
Recovered/Resolved - ),
Vomiting (n/a -
Recovered/Resolved - )
EU-EC- 29/09/2021 |Spontaneous |Non Non Not available 12-17 |Not Female |No Chest discomfort (n/a - | TOZINAMERAN Not reported
10010162766 Healthcare |European Years |Specified Unknown - Other [TOZINAMERAN] (S -
Professional |Economic Medically Important COovID-19
Area Condition), immunisation - Not
applicable - [1d - n/a
Headache (n/a - - n/a])
Unknown - Other
Medically Important
Condition),
Heavy menstrual
bleeding (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Iliness (n/a - Unknown
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- Other Medically
Important Condition),
Muscle spasms (n/a -
Unknown - Other
Medically Important
Condition),
Nausea (n/a - Unknown
- Other Medically
Important Condition)
EU-EC- 29/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Blood pressure COMIRNATY Not reported
10010162965 Healthcare |Economic Years |Specified decreased (n/a - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved - ), |COVID-19
immunisation - Not
Tinnitus (n/a - applicable - [n/a - n/a
Recovered/Resolved - ), |- n/al)
Visual impairment (n/a
- Recovered/Resolved -
»
Vomiting (n/a -
Recovered/Resolved - )
EU-EC- 29/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (9d - COMIRNATY COVID- |Not reported
10010162979 Professional |Economic Years Recovered/Resolved - ), |19 MRNA VACCINE
Area (NUCLEOSIDE
Vaccination failure (9d - |MODIFIED)
Recovered/Resolved - |CONCENTRATE FOR
Other Medically DISPERSION FOR
Important Condition) INJECTION
[TOZINAMERAN] (S -
Immunisation - Not
applicable - [n/a -
.3mL -
Intramuscular])
EU-EC- 29/09/2021 | Spontaneous |Non European |Not available 12-17 |Not Male No Pain in extremity (n/a - |COMIRNATY Not reported
10010163010 Healthcare |Economic Years |Specified Unknown - ) [TOZINAMERAN] (S -
Professional |Area COVID-19
immunisation - Not
applicable - [1d - n/a
- n/al)
EU-EC- 29/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Dizziness (10min - COMIRNATY Not reported
10010163215 Professional |Economic Years |Specified Recovered/Resolved - ), |[TOZINAMERAN] (S -
Area COVID-19
Feeling hot (10min - immunisation - Not
Recovered/Resolved - ), |applicable - [n/a -
.3mL - n/a - More in
Visual impairment ICSR])
(10min -
Recovered/Resolved - )
EU-EC- 29/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Heavy menstrual COMIRNATY Not reported
10010163738 Healthcare |Economic Years |Specified bleeding (5wk - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved - ), |COVID-19
immunisation - Not
Menstrual disorder applicable - [n/a -
(1mo - 1{DF} - n/a])
Recovered/Resolved - )
EU-EC- 29/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Injection site induration | COMIRNATY Not reported
10010163782 Healthcare |Economic Years |Specified (48wk - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not COVID-19
Resolved - ) immunisation - Not
applicable - [n/a -
.3mL -
Intramuscular])
EU-EC- 29/09/2021 |Spontaneous |Healthcare  |European |Not available 12-17 |Not Female |No Dizziness (1d - COMIRNATY Not reported
10010163884 Professional |Economic Years |Specified Recovered/Resolved - ), |[TOZINAMERAN] (S -
Area Immunisation - n/a -
Nausea (1d - [n/a - n/a - n/a])
Recovered/Resolved - )
EU-EC- 29/09/2021 | Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Chills (1d - COMIRNATY Not reported
10010163888 Professional |Economic Years |Specified Recovered/Resolved - ), |[TOZINAMERAN] (S -
Area Immunisation - n/a -
Dizziness (1d - [n/a - n/a - n/a])
Recovered/Resolved - ),
Headache (1d -
Recovered/Resolved - ),
Nausea (1d -
Recovered/Resolved - )
EU-EC- 29/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Decreased activity (n/a |COMIRNATY Not reported
10010163902 Professional |Economic Years |Specified - Not Recovered/Not [TOZINAMERAN] (S -
Area Resolved - ), Immunisation - n/a -
[n/a - n/a - n/a])
Dyspnoea (n/a - Not
Recovered/Not
Resolved - ),
Fatigue (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 29/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Menometrorrhagia (3d - | COMIRNATY Not reported
10010163911 Professional | Economic Years |Specified Recovered/Resolved - ), [[TOZINAMERAN] (S -
Area Immunisation - n/a -
Menometrorrhagia (n/a |[n/a - n/a - n/a])
- Recovering/Resolving
EU-EC- 29/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Hypoaesthesia (n/a -  |COMIRNATY Not reported
10010164164 Healthcare |Economic Years Unknown - ), [TOZINAMERAN] (S -
Professional |Area n/a-nfa-[1d-n/a-
Vaccination site n/al)
haemorrhage (n/a -
Unknown - )
EU-EC- 29/09/2021 |Spontaneous |Healthcare  |European |Not available 12-17 |Adolescent |Male No Chest pain (n/a - COMIRNATY Not reported
10010164235 Professional |Economic Years Unknown - ) [TOZINAMERAN] (S -
Area n/a-n/a-[n/a-n/a
- Intramuscular])
EU-EC- 29/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Abdominal pain (n/fa- |COMIRNATY Not reported
10010164433 Healthcare |Economic Years |Specified Not Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19
immunisation - Not
Arthralgia (n/a - Not applicable - [n/a -
Recovered/Not 1{DF} - n/a])
Resolved - ),
Chills (n/a - Not
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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- 29/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Axillary mass (n/a - Not |COMIRNATY Not reported
10010164643 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - Other COVID-19
Medically Important immunisation - Not
Condition) applicable - [n/a - n/a
- n/a])
EU-EC- 29/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Palpitations (n/a - Not |COMIRNATY Not reported
10010164696 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - Other COVID-19
Medically Important immunisation - Not
Condition), applicable - [n/a - n/a
- n/aj)
Syncope (n/a -
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 29/09/2021 |Spontaneous |Non European |Not available 12-17 |Child Female |No Application site pain COMIRNATY Not reported
10010164892 Healthcare |Economic Years (n/a- [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved - ), |n/a - n/a - [n/a-n/a
- n/al)
Pyrexia (2d -
Recovered/Resolved - )
EU-EC- 29/09/2021 |Spontaneous |Non European |Not available 12-17 |Child Female |No Fatigue (n/a - COMIRNATY Not reported
10010164897 Healthcare |Economic Years Recovered/Resolved - ), |[TOZINAMERAN] (S -
Professional |Area n/a-nfa-[n/a-n/a
Headache (n/a - - n/aj)
Recovered/Resolved - ),
Pyrexia (3d -
Recovered/Resolved - )
EU-EC- 29/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Fatigue (n/a - Not COMIRNATY Not reported
10010164963 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19
immunisation - Not
Lymphadenopathy (n/a |applicable - [n/a - n/a
- Not Recovered/Not - n/a])
Resolved - ),
Oropharyngeal pain
(n/a - Not
Recovered/Not
Resolved - ),
Pain (n/a - Not
Recovered/Not
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - ),
Vaccination site
swelling (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 29/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Menstrual disorder (n/fa |COMIRNATY Not reported
10010165000 Healthcare |Economic Years |Specified - Not Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - Other COVID-19
Medically Important immunisation - Not
Condition), applicable - [n/a - n/a
- n/a])
Muscle spasms (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition),
Pyrexia (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 29/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Chest pain (4d - COMIRNATY Not reported
10010165169 Healthcare |Economic Years Recovered/Resolved -  |[TOZINAMERAN] (S -
Professional |Area Caused/Prolonged Immunisation - n/a -
Hospitalisation), [n/a - n/a - n/a])
Nausea (4d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Tachycardia (4d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 29/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Cerebral venous sinus  |COMIRNATY Not reported
10010165335 Professional |Economic Years |Specified thrombosis (n/a - [TOZINAMERAN] (S -
Area Recovered/Resolved - | Immunisation - n/a -
Caused/Prolonged [n/a - n/a - n/a])
Hospitalisation)
EU-EC- 29/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Myocarditis (6d - COMIRNATY Not reported
10010165380 Professional |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Area Caused/Prolonged Immunisation - n/a -
Hospitalisation) [n/a - 2{DF} - n/a])
EU-EC- 29/09/2021 |Spontaneous |Non Non Not available 12-17 |Not Female |No Blindness (n/a - TOZINAMERAN Not reported

14/51



30.11.2022 12.09

Run Line Listing Report

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

10010165494 Healthcare |European Years |Specified Unknown - Other [TOZINAMERAN] (S -
Professional |Economic Medically Important COVID-19
Area Condition), immunisation - Not
applicable - [n/a - n/a
Pyrexia (n/a - Unknown |- n/a])
=
Syncope (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 29/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No COVID-19 (n/a - COMIRNATY Not reported
10010165502 Professional |Economic Years |Specified Unknown - ) [TOZINAMERAN] (S -
Area COVID-19
immunisation - Not
applicable - [1d - n/a
- n/a])
EU-EC- 29/09/2021 |Spontaneous |Non Non Not available 12-17 |Not Male No Chest pain (0d - TOZINAMERAN Not reported
10010165539 Healthcare |European Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Economic Other Medically COovID-19
Area Important Condition) immunisation - Not
applicable - [n/a -
.3mL - n/a])
EU-EC- 29/09/2021 |Spontaneous |Non Non Not available 12-17 |Not Female |No Dysmenorrhoea (5d - | TOZINAMERAN Not reported
10010165550 Healthcare |European Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Economic Other Medically COvID-19
Area Important Condition), |immunisation - Not
applicable - [1d - n/a
Heavy menstrual - n/a])
bleeding (n/a -
Unknown - Other
Medically Important
Condition),
Menstruation delayed
(n/a - Unknown - Other
Medically Important
Condition),
Muscle spasms (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 29/09/2021 | Spontaneous |Healthcare  |Non Not available 12-17 |Not Not No Anaphylactic reaction | COMIRNATY Not reported
10010165566 Professional |European Years |Specified |Specified (n/a - Unknown - Other |[TOZINAMERAN] (S -
Economic Medically Important COVID-19
Area Condition), immunisation - Not
applicable - [n/a - n/a
Anaphylactic shock (n/a |- Intramuscular])
- Unknown - Other
Medically Important
Condition)
EU-EC- 29/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Chest pain (n/a - Not |COMIRNATY Not reported
10010165666 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19
immunisation - Not
Malaise (1d - applicable - [n/a -
Recovered/Resolved - ), | 1{DF} - n/a])
Myalgia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 29/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Pyrexia (1d - COMIRNATY KEPPRA 100 MG/ML ORAL
10010165674 Professional |Economic Years |Specified Recovered/Resolved - ) |[TOZINAMERAN] (S - |SOLUTION [LEVETIRACETAM]
Area COVID-19 (C-n/fa-n/a-[n/a-n/a-
immunisation - Not  |n/a]),
applicable - [n/a -
1{DF} - n/al) NOT AVAILABLE (C - n/a - n/a
- [n/a - n/a - n/a)]),
[ADAPALENE] (C - nfa-n/a -
[n/a - n/a - n/a]),
[COLECALCIFEROL] (C - n/a -
n/a - [n/a - n/a - n/a])
EU-EC- 29/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Dizziness postural (n/a |COMIRNATY Not reported
10010165689 Healthcare |Economic Years |Specified - Not Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ) COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/al)
EU-EC- 29/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Breast pain (n/a - Not |COMIRNATY Not reported
10010165692 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19
immunisation - Not
Vaginal haemorrhage  |applicable - [n/a -
(n/a - Not 1{DF} - n/a])
Recovered/Not
Resolved - )
EU-EC- 29/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Abdominal pain (n/a- |COMIRNATY Not reported
10010165779 Healthcare |Economic Years Not Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), n/a - Drug withdrawn
- [n/a - n/a-n/a])
Abdominal pain upper
(n/a - Not
Recovered/Not
Resolved - ),
Chills (n/a - Not
Recovered/Not
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 29/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Chills (n/a - COMIRNATY Not reported
10010166048 Professional | Economic Years |Specified Recovering/Resolving - [[TOZINAMERAN] (S -
Area ) COVID-19
immunisation - Not
Headache (n/a - applicable - [n/a - n/a
Recovering/Resolving - |- Intramuscular])
)
Pain (n/a -
Recovering/Resolving -
EU-EC- 29/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Dizziness (1d - COMIRNATY Not reported
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10010166616 Professional |Economic Years |Specified Recovered/Resolved - ), |[TOZINAMERAN] (S -
Area Immunisation - n/a -
Nausea (1d - [n/a-n/a-
Recovered/Resolved - ), | Intramuscular])
Pallor (1d -
Recovered/Resolved - )
EU-EC- 29/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Lip swelling (n/a - Not |COMIRNATY Not reported
10010166618 Professional |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Area Resolved - ), Immunisation - n/a -
[n/a - n/a - n/a])
Rash papular (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 29/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Migraine (n/a - COMIRNATY Not reported
10010166655 Healthcare |Economic Years |Specified Unknown - Disabling) ~ [[TOZINAMERAN] (S -
Professional |Area n/a-n/a-[n/a-n/a
- n/al)
EU-EC- 29/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Alanine COMIRNATY Not reported
10010166946 Professional |Economic Years aminotransferase [TOZINAMERAN] (S -
Area increased (n/a - Not n/a-nfa-[n/a-n/a
Recovered/Not - Intramuscular])
Resolved - Other
Medically Important
Condition),
Antinuclear antibody
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Antinuclear antibody
positive (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Aspartate
aminotransferase
increased (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Mucosal haemorrhage
(n/a - Not
Recovered/Not
Resolved - Life
Threatening),
Petechiae (n/a - Not
Recovered/Not
Resolved - Life
Threatening),
Spontaneous
haematoma (n/a - Not
Recovered/Not
Resolved - Life
Threatening),
Thrombocytopenia (n/a
- Not Recovered/Not
Resolved - Life
Threatening)
EU-EC- 29/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported
10010166957 Professional | Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important n/a-n/a-[n/a-n/a
Condition), - Intramuscular])
Vaccination failure (n/a
- Unknown - Other
Medically Important
Condition)
EU-EC- 29/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Amenorrhoea (n/a - COMIRNATY Not reported
10010167063 Healthcare |Economic Years Unknown -) [TOZINAMERAN] (S -
Professional |Area COVID-19
immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 29/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Menstruation delayed |COMIRNATY Not reported
10010167065 Professional |Economic Years (n/a- [TOZINAMERAN] (S -
Area Recovered/Resolved - ) |COVID-19
immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 29/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Menstrual disorder (n/fa |COMIRNATY Not reported
10010167070 Healthcare |Economic Years - Unknown - ) [TOZINAMERAN] (S -
Professional |Area COVID-19
immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 29/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Menstrual disorder (n/fa |COMIRNATY Not reported
10010167083 Professional |Economic Years - Not Recovered/Not [TOZINAMERAN] (S -
Area Resolved - ) COvID-19
immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 29/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Rash (n/a - Not COMIRNATY Not reported
10010167089 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ) COVID-19
immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 29/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Chest pain (n/a - COMIRNATY Not reported
10010167090 Healthcare |Economic Years Unknown - ), [TOZINAMERAN] (S -
Professional |Area COVID-19
Pyrexia (n/a - Unknown |immunisation - Not
- applicable - [n/a -
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1{DF} -
Intramuscular])
EU-EC- 29/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Abdominal pain (n/a- |COMIRNATY Not reported
10010167121 Professional |Economic Years Recovering/Resolving - |[TOZINAMERAN] (S -
Area ., COovID-19
immunisation - n/a -
Influenza like illness [1d - .3mL -
(n/a- Intramuscular])
Recovering/Resolving -
EU-EC- 29/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No Menstrual disorder (n/fa |COMIRNATY Not reported
10010167129 Professional |Economic Years - Not Recovered/Not [TOZINAMERAN] (S -
Area Resolved - ) COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 29/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Asthenia (n/a - COMIRNATY Not reported
10010167150 Professional |Economic Years Recovering/Resolving - |[TOZINAMERAN] (S -
Area ) COvID-19
immunisation - Drug
Lymphadenopathy (n/a |withdrawn - [1d -
- Recovering/Resolving |1{DF} -
=) Intramuscular])
Nausea (n/a -
Recovering/Resolving -
EU-EC- 29/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Rash (n/a - COMIRNATY Not reported
10010167153 Healthcare |Economic Years Recovering/Resolving - |[TOZINAMERAN] (S -
Professional |Area ) COvID-19
immunisation - Not
applicable - [1d -
.3mL -
Intramuscular])
EU-EC- 29/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Menstruation delayed |COMIRNATY Not reported
10010167155 Healthcare |Economic Years (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not COVID-19
Resolved - ) immunisation - Not
applicable - [1d -
.3mL -
Intramuscular])
EU-EC- 29/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Influenza like illness COMIRNATY Not reported
10010167177 Healthcare |Economic Years (n/a- [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving - |COVID-19
) immunisation - Not
applicable - [n/a -
Vomiting (n/a - 1{DF} -
Recovering/Resolving - |Intramuscular])
EU-EC- 29/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Malaise (1d - COMIRNATY Not reported
10010167205 Professional |Economic Years Recovered/Resolved - ) |[TOZINAMERAN] (S -
Area COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 29/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Intermenstrual bleeding | COMIRNATY Not reported
10010167209 Healthcare |Economic Years (n/a- [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving - |COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 29/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Chest discomfort (n/a - |COMIRNATY Not reported
10010167228 Healthcare |Economic Years Recovered/Resolved - ), |[TOZINAMERAN] (S -
Professional |Area COVID-19
Dyspepsia (n/a - immunisation - n/a -
Recovered/Resolved - ) |[n/a - n/a-
Intramuscular])
EU-EC- 29/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No Rash (2wk - Not COMIRNATY Not reported
10010167235 Professional |Economic Years Recovered/Not [TOZINAMERAN] (S -
Area Resolved - ) COVID-19
immunisation - n/a -
[n/a-n/a-
Intramuscular])
EU-EC- 29/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Petit mal epilepsy (n/a - | COMIRNATY Not reported
10010167246 Healthcare |Economic Years Recovered/Resolved - ) |[TOZINAMERAN] (S -
Professional |Area COVID-19
immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 29/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Chills (1d - COMIRNATY Not reported
10010167284 Healthcare |Economic Years Recovered/Resolved - ), |[TOZINAMERAN] (S -
Professional |Area COVID-19
Headache (1d - immunisation - Not
Recovered/Resolved - ), |applicable - [1d -
1{DF} -
Myalgia (1d - Intramuscular])
Recovered/Resolved - ),
Vaccination site pain
Recovered/Resolved - )
EU-EC- 29/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Influenza like illness COMIRNATY Not reported
10010167285 Healthcare |Economic Years (3d - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved - ) |COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 29/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Asthenia (2d - COMIRNATY Not reported
10010167287 Healthcare |Economic Years Recovered/Resolved - ), |[TOZINAMERAN] (S -
Professional |Area COVID-19
Myalgia (2d - immunisation - Not
Recovered/Resolved - ), |applicable - [1d -
1{DF} -
Vaccination site pain Intramuscular])
Recovered/Resolved - )
EU-EC- 29/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Asthenia (1d - COMIRNATY Not reported
10010167288 Healthcare |Economic Years Recovered/Resolved - ), |[TOZINAMERAN] (S -
Professional |Area COVID-19
Vaccination site pain immunisation - Not
(1d - applicable - [1d -
Recovered/Resolved - )
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1{DF} -
Intramuscular])
EU-EC- 29/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Asthenia (1d - COMIRNATY Not reported
10010167291 Healthcare |Economic Years Recovered/Resolved - ), |[TOZINAMERAN] (S -
Professional |Area COVID-19
Pyrexia (1d - immunisation - Not
Recovered/Resolved - ), |applicable - [1d -
1{DF} -
Vaccination site pain Intramuscular])
(1d -
Recovered/Resolved - )
EU-EC- 29/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Amenorrhoea (32d - COMIRNATY Not reported
10010167292 Healthcare |Economic Years |Specified Recovered/Resolved - ), |[TOZINAMERAN] (S -
Professional |Area COVID-19
Diarrhoea (3d - immunisation - Not
Recovered/Resolved - ), |applicable - [1d -
1{DF} -
Dyspnoea (32d - Intramuscular])
Recovered/Resolved - ),
Influenza like illness
Recovered/Resolved - ),
Somnolence (3d -
Recovered/Resolved - ),
Vaccination site pain
Recovered/Resolved - ),
Vaccination site
reaction (3d -
Recovered/Resolved - )
EU-EC- 29/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Diarrhoea (5d - COMIRNATY Not reported
10010167293 Healthcare |Economic Years Recovered/Resolved - ) |[TOZINAMERAN] (S -
Professional |Area COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 29/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Abdominal pain (1d - |COMIRNATY Not reported
10010167294 Healthcare |Economic Years Recovered/Resolved - ), [[TOZINAMERAN] (S -
Professional |Area COVID-19
Asthenia (1d - immunisation - Not
Recovered/Resolved - ), |applicable - [1d -
1{DF} -
Headache (1d - Intramuscular])
Recovered/Resolved - ),
Nausea (1d -
Recovered/Resolved - ),
Vaccination site pain
Recovered/Resolved - )
EU-EC- 29/09/2021 |Spontaneous |Non European |Not available 12-17 |Child Female |No Influenza like illness COMIRNATY Not reported
10010167295 Healthcare |Economic Years (1d - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved - ), |COVID-19
immunisation - Not
Nausea (1d - applicable - [1d -
Recovered/Resolved - ), | 1{DF} -
Intramuscular])
Somnolence (1d -
Recovered/Resolved - ),
Vaccination site pain
(1d -
Recovered/Resolved - )
EU-EC- 29/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Vaccination site pain COMIRNATY Not reported
10010167296 Healthcare |Economic Years - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved - ) |COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 29/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Vaccination site pain COMIRNATY Not reported
10010167299 Healthcare |Economic Years |Specified - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved - ) |COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 29/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Vaccination site pain COMIRNATY Not reported
10010167300 Healthcare |Economic Years (1d - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved - ) |COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 29/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Vaccination site pain COMIRNATY Not reported
10010167301 Healthcare |Economic Years - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved - ) |COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 29/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Vaccination site pain COMIRNATY Not reported
10010167303 Healthcare |Economic Years |Specified - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved - ), |COVID-19
immunisation - Not
Vaccination site applicable - [1d -
reaction (1d - 1{DF} -
Recovered/Resolved - ) |Intramuscular])
EU-EC- 29/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Influenza like illness COMIRNATY Not reported
10010167304 Healthcare |Economic Years (4d - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved - ), |COVID-19
immunisation - Not
Nausea (3d - applicable - [1d -
Recovered/Resolved - ), |1{DF} -
Intramuscular])
Vaccination site
reaction (4d -
Recovered/Resolved - )
EU-EC- 29/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Diarrhoea (1d - COMIRNATY Not reported
10010167307 Healthcare |Economic Years Recovered/Resolved - ), [[TOZINAMERAN] (S -
Professional |Area COVID-19
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Dizziness (1d - immunisation - Not
Recovered/Resolved - ), |applicable - [1d -
1{DF} -
Influenza like illness Intramuscular])
Recovered/Resolved - ),
Vaccination site
reaction (6d -
Recovered/Resolved - )
EU-EC- 29/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Eye disorder (2d - COMIRNATY Not reported
10010167308 Healthcare |Economic Years Recovered/Resolved - ), [[TOZINAMERAN] (S -
Professional |Area COVID-19
Malaise (1d - immunisation - Not
Recovered/Resolved - ), |applicable - [1d -
1{DF} -
Palpitations (1d - Intramuscular])
Recovered/Resolved - )
EU-EC- 29/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent [Female |No Diarrhoea (4d - COMIRNATY Not reported
10010167309 Healthcare |Economic Years Recovered/Resolved - ), [[TOZINAMERAN] (S -
Professional |Area COVID-19
Nausea (3d - immunisation - Not
Recovered/Resolved - ), |applicable - [1d -
1{DF} -
Vomiting (3d - Intramuscular])
Recovered/Resolved - )
EU-EC- 29/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Myocarditis (n/a - Not |COMIRNATY Not reported
10010167311 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - Other n/a-nfa-[n/a-
Medically Important 1{DF} - n/a])
Condition)
EU-EC- 29/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Asthenia (1d - COMIRNATY Not reported
10010167312 Healthcare |Economic Years |Specified Recovered/Resolved - ), |[TOZINAMERAN] (S -
Professional |Area COVID-19
Intermenstrual bleeding |immunisation - Not
- applicable - [1d -
Recovered/Resolved - ), | 1{DF} -
Intramuscular])
Vaccination site pain
Recovered/Resolved - )
EU-EC- 29/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Epistaxis (8d - COMIRNATY Not reported
10010167314 Healthcare |Economic Years Recovered/Resolved - ) |[TOZINAMERAN] (S -
Professional |Area COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 29/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Asthenia (1d - COMIRNATY Not reported
10010167316 Healthcare |Economic Years Recovered/Resolved - ), [[TOZINAMERAN] (S -
Professional |Area COVID-19
Lymphadenopathy (1d - |immunisation - Not
Recovered/Resolved - ), |applicable - [1d -
1{DF} -
Vaccination site pain Intramuscular])
Recovered/Resolved - )
EU-EC- 29/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No Hepatic cytolysis (n/a - |COMIRNATY Not reported
10010167323 Professional |Economic Years Recovering/Resolving - |[TOZINAMERAN] (S -
Area A COVID-19
immunisation - Not
Hypertransaminasaemia |applicable - [1d -
(n/a- 1{DF} -
Recovering/Resolving - |Intramuscular])
EU-EC- 29/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Asthenia (1d - COMIRNATY Not reported
10010167324 Healthcare |Economic Years Recovered/Resolved - ), [[TOZINAMERAN] (S -
Professional |Area COVID-19
Myalgia (1d - immunisation - Not
Recovered/Resolved - ) |applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 29/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Influenza like illness COMIRNATY Not reported
10010167329 Healthcare |Economic Years - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved - ), |COVID-19
immunisation - Not
Vaccination site applicable - [1d -
reaction (3d - 1{DF} -
Recovered/Resolved - ) |Intramuscular])
EU-EC- 29/09/2021 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Lymphadenopathy (7d - | COMIRNATY Not reported
10010167330 Healthcare |Economic Years Recovered/Resolved - ) |[TOZINAMERAN] (S -
Professional |Area COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 29/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Vaccination site pain COMIRNATY Not reported
10010167335 Healthcare |Economic Years - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved - ) |COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 29/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Abdominal pain (n/a- |COMIRNATY Not reported
10010167343 Professional |Economic Years Not Recovered/Not [TOZINAMERAN] (S -
Area Resolved - ), COVID-19
immunisation - Not
Pyrexia (n/a - Not applicable - [1d -
Recovered/Not 1{DF} -
Resolved - ) Intramuscular])
EU-EC- 29/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Sinus tachycardia (1d - |COMIRNATY Not reported
10010167356 Professional |Economic Years Recovered/Resolved - ) |[TOZINAMERAN] (S -
Area COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 29/09/2021 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Myocarditis (149h - COMIRNATY Not reported
10010167781 Professional |European Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation, Other  |immunisation - Not
Medically Important applicable - [n/a - n/a
Condition) - n/a])
EU-EC- 29/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported
10010167914 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important n/a-nfa-[nfa-n/a
Condition), - Intramuscular])
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- Unknown - Other
Medically Important
Condition)
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Hospitalisation)

EU-EC- 29/09/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Eosinophil count TOZINAMERAN Not reported
10010167991 Professional |European Years |Specified increased (n/a - [TOZINAMERAN] (S -
Economic Recovering/Resolving - |COVID-19
Area , immunisation - Not
applicable - [n/a - n/a
Rash papular (n/a - - Intramuscular])
Recovering/Resolving -
]
Rash pruritic (n/a -
Recovering/Resolving -
)
Target skin lesion (n/a -
Recovering/Resolving -
Other Medically
Important Condition)
EU-EC- 29/09/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest pain (n/a - Not | TOZINAMERAN Not reported
10010168332 Professional |European Years |Specified Recovered/Not [TOZINAMERAN] (S -
Economic Resolved - Other COVID-19
Area Medically Important immunisation - Not
Condition), applicable - [1d - n/a
- n/a])
Rhabdomyolysis (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 29/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Seizure (n/a - COMIRNATY Not reported
10010168375 Professional |Economic Years |Specified Recovered/Resolved -  |[TOZINAMERAN] (S -
Area Other Medically COVID-19
Important Condition), |immunisation - n/a -
[n/a-n/a-
Syncope (n/a - Intramuscular])
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 29/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Abdominal pain upper |COMIRNATY [SALBUTAMOL, SALBUTAMOL
10010168381 Professional |Economic Years (n/a- [TOZINAMERAN] (S - |SULFATE] (C-n/a-n/a-)
Area Recovered/Resolved - |COVID-19
Caused/Prolonged immunisation - Not
Hospitalisation), applicable - [n/a -
1{DF} -
Shock symptom (n/a - | Intramuscular])
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Vomiting (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 29/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Purpura (n/a - COMIRNATY Not reported
10010168501 Professional |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S -
Area Other Medically COVID-19
Important Condition) immunisation - Drug
withdrawn - [n/a -
1{DF} -
Intramuscular])
EU-EC- 29/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Pericarditis (6d - COMIRNATY Not reported
10010168521 Professional |Economic Years |Specified Recovered/Resolved -  |[TOZINAMERAN] (S -
Area Caused/Prolonged COVID-19

immunisation - Drug
withdrawn - [1d -
.3mL -
Intramuscular]),

GARDASIL 9 [HUMAN
PAPILLOMAVIRUS
TYPE 31 L1 PROTEIN
- ADSORBED - IN
THE FORM OF VIRUS-
LIKE PARTICLES
PRODUCED IN YEAST
CELLS
(SACCHAROMYCES
CEREVISIAE CANADE
3C-5 (STRAIN 1895))
BY RDNA, HUMAN
PAPILLOMAVIRUS
TYPE 33 L1 PROTEIN
- ADSORBED - IN
THE FORM OF VIRUS-
LIKE PARTICLES
PRODUCED IN YEAST
CELLS
(SACCHAROMYCES
CEREVISIAE CANADE
3C-5 (STRAIN 1895))
BY RDNA, HUMAN
PAPILLOMAVIRUS
TYPE 45 L1 PROTEIN
- ADSORBED - IN
THE FORM OF VIRUS-
LIKE PARTICLES
PRODUCED IN YEAST
CELLS
(SACCHAROMYCES
CEREVISIAE CANADE
3C-5 (STRAIN 1895))
BY RDNA, HUMAN
PAPILLOMAVIRUS
TYPE 52 L1 PROTEIN
- ADSORBED - IN
THE FORM OF VIRUS-
LIKE PARTICLES
PRODUCED IN YEAST
CELLS
(SACCHAROMYCES
CEREVISIAE CANADE
3C-5 (STRAIN 1895))
BY RDNA, HUMAN
PAPILLOMAVIRUS
TYPE 58 L1 PROTEIN
- ADSORBED - IN
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THE FORM OF VIRUS-
LIKE PARTICLES
PRODUCED IN YEAST
CELLS
(SACCHAROMYCES
CEREVISIAE CANADE
3C-5 (STRAIN 1895))
BY RDNA, HUMAN
PAPILLOMAVIRUS
TYPE 11 L1 PROTEIN
- ADSORBED - IN
THE FORM OF VIRUS-
LIKE PARTICLES
PRODUCED IN YEAST
CELLS
(SACCHAROMYCES
CEREVISIAE CANADE
3C-5 (STRAIN 1895))
BY RDNA, HUMAN
PAPILLOMAVIRUS
TYPE 16 L1 PROTEIN
- ADSORBED - IN
THE FORM OF VIRUS-
LIKE PARTICLES
PRODUCED IN YEAST
CELLS
(SACCHAROMYCES
CEREVISIAE CANADE
3C-5 (STRAIN 1895))
BY RDNA, HUMAN
PAPILLOMAVIRUS
TYPE 18 L1 PROTEIN
- ADSORBED - IN
THE FORM OF VIRUS-
LIKE PARTICLES
PRODUCED IN YEAST
CELLS
(SACCHAROMYCES
CEREVISIAE CANADE
3C-5 (STRAIN 1895))
BY RDNA, HUMAN
PAPILLOMAVIRUS
TYPE 6 L1 PROTEIN -
ADSORBED - IN THE
FORM OF VIRUS-LIKE
PARTICLES
PRODUCED IN YEAST
CELLS
(SACCHAROMYCES
CEREVISIAE CANADE
3C-5 (STRAIN 1895))
BY RDNA,
AMORPHOUS
ALUMINIUM
HYDROXYPHOSPHATE
SULPHATE] (S -
Immunisation - Drug
withdrawn - [1d -
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.5mL -
Intramuscular])
EU-EC- 29/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Anaphylactoid shock COMIRNATY Not reported
10010168527 Professional |Economic Years |Specified (1d - [TOZINAMERAN] (S -
Area Recovered/Resolved -  |COVID-19
Life Threatening) immunisation - Drug
withdrawn - [1d -
.3mL -
Intramuscular])
EU-EC- 29/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Presyncope (n/a - COMIRNATY Not reported
10010168536 Healthcare  |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area Caused/Prolonged COovID-19
Hospitalisation) immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 29/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Neuralgia (n/a - Not COMIRNATY Not reported
10010169096 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ) COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/al)
EU-EC- 29/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Arthralgia (n/a - Not COMIRNATY NOT AVAILABLE (C - n/a - n/a
10010169110 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S - |- [n/a - n/a - n/al),
Professional |Area Resolved - ), COVID-19
immunisation - Not [QUETIAPINE FUMARATE] (C -
Chills (n/a - Not applicable - [n/a - n/a-n/a-[n/a-n/a-n/a])
Recovered/Not 1{DF} - n/a])
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 - )
EU-EC- 29/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Intermenstrual bleeding | COMIRNATY Not reported
10010169159 Healthcare |Economic Years |Specified (4d - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved - ) |COVID-19

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

EU-EC-
10010169239

29/09/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

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

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

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

Not reported

EU-EC-
10010169285

29/09/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Arthralgia (48h -
Recovered/Resolved - ),

Asthenia (48h -
Recovered/Resolved - ),

Chills (48h -
Recovered/Resolved - ),

Fatigue (48h -
Recovered/Resolved - ),

Headache (48h -
Recovered/Resolved - ),

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

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

Vomiting (48h -
Recovered/Resolved - )

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

Not reported

EU-EC-
10010169626

29/09/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

Not reported

EU-EC-
10010169881

29/09/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

[DESOGESTREL] (C - Mood
swings - n/a - [n/a - n/a -

n/al),

[NORTRIPTYLINE,
NORTRIPTYLINE
HYDROCHLORIDE] (C -
Migraine - n/a - [n/a - n/a -

n/al),

[TOPIRAMATE] (C - Migraine -
n/a - [n/a - n/a - n/a])

EU-EC-
10010169887

29/09/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Anaphylactic reaction
(580min -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Blood pressure
increased (570min -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Dyspnoea (570min -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Oxygen saturation
decreased (570min -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Pruritus (580min -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Throat irritation
(550min -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)

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

[FEXOFENADINE
HYDROCHLORIDE] (C -
Rhinitis allergic - n/a - [n/a -
2{DF} - Oral]),

[GINGER, HANGEKOBOKUTO]
(C-nfa-n/a-[nfa-6g-
Oral]),

[MAGNOLIA BARK] (C - n/a -
n/a - [n/a - 6g - Oral]),

[MECOBALAMIN] (C - n/a -
n/a - [n/a - 3{DF} - Oral]),

[PERILLA FRUTESCENS VAR.
CRISPA] (C-n/a-n/a-[n/a-
6g - Oral]),

[PINELLIA TERNATA ROOT] (C
-n/a-nf/a-[n/a-6g - Oral]),

[PORIAE COCOS
SCLEROTIUM] (C - n/a - n/a -
[n/a - 6g - Oral]),

[ZINGIBER OFFICINALE
RHIZOME] (C-n/a-n/a -
[n/a - 6g - Oral])

EU-EC-
10010169896

29/09/2021

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

Amaurosis (3min -
Recovered/Resolved -
Other Medically
Important Condition),

Dyspnoea (3min -
Recovered/Resolved -
Other Medically

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

Not reported
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Important Condition),
Hypoacusis (3min -
Recovered/Resolved -
Other Medically
Important Condition),
Shock (3min -
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 29/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Hyperhidrosis (0d - COMIRNATY Not reported
10010170016 Healthcare |Economic Years Recovered/Resolved - ), |[TOZINAMERAN] (S -
Professional |Area n/a-nfa-[n/a-
Nausea (0d - 1{DF} - n/a])
Recovered/Resolved - ),
Rash (n/a -
Recovered/Resolved - ),
Syncope (0d -
Recovered/Resolved - )
EU-EC- 29/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Syncope (5min - COMIRNATY Not reported
10010170152 Professional |Economic Years |Specified Recovered/Resolved - ) |[TOZINAMERAN] (S -
Area CovID-19
immunisation - Not
applicable - [n/a -
.3mL - n/a - More in
ICSR])
EU-EC- 29/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Chest pain (5d - COMIRNATY Not reported
10010170243 Healthcare |Economic Years |Specified Recovered/Resolved - ), |[TOZINAMERAN] (S -
Professional |Area COVID-19
Palpitations (5d - immunisation - Not
Recovered/Resolved - ) |applicable - [n/a -
1{DF} - n/a])
EU-EC- 29/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Abdominal pain (n/fa- |COMIRNATY Not reported
10010170312 Healthcare |Economic Years |Specified Not Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COovID-19
immunisation - Not
Fatigue (n/a - Not applicable - [n/a -
Recovered/Not 1{DF} - n/a])
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 - ),
Nausea (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 29/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Headache (1d - COMIRNATY NOT AVAILABLE (C - n/a - n/a
10010170313 Healthcare |Economic Years |Specified Recovered/Resolved - ), |[TOZINAMERAN] (S - |- [n/a - n/a - n/a])
Professional |Area COVID-19
Hypoaesthesia (1d - immunisation - Not
Recovered/Resolved - ) |applicable - [n/a -
1{DF} - n/a])
EU-EC- 29/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Anxiety (n/a - COMIRNATY Not reported
10010170327 Professional |Economic Years |Specified Recovered/Resolved - ), |[TOZINAMERAN] (S -
Area COvID-19
Dysphagia (15min - immunisation - Not
Recovered/Resolved - ) |applicable - [n/a -
.3mL - n/a - More in
ICSR])
EU-EC- 29/09/2021 |Spontaneous |Non Non Not available 12-17 |Not Female |No Lymphadenopathy (n/a |TOZINAMERAN Not reported
10010170510 Healthcare |European Years |Specified - Not Recovered/Not [TOZINAMERAN] (S -
Professional |Economic Resolved - Other COVID-19
Area Medically Important immunisation - Not
Condition) applicable - [1d - n/a
- n/a])
EU-EC- 29/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Alopecia (n/a - COMIRNATY Not reported
10010170820 Healthcare |Economic Years Unknown -) [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 29/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Menstrual disorder (23d | COMIRNATY Not reported
10010170822 Healthcare |Economic Years - Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 29/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Vaccination site pain COMIRNATY Not reported
10010170826 Healthcare |Economic Years (41d - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved - ) |Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 29/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Menstrual disorder (n/fa |COMIRNATY Not reported
10010170828 Healthcare |Economic Years - Unknown - ) [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 29/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Apathy (1d - COMIRNATY Not reported
10010170839 Healthcare |Economic Years Recovered/Resolved -  [[TOZINAMERAN] (S -
Professional |Area Caused/Prolonged Immunisation - n/a -
Hospitalisation), [n/a - n/a - n/a])
Arthralgia (1d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Chest pain (1d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Myopericarditis (1d -
Recovered/Resolved -
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Caused/Prolonged
Hospitalisation)
EU-EC- 29/09/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Asthenia (n/a - COMIRNATY Not reported
10010170875 Professional |European Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d - n/a
Fall (n/a - - n/a])
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 29/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Headache (2d - COMIRNATY Not reported
10010171145 Professional |Economic Years Recovered/Resolved - ), [[TOZINAMERAN] (S -
Area COVID-19
Malaise (2d - immunisation - Not
Recovered/Resolved - ), |applicable - [1d -
.3mL -
Pyrexia (2d - Intramuscular])
Recovered/Resolved - )
EU-EC- 29/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Asthenia (9d - COMIRNATY Not reported
10010171152 Professional |Economic Years Recovered/Resolved - ), |[TOZINAMERAN] (S -
Area CovID-19
Headache (9d - immunisation - Not
Recovered/Resolved - ), |applicable - [1d -
.3mL -
Vaccination site Intramuscular])
erythema (9d -
Recovered/Resolved - ),
Vaccination site pain
(od -
Recovered/Resolved - )
EU-EC- 29/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Pharyngitis (2d - COMIRNATY Not reported
10010171157 Professional |Economic Years Recovered/Resolved - ) |[TOZINAMERAN] (S -
Area COVID-19
immunisation - Not
applicable - [1d -
.3mL - Intramuscular
- More in ICSR])
EU-EC- 29/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Heavy menstrual COMIRNATY Not reported
10010171160 Professional |Economic Years bleeding (11d - [TOZINAMERAN] (S -
Area Recovered/Resolved - ) |COVID-19
immunisation - Not
applicable - [1d - n/a
- n/a])
EU-EC- 29/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No Vaccination site COMIRNATY Not reported
10010171221 Professional |Economic Years lymphadenopathy (n/a |[TOZINAMERAN] (S -
Area - Recovering/Resolving |COVID-19
- immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 29/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Malaise (n/a - Unknown |COMIRNATY Not reported
10010171223 Professional |Economic Years =) [TOZINAMERAN] (S -
Area COVID-19
Pyrexia (n/a - Unknown |immunisation - Not
- applicable - [n/a -
1{DF} - Unknown])
EU-EC- 29/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Diarrhoea (n/a - COMIRNATY Not reported
10010171246 Professional |Economic Years Recovering/Resolving - |[TOZINAMERAN] (S -
Area A COovID-19
immunisation - Not
Pyrexia (n/a - applicable - [n/a -
Recovering/Resolving - |1{DF} -
) Intramuscular])
EU-EC- 29/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Dizziness (n/a - COMIRNATY Not reported
10010171251 Professional |Economic Years Recovered/Resolved - ), |[TOZINAMERAN] (S -
Area COovID-19
Pyrexia (n/a - immunisation - Not
Recovered/Resolved - ) |applicable - [n/a -
1{DF} - n/a])
EU-EC- 29/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Lymphadenopathy (n/a |COMIRNATY Not reported
10010171252 Professional | Economic Years - Recovered/Resolved - [[TOZINAMERAN] (S -
Area 3 COVID-19
immunisation - Not
Vaccination site applicable - [n/a -
inflammation (n/a - 1{DF} - n/a])
Recovered/Resolved - )
EU-EC- 29/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Dizziness (n/a - COMIRNATY Not reported
10010171257 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important COovID-19
Condition), immunisation - Drug
withdrawn - [1d -
Pyrexia (n/a - Unknown |.3mL -
- Other Medically Intramuscular])
Important Condition),
Skin discolouration (n/a
- Unknown - Other
Medically Important
Condition)
EU-EC- 29/09/2021 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Abdominal pain (1d - |COMIRNATY Not reported
10010171309 Professional |Economic Years Recovered/Resolved -  |[TOZINAMERAN] (S -
Area Other Medically COvID-19
Important Condition), |immunisation - Not
applicable - [1d -
Generalised tonic-clonic |.3mL -
seizure (1d - Intramuscular])
Recovered/Resolved -
Other Medically
Important Condition),
Headache (1d -
Recovered/Resolved -
Other Medically
Important Condition),
Pyrexia (1d -
Recovered/Resolved -
Other Medically
Important Condition),
Syncope (1d -
Recovered/Resolved -
Other Medically
Important Condition),

24/51



30.11.2022 12.09

Run Line Listing Report

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

Vomiting (1d -
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 29/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Vaccination site joint COMIRNATY Not reported
10010171326 Professional |Economic Years movement impairment  |[TOZINAMERAN] (S -
Area (n/a- COVID-19
Recovering/Resolving - |immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 29/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Lymphadenopathy (n/a |COMIRNATY Not reported
10010171338 Professional |Economic Years - Recovered/Resolved - |[TOZINAMERAN] (S -
Area COVID-19
immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 29/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Urticaria (2d - COMIRNATY Not reported
10010171351 Professional |Economic Years Recovered/Resolved - ) |[TOZINAMERAN] (S -
Area COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 29/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Herpes zoster (n/a - COMIRNATY Not reported
10010171375 Professional |Economic Years Recovering/Resolving - |[TOZINAMERAN] (S -
Area Other Medically COvID-19
Important Condition) immunisation - Not
applicable - [1d -
.3mL -
Intramuscular])
EU-EC- 29/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Diarrhoea (n/a - COMIRNATY Not reported
10010171388 Professional |Economic Years Recovered/Resolved - ), |[TOZINAMERAN] (S -
Area COVID-19
Pyrexia (n/a - immunisation - Not
Recovered/Resolved - ) |applicable - [n/a -
1{DF} - n/al)
EU-EC- 29/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Lymphadenopathy (n/a |COMIRNATY Not reported
10010171409 Professional |Economic Years - Recovered/Resolved - |[TOZINAMERAN] (S -
Area COVID-19
immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 29/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Lymphadenopathy (n/a |COMIRNATY Not reported
10010171415 Professional |Economic Years - Recovered/Resolved - |[TOZINAMERAN] (S -
Area ) COvID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 29/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Myopericarditis (n/fa - |COMIRNATY Not reported
10010171427 Professional |Economic Years Recovering/Resolving - |[TOZINAMERAN] (S -
Area Caused/Prolonged COvID-19
Hospitalisation) immunisation - Not
applicable - [1d - n/a
- n/a))
EU-EC- 29/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Headache (n/a - COMIRNATY Not reported
10010171443 Healthcare |Economic Years Unknown - ), [TOZINAMERAN] (S -
Professional |Area COVID-19
Motor dysfunction (0d - |immunisation -
Recovered/Resolved - ), |Unknown - [n/a -
1{DF} - n/a])
Neurological
examination abnormal
(n/a - Unknown - )
EU-EC- 29/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No Headache (n/a - Not COMIRNATY Not reported
10010171508 Professional | Economic Years Recovered/Not [TOZINAMERAN] (S -
Area Resolved - COVID-19
Caused/Prolonged immunisation - Dose
Hospitalisation) not changed - [n/a -
1{DF} -
Intramuscular])
EU-EC- 29/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Malaise (n/a - COMIRNATY [ETHINYLESTRADIOL,
10010171674 Healthcare |Economic Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S - |LEVONORGESTREL] (C - n/a -
Professional |Area ., COvID-19 n/a - [n/a - n/a - n/a])
immunisation - Not
Myalgia (n/a - Not applicable - [n/a -
Recovered/Not 1{DF} - n/a])
Resolved - )
EU-EC- 29/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Syncope (n/a - COMIRNATY Not reported
10010171759 Professional |Economic Years |Specified Recovered/Resolved -  |[TOZINAMERAN] (S -
Area Other Medically COvID-19
Important Condition) immunisation - Not
applicable - [n/a - n/a
- n/a])
EU-EC- 29/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Chest pain (n/a - Not ~|COMIRNATY Not reported
10010171844 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), n/a-n/a-[n/a-
1{DF} - n/a])
Myocarditis (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 29/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Muscle spasms (n/a - |COMIRNATY Not reported
10010171850 Healthcare |Economic Years Not Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - n/a-nfa-[n/a-
Caused/Prolonged 2{DF} - n/a])
Hospitalisation),
Weight bearing
difficulty (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 28/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Heart rate increased COMIRNATY Not reported
10010144378 Healthcare |Economic Years |Specified (n/a- [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving - |COVID-19
), immunisation - n/a -
[n/a-.3mL-
Hyperhidrosis (n/a - Intramuscular])
Recovering/Resolving -
,
Lymphadenopathy (n/a
- Recovering/Resolving
-)
EU-EC- 28/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Paresis (3d - COMIRNATY Not reported
10010144419 Professional |Economic Years |Specified Recovered/Resolved - ) |[TOZINAMERAN] (S -
Area COovID-19
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immunisation - Not
applicable - [n/a -
.3mL -
Intramuscular])
EU-EC- 28/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Chest pain (n/a - COMIRNATY Not reported
10010146174 Healthcare |Economic Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S -
Professional |Area Caused/Prolonged COVID-19
Hospitalisation), immunisation - n/a -
[n/a-n/a-
Myocarditis (n/a - Intramuscular])
Recovering/Resolving -
Caused/Prolonged
Hospitalisation)
EU-EC- 28/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Blister (n/a - COMIRNATY Not reported
10010146191 Professional |Economic Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S -
Area ), COVID-19
immunisation - Not
Erythema (n/a - applicable - [n/a -
Recovering/Resolving - |.3mL -
) Intramuscular])
Herpes simplex (n/a -
Recovering/Resolving -
)
Macule (n/a -
Recovering/Resolving -
EU-EC- 28/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Headache (n/a - COMIRNATY Not reported
10010146312 Healthcare |Economic Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S -
Professional |Area ) COVID-19
immunisation - Not
Nausea (n/a - applicable - [n/a -
Recovering/Resolving - |.3mL -
) Intramuscular])
Pain in extremity (n/a -
Recovering/Resolving -
)
Pyrexia (n/a -
Recovering/Resolving -
)
Vomiting (n/a -
Recovering/Resolving -
EU-EC- 28/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Injection site pain (n/a |COMIRNATY Not reported
10010146353 Healthcare |Economic Years |Specified - Not Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), Immunisation - Drug
withdrawn - [n/a -
Lymphadenopathy (n/a |.3mL -
- Not Recovered/Not Intramuscular])
Resolved - )
EU-EC- 28/09/2021 | Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Phlebitis superficial COMIRNATY Not reported
10010146355 Professional |Economic Years |Specified (27d - [TOZINAMERAN] (S -
Area Recovered/Resolved - ), |COVID-19
immunisation - n/a -
Urticaria (27d - [n/a - n/a - n/a])
Recovered/Resolved - )
EU-EC- 28/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Ear pain (5d - COMIRNATY Not reported
10010146403 Professional |Economic Years |Specified Recovered/Resolved - ), |[TOZINAMERAN] (S -
Area COVID-19
Inflammation (5d - immunisation - Not
Recovered/Resolved - ), |applicable - [n/a -
.3mL -
Migraine (5d - Intramuscular])
Recovered/Resolved - ),
Oropharyngeal pain (5d
- Recovered/Resolved -
)
Pyrexia (5d -
Recovered/Resolved - )
EU-EC- 28/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Cough (n/a - COMIRNATY Not reported
10010146411 Professional |Economic Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S -
Area ) COVID-19
immunisation - Not
Pyrexia (n/a - applicable - [n/a -
Recovering/Resolving - |1{DF} -
Intramuscular])
EU-EC- 28/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Lymphadenopathy (n/a |COMIRNATY Not reported
10010146437 Healthcare |Economic Years |Specified - Not Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19
immunisation - Not
Oedema (n/a - Not applicable - [n/a -
Recovered/Not 1{DF} -
Resolved - ), Intramuscular])
Pain (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 28/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Heart rate increased COMIRNATY Not reported
10010146486 Healthcare |Economic Years |Specified (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not COVID-19
Resolved - Disabling)  |immunisation - Not
applicable - [n/a -
.3mL -
Intramuscular])
EU-EC- 28/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Migraine (n/a - COMIRNATY Not reported
10010146528 Healthcare |Economic Years |Specified Recovered/Resolved - ), |[TOZINAMERAN] (S -
Professional |Area COVID-19
Pain (n/a - immunisation - Not
Recovered/Resolved - ), |applicable - [n/a -
.3mL -
Paraesthesia (n/a - Intramuscular])
Recovered/Resolved - ),
Paraesthesia oral (n/a -
Recovered/Resolved - ),
Pharyngeal
paraesthesia (n/a -
Recovered/Resolved - ),
Visual impairment (n/a
- Recovered/Resolved -
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)
Vomiting (n/a -
Recovered/Resolved - )
EU-EC- 28/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Headache (n/a - COMIRNATY Not reported
10010146580 Healthcare |Economic Years |Specified Recovered/Resolved - ), |[TOZINAMERAN] (S -
Professional |Area n/a-n/a-[n/a-n/a
Pain in extremity (n/a - |- Intramuscular])
Recovered/Resolved - ),
Pyrexia (n/a -
Recovered/Resolved - )
EU-EC- 28/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Pruritus genital (n/a- |COMIRNATY Not reported
10010146706 Healthcare |Economic Years |Specified Recovered/Resolved - ), [[TOZINAMERAN] (S -
Professional |Area COVID-19
Pyrexia (n/a - immunisation - n/a -
Recovered/Resolved - ) |[n/a - .3mL -
Intramuscular])
EU-EC- 28/09/2021 |Spontaneous |Non Non Not available 12-17 |Not Male No Chest pain (n/a- Not | TOZINAMERAN Not reported
10010146858 Healthcare |European Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional | Economic Resolved - COVID-19
Area Caused/Prolonged immunisation - Not
Hospitalisation), applicable - [n/a - n/a
- n/al)
Eating disorder (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Oesophagitis (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Pain (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 28/09/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Anaphylactic reaction | TOZINAMERAN Not reported
10010146912 Professional |European Years |Specified (n/a - Unknown - Life  |[TOZINAMERAN] (S -
Economic Threatening), COVID-19
Area immunisation - Not
Chest pain (n/a - applicable - [1d - n/a
Unknown - Life - n/al)
Threatening),
Dyspnoea (n/a -
Unknown - Life
Threatening),
Paraesthesia (n/a -
Unknown - Life
Threatening),
Pharyngeal
paraesthesia (n/a -
Unknown - Life
Threatening)
EU-EC- 28/09/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Myocarditis (n/a - COMIRNATY Not reported
10010146934 Professional |European Years |Specified Recovering/Resolving - [[TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation, Other  |immunisation - Not
Medically Important applicable - [1d - n/a
Condition), - n/a))
Troponin increased (n/a
- Recovering/Resolving
-)
EU-EC- 28/09/2021 |Spontaneous |Healthcare |Non Hanna, C.. IgA nephropathy 12-17 |Not Male No Acute kidney injury (n/a | TOZINAMERAN Not reported
10010147398 Professional |European |presenting as macroscopic Years |Specified - Recovering/Resolving |[TOZINAMERAN] (S -
Economic |hematuria in 2 pediatric - Other Medically COVID-19
Area patients after receiving the Important Condition), |immunisation - Not
Pfizer COVID-19 vaccine.. applicable - [n/a - n/a
Kidney International. 2021;100 Haematuria (n/a - - n/a])
(3):705-706. Recovered/Resolved - ),
doi:10.1016/j.kint.2021.06.032
Hypertension (n/a -
Unknown - ),
Proteinuria (n/a -
Unknown - )
EU-EC- 28/09/2021 | Spontaneous |Healthcare |Non Hanna, C.. IgA nephropathy ~ |12-17 |Not Male No Acute kidney injury (n/a | TOZINAMERAN [LISINOPRIL, LISINOPRIL
10010147399 Professional |European |presenting as macroscopic Years |Specified - Recovered/Resolved - |[TOZINAMERAN] (S - |DIHYDRATE] (C - n/a - n/a -
Economic |hematuria in 2 pediatric Other Medically COVID-19 [n/a - 10mg - n/a])
Area patients after receiving the Important Condition), |immunisation - Not
Pfizer COVID-19 vaccine.. applicable - [n/a - n/a
Kidney International. 2021;100 Haematuria (n/a - - n/al)
(3):705-706. Recovered/Resolved - )
doi:10.1016/j.kint.2021.06.032
EU-EC- 28/09/2021 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Myalgia (n/a - COMIRNATY Not reported
10010147436 Professional |European Years |Specified Recovered/Resolved - ), [[TOZINAMERAN] (S -
Economic COVID-19
Area Myocarditis (n/a - Not |immunisation - Not
Recovered/Not applicable - [n/a - n/a
Resolved - - n/aj)
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),
Pyrexia (n/a -
Recovered/Resolved - ),
Troponin increased (n/a
- Unknown - )
EU-EC- 28/09/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Arthralgia (n/a - COMIRNATY Not reported
10010147445 Professional |European Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d - n/a
Back pain (n/a - - n/a])
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
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Chest pain (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

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

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

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

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

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

Vaccination site pain

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

Heart rate irregular (n/a
- Not Recovered/Not
Resolved - ),

(n/a-
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 28/09/2021 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Autonomic nervous COMIRNATY Not reported
10010147496 Professional |European Years |Specified system imbalance (0d - |[TOZINAMERAN] (S -
Economic Recovered/Resolved - |COVID-19
Area Other Medically immunisation - Not
Important Condition), |applicable - [n/a - n/a
- n/al)
Fall (0d -
Recovered/Resolved -
Other Medically
Important Condition),
Loss of consciousness
(od -
Recovered/Resolved -
Other Medically
Important Condition),
Presyncope (n/a -
Recovered/Resolved -
Other Medically
Important Condition),
Syncope (0d -
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 28/09/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Pulmonary embolism COMIRNATY Not reported
10010147563 Professional |European Years |Specified (n/a- [TOZINAMERAN] (S -
Economic Recovering/Resolving - |COVID-19
Area Other Medically immunisation - Not
Important Condition)  |applicable - [n/a - n/a
- n/a])
EU-EC- 28/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Facial pain (n/a - COMIRNATY Not reported
10010147687 Healthcare |Economic Years |Specified Unknown - ), [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
Fatigue (n/a - Unknown |[n/a - n/a -
=), Intramuscular])
Headache (n/a - Not
Recovered/Not
Resolved - ),
Nausea (n/a - Unknown
=
Pain in extremity (n/a -
Unknown - )
EU-EC- 28/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Fatigue (n/a - Unknown |COMIRNATY [ETHINYLESTRADIOL,
10010147706 Healthcare |Economic Years |Specified =) [TOZINAMERAN] (S - |LEVONORGESTREL] (C -
Professional |Area Immunisation - n/a - |Contraception, Menstrual cycle
Heavy menstrual [n/a-n/a- management, Skin disorder -
bleeding (n/a - Intramuscular]) n/a - [n/a-n/a-n/al)
Recovered/Resolved - ),
Pain in extremity (n/a -
Unknown - )
EU-EC- 28/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Epistaxis (2d - COMIRNATY Not reported
10010147707 Healthcare |Economic Years |Specified Recovered/Resolved - ), [[TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
Menstruation irregular |[n/a - n/a -
(n/a - Unknown - ), Intramuscular])
Mouth haemorrhage
(1d -
Recovered/Resolved - )
EU-EC- 28/09/2021 | Spontaneous |Non European |Not available 12-17 |Not Female |No Headache (n/a - Not COMIRNATY [PARACETAMOL] (C - n/a -
10010147727 Healthcare  |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S - |n/a - [n/a - n/a - n/a])
Professional |Area Resolved - ), Immunisation - n/a -
[n/a-n/a-
Heart rate increased Intramuscular])
(n/a - Not
Recovered/Not
Resolved - ),
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Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 28/09/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Myocarditis (n/a - COMIRNATY Not reported
10010148154 Professional |European Years |Specified Unknown - [TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation, Other  |immunisation - Not
Medically Important applicable - [n/a - n/a
Condition) - n/a))
EU-EC- 28/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Diarrhoea (n/a - Not COMIRNATY Not reported
10010148376 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), Immunisation - n/a -
[n/a-n/a-
Fatigue (n/a - Unknown |Intramuscular])
Headache (n/a -
Unknown - ),
Myalgia (n/a - Unknown
Pyrexia (n/a - Unknown
EU-EC- 28/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Herpes zoster (n/a - COMIRNATY Not reported
10010148417 Healthcare |Economic Years Recovering/Resolving - |CONCENTRATE FOR
Professional |Area , DISPERSION FOR
INJECTION COVID-19
Pruritus (n/a - MRNA VACCINE
Recovering/Resolving - |(NUCLEOSIDE
) MODIFIED)
[TOZINAMERAN] (S -
Rash (n/a - COVID-19
Recovering/Resolving - |immunisation - Not
applicable - [n/a - n/a
- n/a])
EU-EC- 28/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Dysmenorrhoea (n/a - |COMIRNATY Not reported
10010149005 Healthcare |Economic Years Not Recovered/Not CONCENTRATE FOR
Professional |Area Resolved - ), DISPERSION FOR
INJECTION
Heavy menstrual [TOZINAMERAN] (S -
bleeding (n/a - Not COVID-19
Recovered/Not immunisation - Not
Resolved - ) applicable - [n/a - n/a
- n/a])
EU-EC- 28/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Body temperature COMIRNATY Not reported
10010149107 Healthcare |Economic Years |Specified increased (2d - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved - ), |COVID-19 - n/a - [n/a
-.3mL - n/a])
Dizziness (2d -
Recovered/Resolved - ),
Headache (2d -
Recovered/Resolved - ),
Nausea (2d -
Recovered/Resolved - ),
Tunnel vision (2d -
Recovered/Resolved - ),
Vomiting (2d -
Recovered/Resolved - )
EU-EC- 28/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Injection site reaction |COMIRNATY Not reported
10010149410 Healthcare |Economic Years |Specified (n/a- [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved COVID-19
With Sequelae - immunisation - Not
Caused/Prolonged applicable - [n/a - n/a
Hospitalisation), - n/a])
Malaise (n/a -
Recovered/Resolved
With Sequelae -
Caused/Prolonged
Hospitalisation),
Seizure (n/a -
Recovered/Resolved
With Sequelae -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),
Syncope (n/a -
Recovered/Resolved
With Sequelae -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition)
EU-EC- 28/09/2021 | Spontaneous |Non Non Not available 12-17 |Not Male No Epilepsy (n/a - TOZINAMERAN [LAMOTRIGINE] (C - Epilepsy
10010149693 Healthcare |European Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S - |- n/a - [n/a - n/a - n/a])
Professional |Economic Other Medically COovID-19
Area Important Condition), |immunisation - Not
applicable - [1d - n/a
Seizure (1d - - n/a])
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 28/09/2021 |Spontaneous |Non Non Not available 12-17 |Not Female |No Heavy menstrual TOZINAMERAN PROGESTOGENS [NOT
10010149694 Healthcare |European Years |Specified bleeding (7d - [TOZINAMERAN] (S - |AVAILABLE] (C-n/a - n/a -
Professional |Economic Recovered/Resolved - |COVID-19 [n/a - n/a - n/a]),
Area Other Medically immunisation - Not
Important Condition), |applicable - [1d - n/a |[PROPRANOLOL,
- n/a - More in ICSR]) |PROPRANOLOL
Menstrual disorder (n/a HYDROCHLORIDE] (C -
- Unknown - Other Anxiety - n/fa - [n/a-n/a-
Medically Important n/al),
Condition)
[SERTRALINE, SERTRALINE
HYDROCHLORIDE] (C -
Depression - n/a - [n/a - n/a -
n/a])
EU-EC- 28/09/2021 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest pain (n/a - Not |COMIRNATY Not reported
10010149702 Professional |European Years |Specified Recovered/Not [TOZINAMERAN] (S -
Resolved - ), COVID-19
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Pericarditis (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

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

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

EU-EC-
10010149736

28/09/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

Body temperature
decreased (17h -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

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

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

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

Diarrhoea (17h -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

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

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

Heart rate decreased
(17h -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

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

Nausea (17h -
Recovered/Resolved - ),

Vomiting (17h -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10010149831

28/09/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

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

Not reported

EU-EC-
10010149952

28/09/2021

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

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

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

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

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

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

Hyperhidrosis (n/a -

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

Not reported
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Not Recovered/Not
Resolved - Other
Medically Important
Condition),
Hypotension (n/a -
Recovered/Resolved -
Other Medically
Important Condition),
Pallor (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Tremor (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Vision blurred (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 28/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Lymphadenopathy (n/a |COMIRNATY Not reported
10010150216 Healthcare |Economic Years |Specified - Not Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ) COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 28/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Muscle spasms (n/a - |COMIRNATY Not reported
10010150325 Professional |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Area Caused/Prolonged COVID-19
Hospitalisation), immunisation - Not
applicable - [n/a -
Oedema peripheral (n/a |1{DF} -
- Recovered/Resolved - |Intramuscular])
Caused/Prolonged
Hospitalisation),
Rhabdomyolysis (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 28/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Pancreatitis acute (6d - |COMIRNATY KALYDECO [IVACAFTOR] (C -
10010150524 Professional |Economic Years |Specified Recovered/Resolved -  |[TOZINAMERAN] (S - |Cystic fibrosis - n/a - [n/a -
Area Caused/Prolonged COVID-19 n/a - n/al),
Hospitalisation, Other  |immunisation - Not
Medically Important applicable - [n/a - n/a |[ALPHA-TOCOPHEROL] (C -
Condition) - n/a]) Malabsorption - n/a - [n/a -
n/a - n/a]),
[RETINOL] (C - Malabsorption
-n/a-[n/a-n/a-n/a]),
[SODIUM CHLORIDE] (C -
Cystic fibrosis - n/a - [n/a -
n/a - n/al]),
[VITAMIN D] (C -
Malabsorption - n/a - [n/a -
n/a - n/a)),
[VITAMIN K] (C -
Malabsorption - n/a - [n/a -
n/a - n/a])
EU-EC- 28/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Chills (24h - COMIRNATY [ANHYDROUS
10010150766 Healthcare |Economic Years |Specified Recovered/Resolved - ), |[TOZINAMERAN] (S - |LEVOTHYROXINE SODIUM,
Professional |Area COVID-19 LEVOTHYROXINE,
Pyrexia (24h - immunisation - n/a - |LEVOTHYROXINE SODIUM,
Recovered/Resolved - ), |[n/a - n/a - n/a]) LEVOTHYROXINE SODIUM
ANHYDROUS EP] (C -
Tremor (24h - Hypothyroidism - n/a - [n/a -
Recovered/Resolved - ) n/a - n/aj)
EU-EC- 28/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Epistaxis (3d - COMIRNATY Not reported
10010150827 Healthcare |Economic Years |Specified Recovered/Resolved - ), |[TOZINAMERAN] (S -
Professional |Area COVID-19
Headache (2s - immunisation - Not
Recovered/Resolved - ), |applicable - [n/a -
1{DF} - n/a])
Malaise (2s -
Recovered/Resolved - ),
Myalgia (2d -
Recovered/Resolved - ),
Pruritus (3d -
Recovered/Resolved - )
EU-EC- 28/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Chest pain (n/a - Not |COMIRNATY Not reported
10010150936 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - Other COVID-19
Medically Important immunisation - Not
Condition) applicable - [n/a - n/a
- n/al)
EU-EC- 28/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Restlessness (1d - COMIRNATY Not reported
10010151032 Professional |Economic Years |Specified Recovered/Resolved - ) |[TOZINAMERAN] (S -
Area Immunisation - n/a -
[n/a-n/a-
Intramuscular])
EU-EC- 28/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Diarrhoea (8d - COMIRNATY Not reported
10010151215 Healthcare |Economic Years |Specified Recovered/Resolved - ), |[TOZINAMERAN] (S -
Professional |Area COVID-19
Eye pain (8d - immunisation - Not
Recovered/Resolved - ), |applicable - [n/a - n/a
- n/al)
Headache (8d -
Recovered/Resolved - ),
Nasal congestion (8d -
Recovered/Resolved - ),
Oropharyngeal pain (8d
- Recovered/Resolved -
)
EU-EC- 28/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Ear pruritus (n/a - Not |COMIRNATY Not reported
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aminotransferase
increased (n/a -
Unknown - ),

Balance disorder (n/a -
Unknown - ),

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

Dizziness (30min -
Recovered/Resolved - ),

Fall (n/a - Unknown - ),

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

Gait inability (n/a -
Unknown - ),

Headache (1d -
Recovered/Resolved - ),

Lymphadenopathy (2d -
Recovered/Resolved - ),

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

Mean cell volume
decreased (n/a -
Unknown - ),

Muscle spasms (n/a -
Unknown - ),

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

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

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

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

Pallor (n/a - Unknown -

)

10010151504 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ) COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 28/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Basilar migraine (n/a - |COMIRNATY Not reported
10010152061 Healthcare |Economic Years Not Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - Life n/a-nfa-[1d-n/a-
Threatening), n/al)
Hypersensitivity (n/a -
Not Recovered/Not
Resolved - Life
Threatening)
EU-EC- 28/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Blister (n/a - Unknown |COMIRNATY Not reported
10010152062 Professional |Economic Years |Specified - [TOZINAMERAN] (S -
Area Immunisation - n/a -
[n/a - 2{DF} - n/a])
EU-EC- 28/09/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Pericarditis (43d - COMIRNATY Not reported
10010152164 Professional |European Years |Specified Recovered/Resolved -  [[TOZINAMERAN] (S -
Economic Other Medically COVID-19
Area Important Condition) immunisation - Not
applicable - [1d - n/a
- n/a])
EU-EC- 28/09/2021 |Spontaneous |Non Non Not available 12-17 |Not Male No Uveitis (n/a - Not TOZINAMERAN Not reported
10010152186 Healthcare |European Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Economic Resolved - Disabling, COVID-19
Area Other Medically immunisation - Not
Important Condition)  |applicable - [1d - n/a
- n/al)
EU-EC- 28/09/2021 |Spontaneous |Non Non Not available 12-17 |Not Male No Anaphylactic reaction | TOZINAMERAN Not reported
10010152385 Healthcare |European Years |Specified (n/a - Unknown - [TOZINAMERAN] (S -
Professional | Economic Caused/Prolonged COVID-19
Area Hospitalisation, Other  |immunisation - Not
Medically Important applicable - [n/a - n/a
Condition), - n/a])
Asthma (n/a - Unknown
- Caused/Prolonged
Hospitalisation),
Condition aggravated
(n/a - Unknown -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition)
EU-EC- 28/09/2021 |Spontaneous |Non Non Not available 12-17 |Not Female |No Alanine TOZINAMERAN Not reported
10010152454 Healthcare |European Years |Specified aminotransferase [TOZINAMERAN] (S -
Professional |Economic increased (n/a - COvID-19
Area Unknown - ), immunisation - Not
applicable - [n/a - n/a
Aspartate - Intramuscular])
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Polyneuropathy (n/a -
Unknown -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),

Pyrexia (1d -
Recovered/Resolved - ),

Walking aid user (n/a -
Unknown - )

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

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

Electric shock sensation
(n/a - Not
Recovered/Not
Resolved - ),

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

Feeling abnormal (n/a -
Unknown - Disabling),

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

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

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

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

Paraesthesia (n/a - Not

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

EU-EC- 28/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Gait disturbance (n/a - |COMIRNATY Not reported
10010152464 Healthcare  |Economic Years Not Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - n/a-nfa-[n/a-n/a
Caused/Prolonged - n/a])
Hospitalisation),
Performance status
decreased (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Speech disorder (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Tremor (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 28/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Herpes zoster (25d - COMIRNATY Not reported
10010152472 Healthcare |Economic Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S -
Professional |Area Disabling) COVID-19
immunisation - Not
applicable - [n/a - n/a
- n/al)
EU-EC- 28/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Chills (1d - COMIRNATY Not reported
10010152475 Healthcare |Economic Years |Specified Recovered/Resolved - ), |[TOZINAMERAN] (S -
Professional |Area COVID-19
Fatigue (3d - immunisation - Not
Recovered/Resolved - ), |applicable - [n/a -
1{DF} - n/a])
Headache (0d -
Recovered/Resolved - ),
Malaise (3d -
Recovered/Resolved - ),
Nausea (1d -
Recovered/Resolved - ),
Palpitations (2h -
Recovered/Resolved - ),
Pyrexia (2d -
Recovered/Resolved - )
EU-EC- 28/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Lymphadenopathy (n/a |COMIRNATY Not reported
10010152522 Healthcare |Economic Years |Specified - Not Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ) COovID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 28/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Intermenstrual bleeding | COMIRNATY Not reported
10010152531 Healthcare |Economic Years |Specified (11d - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved - ), |COVID-19
immunisation - Not
Menstruation irregular |applicable - [n/a -
(11d - 1{DF} - n/al)
Recovered/Resolved - )
EU-EC- 28/09/2021 | Spontaneous |Healthcare  |Non Not available 12-17 |Not Female |No Urticaria (n/a - COMIRNATY Not reported
10010152593 Professional |European Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S -
Economic Other Medically COVID-19
Area Important Condition) immunisation - Not
applicable - [n/a - n/a
- n/al)
EU-EC- 28/09/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Cognitive disorder (n/fa |TOZINAMERAN Not reported
10010152603 Professional |European Years |Specified - Not Recovered/Not [TOZINAMERAN] (S -
Economic Resolved - Disabling), |COVID-19
Area immunisation - Not
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Recovered/Not
Resolved - ),
Tremor (n/a - Not
Recovered/Not
Resolved - Disabling)
EU-EC- 28/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Vaccination site COMIRNATY Not reported
10010152648 Healthcare |Economic Years oedema (n/a - [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving - |n/a-n/a-[1d-n/a -
n/a])
EU-EC- 28/09/2021 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Diplopia (n/a - Not COMIRNATY Not reported
10010152979 Professional |European Years |Specified Recovered/Not [TOZINAMERAN] (S -
Economic Resolved - Other COVID-19
Area Medically Important immunisation - Not
Condition), applicable - [1d - n/a
- n/al)
Extraocular muscle
disorder (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Headache (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Myopia (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Vision blurred (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 28/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Abdominal pain (6h - |COMIRNATY Not reported
10010153282 Healthcare |Economic Years |Specified Recovered/Resolved - ), |[TOZINAMERAN] (S -
Professional |Area COVID-19
Diarrhoea (n/a - immunisation - Not
Recovering/Resolving - |applicable - [n/a -
2 1{DF} - n/a])
Headache (n/a - Not
Recovered/Not
Resolved - ),
Malaise (n/a -
Recovering/Resolving -
)
Nausea (n/a -
Recovering/Resolving -
)
Presyncope (5h -
Recovered/Resolved - ),
Vaginal discharge (n/a -
Not Recovered/Not
Resolved - )
EU-EC- 28/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Polymenorrhoea (n/a - |COMIRNATY Not reported
10010153284 Healthcare |Economic Years |Specified Not Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ) COvID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 28/09/2021 | Spontaneous |Non Non Not available 12-17 |Not Male No Anaphylactic reaction  |COMIRNATY Not reported
10010153629 Healthcare |European Years |Specified (n/a - Unknown - Other [[TOZINAMERAN] (S -
Professional | Economic Medically Important COVID-19
Area Condition), immunisation - Not
applicable - [1d - n/a
Body temperature - n/a])
fluctuation (n/a -
Unknown - ),
Headache (n/a -
Unknown - ),
Malaise (n/a - Unknown
Pyrexia (n/a - Unknown
EU-EC- 28/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Erythema nodosum COMIRNATY Not reported
10010154051 Healthcare |Economic Years (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not n/a-nfa-[n/a-
Resolved - ) 2{DF} - n/a])
EU-EC- 28/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Pericarditis (n/a - COMIRNATY Not reported
10010154198 Healthcare |Economic Years Recovering/Resolving - |[TOZINAMERAN] (S -
Professional |Area Other Medically COvID-19
Important Condition) immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 28/09/2021 |Spontaneous |Healthcare  |European |Not available 12-17 |Adolescent |Male No Meningism (7d - COMIRNATY Not reported
10010154199 Professional | Economic Years Recovered/Resolved -  [[TOZINAMERAN] (S -
Area Caused/Prolonged COVID-19
Hospitalisation) immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 28/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Urticaria (n/a - COMIRNATY Not reported
10010154206 Professional | Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important COVID-19
Condition) immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 28/09/2021 |Spontaneous |Non European |Not available 12-17 |Adult Female |No Anaphylactic reaction  |COMIRNATY [ETHINYLESTRADIOL,
10010154220 Healthcare |Economic Years (1d - [TOZINAMERAN] (S - |LEVONORGESTREL] (C - n/a -
Professional |Area Recovered/Resolved - |COVID-19 n/a - [n/a-n/a-n/al)
Other Medically immunisation - n/a -
Important Condition)
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[1d - n/a-
Intramuscular])
EU-EC- 28/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Pericarditis (28d - COMIRNATY Not reported
10010154254 Professional |Economic Years Recovered/Resolved -  |[TOZINAMERAN] (S -
Area Caused/Prolonged COVID-19
Hospitalisation) immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 28/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No Meningoradiculitis (n/a |COMIRNATY Not reported
10010154257 Professional |Economic Years - Recovered/Resolved - |[TOZINAMERAN] (S -
Area Caused/Prolonged COVID-19
Hospitalisation), immunisation - Not
applicable - [1d -
Pyrexia (n/a - 1{DF} -
Recovered/Resolved - | Intramuscular])
Caused/Prolonged
Hospitalisation),
Urinary retention (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 28/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Herpes zoster (n/a - COMIRNATY Not reported
10010154261 Professional |Economic Years Not Recovered/Not [TOZINAMERAN] (S -
Area Resolved - Other COVID-19
Medically Important immunisation - Not
Condition) applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 28/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No Gastrointestinal COMIRNATY Not reported
10010154328 Professional |Economic Years disorder (n/a - [TOZINAMERAN] (S -
Area Recovering/Resolving - |COVID-19
Other Medically immunisation - Drug
Important Condition), |withdrawn - [n/a -
2{DF} -
Influenza like illness Intramuscular])
(n/a-
Recovering/Resolving -
Other Medically
Important Condition),
Wrong patient (n/a -
Recovering/Resolving -
Other Medically
Important Condition)
EU-EC- 28/09/2021 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Urticaria (n/a - COMIRNATY Not reported
10010154346 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important COVID-19
Condition) immunisation - Dose
increased - [n/a -
1{DF} -
Intramuscular])
EU-EC- 28/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Limb discomfort (n/a - |COMIRNATY Not reported
10010154646 Healthcare  |Economic Years Not Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COovID-19
immunisation - Not
Paraesthesia (31d - applicable - [n/a -
Recovered/Resolved - ) |1{DF} -
Intramuscular])
EU-EC- 28/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Influenza like illness COMIRNATY Not reported
10010154665 Professional | Economic Years (n/a - Not [TOZINAMERAN] (S -
Area Recovered/Not COVID-19
Resolved - ), immunisation - Not
applicable - [1d -
Truancy (n/a - Not 1{DF} -
Recovered/Not Intramuscular])
Resolved - )
EU-EC- 28/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Heavy menstrual COMIRNATY Not reported
10010154673 Healthcare |Economic Years bleeding (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not COvID-19
Resolved - ) immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 28/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Presyncope (1d - COMIRNATY Not reported
10010154674 Professional |Economic Years Recovered/Resolved - ) |[TOZINAMERAN] (S -
Area COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 28/09/2021 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Headache (n/a - COMIRNATY Not reported
10010154676 Professional |Economic Years Recovering/Resolving - |[TOZINAMERAN] (S -
Area COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 28/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Headache (n/a - COMIRNATY Not reported
10010154682 Healthcare |Economic Years Recovered/Resolved - ), [ TOZINAMERAN] (S -
Professional |Area COVID-19
Pyrexia (n/a - immunisation - Not
Recovered/Resolved - ) |applicable - [1d -
1{DF} - Intradermal])
EU-EC- 28/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Chest pain (n/a - COMIRNATY Not reported
10010154699 Healthcare |Economic Years Recovering/Resolving - |[TOZINAMERAN] (S -
Professional |Area ), COVID-19
immunisation - Not
Dysmenorrhoea (n/a - |applicable - [1d -
Recovering/Resolving - |1{DF} -
) Intramuscular])
Menstruation delayed
(n/a-
Recovering/Resolving -
EU-EC- 28/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Malaise (1d - COMIRNATY Not reported
10010154728 Professional |Economic Years Recovered/Resolved - ) |[TOZINAMERAN] (S -
Area COVID-19
immunisation - Not
applicable - [1d -
.3mL -
Intramuscular])
EU-EC- 28/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Herpes zoster (n/a - COMIRNATY Not reported
10010154746 Healthcare |Economic Years Not Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ) COvID-19
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immunisation - Not
applicable - [n/a -

1{DF} -
Intramuscular])
EU-EC- 28/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Pyrexia (n/a - COMIRNATY [ETHINYLESTRADIOL,
10010154772 Healthcare |Economic Years Recovering/Resolving - |[TOZINAMERAN] (S - |LEVONORGESTREL, PLACEBO]
Professional |Area ) COVID-19 (C-n/a-n/a-[nfa-nfa-
immunisation - Not n/al),
Vomiting (n/a - applicable - [n/a -
Recovering/Resolving - |1{DF} - [FLUOXETINE
Intramuscular]) HYDROCHLORIDE] (C - n/a -
n/a - [n/a - n/a - n/a)),
[HYDROXYZINE
DIHYDROCHLORIDE,
HYDROXYZINE
HYDROCHLORIDE] (C - n/a -
n/a - [n/a - n/a - n/a])
EU-EC- 28/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Chest pain (2mo - Not |COMIRNATY Not reported
10010154779 Professional |Economic Years Recovered/Not [TOZINAMERAN] (S -
Area Resolved - ), COvID-19

immunisation - n/a -
Dyspnoea (2mo - Not  ([29d - 1{DF} -

Recovered/Not Intramuscular])
Resolved - )
EU-EC- 28/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Off label use (n/a - COMIRNATY Not reported
10010154810 Professional |Economic Years Unknown - ), [TOZINAMERAN] (S -
Area COVID-19
Presyncope (n/a - immunisation - Not
Recovered/Resolved - ) |applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 28/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Fatigue (n/a - Not COMIRNATY Not reported
10010154860 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19

immunisation - Not
Headache (n/a - Not applicable - [n/a -
Recovered/Not 1{DF} - n/a])
Resolved - ),

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

Myalgia (n/a -
Recovering/Resolving -

4

Nausea (n/a -

Recovering/Resolving -
)
Palpitations (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 28/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Chest discomfort (n/a - |COMIRNATY Not reported
10010154881 Healthcare |Economic Years Recovering/Resolving - |[TOZINAMERAN] (S -
Professional |Area ) COVID-19
immunisation - Not
Dyspnoea (n/a - applicable - [n/a -

Recovering/Resolving - |1{DF} - n/a])

'

Palpitations (n/a -
Recovering/Resolving -
EU-EC- 28/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Headache (n/a - Not COMIRNATY Not reported
10010154902 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19
immunisation - Not
Malaise (n/a - Not applicable - [n/a -
Recovered/Not 1{DF} - n/a])
Resolved - ),
Myalgia (n/a -
Recovering/Resolving -
)
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 28/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Polymenorrhoea (n/a - |COMIRNATY Not reported
10010154929 Healthcare |Economic Years Not Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ) COvID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 28/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Mechanical urticaria COMIRNATY Not reported
10010154935 Professional | Economic Years (n/a- [TOZINAMERAN] (S -
Area Recovering/Resolving - |COVID-19
) immunisation - Not

applicable - [n/a -
Rash maculo-papular 1{DF} -

(n/a- Intramuscular])
Recovering/Resolving -
)
EU-EC- 28/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Diarrhoea (1d - COMIRNATY Not reported
10010154975 Healthcare  |Economic Years Recovered/Resolved - ), [[TOZINAMERAN] (S -
Professional |Area COVID-19
Headache (2d - immunisation - Not
Recovered/Resolved - ), |applicable - [1d -
1{DF} -
Myalgia (1d - Intramuscular])

Recovered/Resolved - ),

Somnolence (1d -
Recovered/Resolved - ),

Vaccination site pain

Recovered/Resolved - )

EU-EC- 28/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Vaccination site pain COMIRNATY Not reported
10010154981 Healthcare |Economic Years (2d - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved - ) |COVID-19

immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
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EU-EC- 28/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Vaccination site pain COMIRNATY Not reported
10010154982 Healthcare |Economic Years - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved - ) |COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 28/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Gastrointestinal COMIRNATY Not reported
10010154983 Healthcare |Economic Years disorder (2d - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved - ), |COVID-19
immunisation - Not
Influenza like illness applicable - [1d -
(3d - 1{DF} -
Recovered/Resolved - ), | Intramuscular])
Vaccination site pain
(1d -
Recovered/Resolved - )
EU-EC- 28/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Vaccination site pain COMIRNATY Not reported
10010154984 Healthcare |Economic Years - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved - ) |COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 28/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Headache (3d - COMIRNATY Not reported
10010154985 Healthcare |Economic Years Recovered/Resolved - ), |[TOZINAMERAN] (S -
Professional |Area COVID-19
Nausea (1d - immunisation - Not
Recovered/Resolved - ), |applicable - [1d -
1{DF} -
Vaccination site pain Intramuscular])
Recovered/Resolved - )
EU-EC- 28/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Asthenia (1d - COMIRNATY Not reported
10010154986 Healthcare |Economic Years Recovered/Resolved - ), |[TOZINAMERAN] (S -
Professional |Area COVID-19
Headache (1d - immunisation - Not
Recovered/Resolved - ), |applicable - [1d -
1{DF} -
Vaccination site pain Intramuscular])
Recovered/Resolved - )
EU-EC- 28/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Lymphadenopathy (n/a |COMIRNATY Not reported
10010154994 Professional |Economic Years - Not Recovered/Not [TOZINAMERAN] (S -
Area Resolved - ) COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 28/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Torticollis (n/a - Not COMIRNATY Not reported
10010155003 Professional |Economic Years Recovered/Not [TOZINAMERAN] (S -
Area Resolved - ) COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 28/09/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Delirium (n/a - COMIRNATY [DIPHENHYDRAMINE] (C - n/a
10010155273 Professional |European Years |Specified Unknown - Other [TOZINAMERAN] (S - |- n/a - [n/a - n/a - n/a]),
Economic Medically Important COvID-19
Area Condition), immunisation - Not [OLOPATADINE
applicable - [n/a - n/a |HYDROCHLORIDE] (C - n/a -
Hypoaesthesia (n/a - - Intramuscular]) n/a - [n/a - n/a - n/a])
Unknown - ),
Pyrexia (n/a - Unknown
=)
Urinary incontinence
(n/a - Unknown - )
EU-EC- 28/09/2021 | Spontaneous |Healthcare  |Non McLean, K.. Myopericarditis in |12-17 |Not Male No Myopericarditis (n/a - | TOZINAMERAN Not reported
10010155425 Professional |European |a Previously Healthy Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S -
Economic |Adolescent Male Following Life Threatening, COVID-19
Area COVID-19 Vaccination: A Case Caused/Prolonged immunisation - Not
Report. Academic emergency Hospitalisation, Other  |applicable - [n/a - n/a
medicine. 2021;28:918-921. Medically Important - Intramuscular])
doi:10.1111/acem.14322 Condition)
EU-EC- 28/09/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Cold sweat (30min - COMIRNATY Not reported
10010155528 Professional |European Years |Specified Recovered/Resolved -  |[TOZINAMERAN] (S -
Economic Other Medically COVID-19
Area Important Condition), |immunisation - Not
applicable - [n/a - n/a
Dysphoria (30min - - n/al)
Recovered/Resolved -
Other Medically
Important Condition),
Visual impairment
(30min -
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 28/09/2021 |Spontaneous |Non Non Not available 12-17 |Not Female |No Dysmenorrhoea (n/a - |TOZINAMERAN Not reported
10010155652 Healthcare |European Years |Specified Recovered/Resolved -  [[TOZINAMERAN] (S -
Professional | Economic Caused/Prolonged COVID-19
Area Hospitalisation, Other  |immunisation - Not
Medically Important applicable - [n/a - n/a
Condition), - n/a])
Heavy menstrual
bleeding (n/a -
Unknown -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),
Loss of consciousness
(n/a - Unknown -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),
Vomiting (n/a -
Unknown -
Caused/Prolonged
Hospitalisation, Other
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Medically Important
Condition)
EU-EC- 28/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Angina pectoris (n/fa - |COMIRNATY Not reported
10010156136 Professional |Economic Years |Specified Unknown - Other [TOZINAMERAN] (S -
Area Medically Important COVID-19
Condition), immunisation - Not
applicable - [n/a - n/a
C-reactive protein - n/a])
increased (n/a -
Unknown - ),
Pericarditis (n/a -
Unknown - Other
Medically Important
Condition),
Troponin increased (n/a
- Unknown - )
EU-EC- 28/09/2021 |Spontaneous |Non European |Not available 12-17 |Child Male No Anaphylactic reaction COMIRNATY Not reported
10010156378 Healthcare |Economic Years (n/a- [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved - |n/a-n/a-[n/a-
Caused/Prolonged 1{DF} - n/a])
Hospitalisation),
Dysphonia (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 28/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Myalgia (n/a - Unknown | COMIRNATY Not reported
10010156382 Healthcare |Economic Years -) [TOZINAMERAN] (S -
Professional |Area n/a-nfa-[n/a-
1{DF} - n/a]),
COMIRNATY
[TOZINAMERAN] (S -
n/a-n/a-[n/a-
2{DF} - n/a)])
EU-EC- 28/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Arthralgia (n/a - Not COMIRNATY Not reported
10010156385 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ) n/a-n/a-[n/a-
16082021{DF} - n/a])
EU-EC- 28/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Fatigue (n/a - Not COMIRNATY NOT AVAILABLE (C - n/a -
10010156598 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S - |Dose not changed - [n/a - n/a
Professional |Area Resolved - ), COvID-19 - n/al),
immunisation - Not
Headache (n/a - applicable - [n/a - [FLUTICASONE PROPIONATE]
Recovering/Resolving - |1{DF} - n/a]) (C - n/a - Dose not changed -
3 [n/a - n/a - n/a])
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 - ),
Injection site warmth
(n/a - Not
Recovered/Not
Resolved - ),
Malaise (n/a - Not
Recovered/Not
Resolved - ),
Myalgia (n/a - Not
Recovered/Not
Resolved - ),
Nausea (6h -
Recovered/Resolved - )
EU-EC- 28/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Abdominal pain (5d -  |COMIRNATY Not reported
10010156789 Healthcare |Economic Years Recovered/Resolved -  [[TOZINAMERAN] (S -
Professional |Area Other Medically COVID-19
Important Condition), |[immunisation - Dose
not changed - [n/a -
Heavy menstrual .3mL -
bleeding (5d - Intramuscular])
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 28/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Epilepsy (0d - COMIRNATY Not reported
10010157171 Healthcare |Economic Years Recovered/Resolved -  |[TOZINAMERAN] (S -
Professional |Area Other Medically n/a-n/a-[n/a-
Important Condition) 1{DF} - n/a])
EU-EC- 28/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Vomiting (n/a - COMIRNATY [ANHYDROUS FUSIDIC ACID,
10010157514 Professional |Economic Years Recovering/Resolving - |[TOZINAMERAN] (S - |FUSIDIC ACID, FUSIDIC ACID
Area COVID-19 HEMIHYDRATE, FUSIDIC
immunisation - Not ACID PENTAHYDRATE] (C -
applicable - [n/a - Eye infection - n/a - [n/a - n/a
1{DF} - n/a]) - Ophthalmic]),
[MOMETASONE FUROATE,
MOMETASONE FUROATE
MONOHYDRATE] (C - Nasal
congestion - n/a - [n/a - n/a -
Nasal])
EU-EC- 28/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Lymphadenopathy (n/a |COMIRNATY Not reported
10010157516 Professional |Economic Years - Not Recovered/Not [TOZINAMERAN] (S -
Area Resolved - ) COvID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/al)
EU-EC- 28/09/2021 | Spontaneous |Non European | Not available 12-17 |Adolescent |Male No Headache (11d - COMIRNATY Not reported
10010157517 Healthcare |Economic Years Recovered/Resolved - ) [[TOZINAMERAN] (S -
Professional |Area COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 28/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Presyncope (0d - COMIRNATY [PROMETHAZINE,
10010157518 Professional |Economic Years Recovered/Resolved - ) |[TOZINAMERAN] (S - |PROMETHAZINE
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Area CovID-19 HYDROCHLORIDE] (C - n/a -
immunisation - Not  |n/a - [n/a - n/a - Oral])
applicable - [n/a -
1{DF} - n/a])

EU-EC- 28/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Asthenia (0d - COMIRNATY Not reported
10010157526 Healthcare |Economic Years Recovered/Resolved - ), [[TOZINAMERAN] (S -
Professional |Area COVID-19
Hypoacusis (0d - immunisation - Not
Recovered/Resolved - ), |applicable - [n/a -
1{DF} - n/a])
Tinnitus (0d -
Recovered/Resolved - ),
Visual impairment (0d -
Recovered/Resolved - ),
Vomiting (0d -
Recovered/Resolved - )
EU-EC- 28/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Amenorrhoea (n/a - Not |COMIRNATY Not reported
10010157531 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ) COvID-19
immunisation - Dose
not changed - [n/a -
1{DF} - n/a])
EU-EC- 28/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Rash pruritic (n/a - Not |COMIRNATY Not reported
10010157552 Professional |Economic Years Recovered/Not [TOZINAMERAN] (S -

Area Resolved - ) COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])

EU-EC- 28/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Chest pain (n/a - COMIRNATY [SUMATRIPTAN,
10010157554 Professional |Economic Years Recovering/Resolving - |[TOZINAMERAN] (S - |SUMATRIPTAN SUCCINATE]

Area COVID-19 (C - Migraine - n/a - [n/a - n/a
immunisation - Not |- Oral])
applicable - [n/a -
1{DF} - n/al)

EU-EC- 28/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Headache (n/a - COMIRNATY [PHENOXYMETHYLPENICILLIN
10010157564 Professional |Economic Years Recovering/Resolving - |[TOZINAMERAN] (S - |POTASSIUM] (C - n/a - n/a -

Area COVID-19 [n/a - n/a - Oral])
immunisation - Not
applicable - [n/a -
1{DF} - n/a])

EU-EC- 28/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Chest pain (n/a - COMIRNATY Not reported
10010157569 Professional |Economic Years Recovering/Resolving - |[TOZINAMERAN] (S -

Area COovID-19

immunisation -

Unknown - [n/a -

1{DF} -

Intramuscular])
EU-EC- 28/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Headache (1d - COMIRNATY [HYDROCORTISONE
10010157570 Professional |Economic Years Recovered/Resolved - ) |[TOZINAMERAN] (S - |BUTYRATE] (C - Eczema - n/a

Area COVID-19 - [n/a - n/a - Cutaneous]),
immunisation -

Unknown - [n/a - [HYDROCORTISONE] (C -
1{DF} - n/a]) Eczema - n/a - [n/a-n/a-
Cutaneous]),
[KETOTIFEN, KETOTIFEN
HYDROGEN FUMARATE] (C -
Rhinitis allergic - n/a - [n/a -
n/a - Ophthalmic])
EU-EC- 28/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Disturbance in attention | COMIRNATY Not reported
10010157574 Healthcare |Economic Years (od - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved - |n/a-n/a-[n/a-
Caused/Prolonged 1{DF} - n/al),
Hospitalisation),
COMIRNATY
Headache (1d - [TOZINAMERAN] (S -
Recovered/Resolved - |n/a-n/a-[n/a-
Caused/Prolonged 2{DF} - n/a])
Hospitalisation),
Syncope (0d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 28/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Type 1 diabetes COMIRNATY Not reported
10010157591 Healthcare |Economic Years mellitus (n/a - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved Immunisation - n/a -
With Sequelae - [n/a - n/a - n/a])
Caused/Prolonged
Hospitalisation)
EU-EC- 28/09/2021 | Spontaneous |Non European | Not available 12-17 |Adolescent |Male No Urticaria (3d - COMIRNATY Not reported
10010157617 Healthcare |Economic Years Recovered/Resolved - ) [[TOZINAMERAN] (S -
Professional |Area n/a-n/a-[n/a-
2{DF} - n/a])
EU-EC- 28/09/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Epilepsy (n/a - COMIRNATY Not reported
10010158041 Professional |European Years |Specified Unknown - Other [TOZINAMERAN] (S -

Economic Medically Important COVID-19

Area Condition), immunisation - Not
applicable - [1d - n/a

Pyrexia (n/a - Unknown |- n/a])
EU-EC- 28/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Dizziness (n/a - COMIRNATY Not reported
10010158172 Professional | Economic Years Recovered/Resolved - ), [ TOZINAMERAN] (S -
Area COVID-19
Malaise (n/a - immunisation - Not
Recovered/Resolved - ), |applicable - [1d -
.3mL -
Nausea (n/a - Intramuscular])
Recovered/Resolved - ),
Pyrexia (n/a -
Recovered/Resolved - )
EU-EC- 28/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No Headache (2d - COMIRNATY Not reported
10010158174 Professional | Economic Years Recovered/Resolved - ) [[TOZINAMERAN] (S -

Area COVID-19
immunisation - Not
applicable - [1d -

.3mL -
Intramuscular])
EU-EC- 28/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Vaccination site COMIRNATY Not reported
10010158178 Professional |Economic Years lymphadenopathy (n/a |[TOZINAMERAN] (S -
Area - Recovered/Resolved - |COVID-19
) immunisation - Not
applicable - [1d -
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.3mL -
Intramuscular])
EU-EC- 28/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Multisystem COMIRNATY Not reported
10010158234 Professional |Economic Years inflammatory syndrome |[TOZINAMERAN] (S -
Area in children (12d - COVID-19
Recovered/Resolved - |immunisation - Not
Caused/Prolonged applicable - [1d -
Hospitalisation) .3mL -
Intramuscular])
EU-EC- 28/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Polyarthritis (n/a - COMIRNATY Not reported
10010158279 Professional |Economic Years Recovering/Resolving - |[TOZINAMERAN] (S -
Area Other Medically COVID-19
Important Condition) immunisation - Drug
withdrawn - [1d -
.3mL - Intramuscular
- More in ICSR])
EU-EC- 28/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Dizziness (0d - COMIRNATY Not reported
10010158304 Healthcare |Economic Years Recovering/Resolving - |[TOZINAMERAN] (S -
Professional |Area Life Threatening, Other |COVID-19
Medically Important immunisation - Not
Condition), applicable - [1d - n/a
- n/a])
Pyrexia (32d -
Recovered/Resolved -
Life Threatening, Other
Medically Important
Condition),
Syncope (1d -
Recovered/Resolved -
Life Threatening, Other
Medically Important
Condition)
EU-EC- 28/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Depressed mood (n/a - |COMIRNATY Not reported
10010158373 Professional |Economic Years Recovered/Resolved - ), |[TOZINAMERAN] (S -
Area COVID-19
Malaise (n/a - immunisation - Not
Recovered/Resolved - ), |applicable - [1d -
1{DF} -
Vaccination site pain Intramuscular])
(n/a-
Recovered/Resolved - )
EU-EC- 28/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No Erythema nodosum COMIRNATY Not reported
10010158376 Professional |Economic Years (n/a- [TOZINAMERAN] (S -
Area Recovered/Resolved - ) |COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 28/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Lymphadenopathy (n/a |COMIRNATY Not reported
10010158423 Professional |Economic Years - Recovered/Resolved - |[TOZINAMERAN] (S -
Area CovID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 28/09/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Dizziness (n/a - COMIRNATY Not reported
10010158670 Professional |European Years |Specified Recovering/Resolving - [[TOZINAMERAN] (S -
Economic Other Medically COVID-19
Area Important Condition), |immunisation - Not
applicable - [n/a - n/a
Eye movement disorder |- n/a])
(n/a-
Recovering/Resolving -
Other Medically
Important Condition),
Generalised tonic-clonic
seizure (n/a -
Recovering/Resolving -
Other Medically
Important Condition),
Loss of consciousness
(od -
Recovered/Resolved -
Other Medically
Important Condition),
Pyrexia (n/a -
Recovering/Resolving -
Other Medically
Important Condition),
Seizure (n/a -
Recovering/Resolving -
Other Medically
Important Condition)
EU-EC- 27/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Angioedema (n/a - COMIRNATY Not reported
10010135018 Healthcare |Economic Years |Specified Recovering/Resolving - [[TOZINAMERAN] (S -
Professional |Area Other Medically COVID-19
Important Condition), |immunisation - Not
applicable - [n/a - n/a
Swelling of eyelid (n/a - |- Intramuscular])
Recovering/Resolving -
)
Urticaria (n/a -
Recovering/Resolving -
Other Medically
Important Condition)
EU-EC- 27/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Abdominal pain (3d -  |COMIRNATY Not reported
10010135609 Healthcare |Economic Years |Specified Recovered/Resolved - ), |[TOZINAMERAN] (S -
Professional |Area COVID-19 prophylaxis
Appendicitis (3d - -n/a-[n/a-nfa-
Recovered/Resolved - |n/a])
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),
Lymphadenopathy (1wk
- Recovered/Resolved -
]
Surgery (0d -
Recovered/Resolved -
Caused/Prolonged
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Hospitalisation, Other
Medically Important
Condition)
EU-EC- 27/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Herpes zoster (n/a - COMIRNATY Not reported
10010136456 Healthcare |Economic Years |Specified Not Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), Immunisation - n/a -
[n/a-n/a-
Rash (n/a - Unknown - |Intramuscular])
EU-EC- 27/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Skin discolouration (n/a |COMIRNATY Not reported
10010136471 Professional |Economic Years |Specified - Not Recovered/Not [TOZINAMERAN] (S -
Area Resolved - ) Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 27/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Abdominal pain lower |COMIRNATY Not reported
10010136504 Healthcare |Economic Years |Specified (n/a- [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving - |Immunisation - n/a -
) [n/a-n/a-
Intramuscular])
Nausea (n/a - Unknown
EU-EC- 27/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Application site pain COMIRNATY Not reported
10010136566 Healthcare |Economic Years (n/a - Unknown - ) [TOZINAMERAN] (S -
Professional |Area n/a-n/a-[n/a-n/a
- n/a])
EU-EC- 27/09/2021 |Spontaneous |Non Non Not available 12-17 |Not Male No Dizziness postural (0d - | TOZINAMERAN Not reported
10010136697 Healthcare |European Years |Specified Recovered/Resolved -  |[TOZINAMERAN] (S -
Professional |Economic Other Medically COVID-19
Area Important Condition), |immunisation - Not
applicable - [n/a - n/a
Dyspnoea (n/a - - n/a])
Unknown - Other
Medically Important
Condition),
Muscle spasms (n/a -
Recovering/Resolving -
Other Medically
Important Condition),
Trismus (0d -
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 27/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Fatigue (n/a - COMIRNATY Not reported
10010136699 Healthcare |Economic Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S -
Professional |Area ) COVID-19
immunisation - Not
Headache (n/a - applicable - [n/a - n/a
Recovering/Resolving - |- n/a])
)
Pyrexia (n/a -
Recovering/Resolving -
EU-EC- 27/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Bed rest (n/a - COMIRNATY Not reported
10010136760 Healthcare |Economic Years |Specified Unknown - Disabling), |[TOZINAMERAN] (S -
Professional |Area COVID-19
Fatigue (n/a - Unknown |immunisation - Not
- Disabling), applicable - [n/a - n/a
- n/a])
Headache (n/a -
Unknown - Disabling),
Malaise (n/a - Unknown
- Disabling),
Myalgia (n/a - Unknown
- Disabling),
Presyncope (n/a -
Unknown - Disabling),
Pyrexia (n/a - Unknown
- Disabling)
EU-EC- 27/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Amenorrhoea (n/a - Not |COMIRNATY Not reported
10010136865 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19
immunisation - Not
Fatigue (1d - applicable - [n/a -
Recovered/Resolved - ), | 1{DF} - n/a])
Headache (1d -
Recovered/Resolved - ),
Myalgia (2d -
Recovered/Resolved - )
EU-EC- 27/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Arthralgia (n/a - COMIRNATY Not reported
10010136926 Healthcare  |Economic Years Recovered/Resolved - ), |[TOZINAMERAN] (S -
Professional |Area n/a-n/a-[n/a-n/a
Fatigue (n/a - - n/aj)
Recovered/Resolved - )
EU-EC- 27/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Asthma (1h - COMIRNATY Not reported
10010137242 Professional | Economic Years Recovered/Resolved -  [[TOZINAMERAN] (S -
Area Life Threatening) Immunisation - n/a -
[n/a-n/a-
Intramuscular]),
IBUPROFEN
[IBUPROFEN,
IBUPROFEN SODIUM]
(S-n/a-n/a-[n/a-
300mg - Oral])
EU-EC- 27/09/2021 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Pericarditis (n/a - Not  |COMIRNATY Not reported
10010137410 Professional |European Years |Specified Recovered/Not [TOZINAMERAN] (S -
Economic Resolved - Other COVID-19
Area Medically Important immunisation - Not
Condition) applicable - [n/a - n/a
- n/a])
EU-EC- 27/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Fatigue (1d - COMIRNATY Not reported
10010137453 Professional |Economic Years |Specified Recovered/Resolved - ), |[TOZINAMERAN] (S -
Area COVID-19
Heavy menstrual immunisation - Not
bleeding (5d - applicable - [n/a -
Recovered/Resolved - ), |1{DF} - n/a])
Injection site induration
(3d -
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Recovered/Resolved - ),
Menstrual disorder
(1mo -
Recovered/Resolved - ),
Polymenorrhoea (15d -
Recovered/Resolved - )
EU-EC- 27/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Ovarian cyst (7d - COMIRNATY Not reported
10010137936 Healthcare |Economic Years Recovered/Resolved -  |[TOZINAMERAN] (S -
Professional |Area Caused/Prolonged Immunisation - n/a -
Hospitalisation) [n/a - n/a - n/a])
EU-EC- 27/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Myocarditis (n/a - COMIRNATY Not reported
10010137947 Professional |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Area Other Medically Immunisation - n/a -
Important Condition), |[n/a - 2{DF} - n/a])
Troponin increased (n/a
- Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 27/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Intermenstrual bleeding | COMIRNATY Not reported
10010138131 Professional | Economic Years |Specified - [TOZINAMERAN] (S -
Area Recovered/Resolved - ), |COVID-19
immunisation - Not
Malaise (1d - applicable - [n/a -
Recovered/Resolved - ), | 1{DF} - n/a])
Myalgia (4d -
Recovered/Resolved - )
EU-EC- 27/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Fatigue (1d - COMIRNATY Not reported
10010138148 Professional |Economic Years |Specified Recovered/Resolved - ), |[TOZINAMERAN] (S -
Area COVID-19
Headache (n/a - Not immunisation - Not
Recovered/Not applicable - [n/a -
Resolved - ), 1{DF} - n/a])
Malaise (1d -
Recovered/Resolved - ),
Menstruation irregular
(n/a - Not
Recovered/Not
Resolved - ),
Myalgia (1d -
Recovered/Resolved - ),
Nausea (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 27/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Fatigue (n/a - COMIRNATY Not reported
10010138193 Healthcare |Economic Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S -
Professional |Area ) COVID-19
immunisation - Not
Headache (6h - applicable - [n/a -
Recovered/Resolved - ), |1{DF} - n/a])
Malaise (n/a -
Recovering/Resolving -
Nausea (8h -
Recovered/Resolved - ),
Pyrexia (n/a -
Recovering/Resolving -
]
Vomiting (6h -
Recovered/Resolved - )
EU-EC- 27/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Abdominal pain (n/a- |COMIRNATY [DROSPIRENONE,
10010138271 Healthcare |Economic Years |Specified Not Recovered/Not [TOZINAMERAN] (S - |ETHINYLESTRADIOL,
Professional |Area Resolved - ), Immunisation - nfa - |LACTOSE MONOHYDRATE] (C
[n/a-n/a- - Dysmenorrhoea - n/a - [n/a
Dysmenorrhoea (n/a -  |Intramuscular]) -n/a-n/a])
Not Recovered/Not
Resolved - ),
Heavy menstrual
bleeding (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 27/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Dysmenorrhoea (n/a - |COMIRNATY Not reported
10010138358 Healthcare |Economic Years Recovering/Resolving - |[TOZINAMERAN] (S -
Professional |Area n/a-nfa-[n/a-n/a
- n/a])
EU-EC- 27/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Axillary pain (n/a - Not |COMIRNATY Not reported
10010138391 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), n/a-nfa-[1d-n/a-
n/a])
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 27/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Rash vesicular (n/a - |COMIRNATY Not reported
10010138418 Healthcare |Economic Years Recovering/Resolving - |[TOZINAMERAN] (S -
Professional |Area ) n/a-nfa-[1d-n/a-
Intramuscular])
Urticaria (n/a -
Recovering/Resolving -
EU-EC- 27/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Intermenstrual bleeding |COMIRNATY Not reported
10010138747 Healthcare |Economic Years |Specified (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not COVID-19
Resolved - ) immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 27/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Arthralgia (n/a - Not COMIRNATY Not reported
10010138768 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COovID-19
immunisation - Not
Chills (n/a - Not applicable - [n/a -
Recovered/Not 1{DF} - n/a])
Resolved - ),
Fatigue (n/a - Not
Recovered/Not
Resolved - ),
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Headache (n/a - Not
Recovered/Not
Resolved - ),
Malaise (n/a - Not
Recovered/Not
Resolved - ),
Myalgia (n/a -
Recovering/Resolving -
EU-EC- 27/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Angioedema (n/a - COMIRNATY Not reported
10010138843 Professional | Economic Years Recovered/Resolved -  [[TOZINAMERAN] (S -
Area Other Medically COVID-19
Important Condition) immunisation - Not
applicable - [n/a -
.3mL -
Intramuscular])
EU-EC- 27/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Eye pain (n/a - Not COMIRNATY Not reported
10010139068 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - Other COVID-19
Medically Important immunisation - Not
Condition), applicable - [n/a - n/a
- n/a])
Headache (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Pain in jaw (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Pyrexia (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 27/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Lymphadenopathy (n/a |COMIRNATY Not reported
10010139083 Healthcare |Economic Years - Unknown - Other [TOZINAMERAN] (S -
Professional |Area Medically Important COVID-19
Condition) immunisation - Not
applicable - [n/a -
.3mL -
Intramuscular])
EU-EC- 27/09/2021 |Spontaneous |Healthcare  |European |Not available 12-17 |Adolescent |Male No Chills (n/a - COMIRNATY Not reported
10010139340 Professional |Economic Years Recovered/Resolved - ), |[TOZINAMERAN] (S -
Area Immunisation - n/a -
Dizziness (2h - [n/a - .3mL -
Recovered/Resolved - ), |Intramuscular])
Peripheral coldness (1h
- Recovered/Resolved -
Urticaria (2h -
Recovered/Resolved - )
EU-EC- 27/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Child Female |No Herpes zoster (n/a - COMIRNATY Not reported
10010139346 Professional |Economic Years Not Recovered/Not [TOZINAMERAN] (S -
Area Resolved - ), Immunisation - n/a -
[n/a-n/a-
Pain (n/a - Not Intramuscular])
Recovered/Not
Resolved - )
EU-EC- 27/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Influenza like illness COMIRNATY Not reported
10010139355 Healthcare  |Economic Years (7d - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved - ) |Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 27/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Child Male No Fibrin D dimer COMIRNATY Not reported
10010139358 Professional | Economic Years increased (n/a - [TOZINAMERAN] (S -
Area Unknown - ), Immunisation - n/a -
[n/a - n/a - n/a])
Musculoskeletal chest
pain (n/a - Unknown -)
EU-EC- 27/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Menstrual disorder (n/a |COMIRNATY Not reported
10010139359 Healthcare |Economic Years - Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area - Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 27/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Fatigue (7d - COMIRNATY Not reported
10010139373 Healthcare |Economic Years Recovering/Resolving - |[TOZINAMERAN] (S -
Professional |Area ) Immunisation - n/a -
[n/a - n/a - n/a])
Feeling hot (5d -
Recovering/Resolving -
)
Headache (7d -
Recovering/Resolving -
)
Vision blurred (3d -
Recovered/Resolved - ),
Vomiting (3d -
Recovering/Resolving -
EU-EC- 27/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Menstrual disorder (n/fa |COMIRNATY Not reported
10010139386 Healthcare |Economic Years - Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 27/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Diarrhoea (1d - COMIRNATY Not reported
10010139388 Healthcare |Economic Years Recovered/Resolved - ), |[TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
Fatigue (2d - [n/a - n/a - n/a])
Recovering/Resolving -
)
Headache (2d -
Recovered/Resolved - ),
Influenza (3d - Not
Recovered/Not
Resolved - ),
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Injection site pain (3d -
Not Recovered/Not
Resolved - ),
Injection site swelling
(1d -
Recovered/Resolved - ),
Malaise (3d -
Recovering/Resolving -
,
Nausea (2d -
Recovered/Resolved - ),
Pyrexia (1d -
Recovered/Resolved - ),
Vomiting (0d -
Recovered/Resolved - )
EU-EC- 27/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Vomiting (2d - COMIRNATY Not reported
10010139406 Healthcare |Economic Years Recovered/Resolved - ) |[TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 27/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Not No Influenza like illness COMIRNATY Not reported
10010139413 Healthcare |Economic Years Specified - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved - ) |Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 27/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Influenza (4d - COMIRNATY Not reported
10010139414 Healthcare |Economic Years Recovered/Resolved - ) |[TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 27/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Amenorrhoea (28d - COMIRNATY Not reported
10010139419 Healthcare |Economic Years Recovered/Resolved - ) |[TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 27/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Pruritus (3d - COMIRNATY Not reported
10010139423 Healthcare |Economic Years Recovered/Resolved - ) |[TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
[n/a-n/a-
Intramuscular])
EU-EC- 27/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Headache (n/a - COMIRNATY Not reported
10010139429 Healthcare |Economic Years Recovering/Resolving - |[TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 27/09/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Dyspnoea (n/a - Not COMIRNATY Not reported
10010139583 Professional |European Years |Specified Recovered/Not [TOZINAMERAN] (S -
Economic Resolved - ), COVID-19
Area immunisation - Not
Pericarditis (n/a - Not  |applicable - [n/a - n/a
Recovered/Not - n/aj)
Resolved - Other
Medically Important
Condition)
EU-EC- 27/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Dizziness (n/a - Not COMIRNATY Not reported
10010139611 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19
immunisation - Not
Fatigue (n/a - Not applicable - [n/a -
Recovered/Not 1{DF} - n/a])
Resolved - ),
Headache (n/a - Not
Recovered/Not
Resolved - ),
Heavy menstrual
bleeding (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 27/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Headache (n/a - COMIRNATY [MEDROXYPROGESTERONE
10010139659 Healthcare |Economic Years |Specified Recovered/Resolved - ), |[TOZINAMERAN] (S - |ACETATE] (C - n/a - n/a - [n/a
Professional |Area COVID-19 - n/a - n/a]),
Nausea (n/a - immunisation - Not
Recovered/Resolved - ) |applicable - [n/a - n/a |[PARACETAMOL] (C - n/a -
- n/a]) n/a - [n/a - n/a - n/a])
EU-EC- 27/09/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chills (n/a - Unknown - |COMIRNATY Not reported
10010139711 Professional |European Years |Specified ) [TOZINAMERAN] (S -
Economic COVID-19
Area Lethargy (n/a - immunisation - Not
Unknown - ), applicable - [652min -
n/a - nfal)
Pericarditis (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 27/09/2021 |Spontaneous |Non Non Not available 12-17 |Not Female |No Heart rate increased TOZINAMERAN [ASCORBIC ACID] (C - n/a -
10010140012 Healthcare |European Years |Specified (n/a- [TOZINAMERAN] (S - |n/a - [n/a - n/a - n/a]),
Professional |Economic Recovering/Resolving - |COVID-19
Area Other Medically immunisation - Not [ROSEHIP SEED OIL] (C - n/a
Important Condition) applicable - [n/a - n/a |- n/a - [n/a - n/a - n/a]),
- n/a])
[TAZAROTENE] (C - n/a - n/a
- [n/a - n/a - n/a])
EU-EC- 27/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Dizziness (1d - COMIRNATY Not reported
10010140081 Professional |Economic Years |Specified Recovered/Resolved -  |[TOZINAMERAN] (S -
Area Other Medically Immunisation - n/a -
Important Condition), |[n/a - n/a -
Intramuscular])
Gait disturbance (1d -
Recovered/Resolved -
Other Medically
Important Condition),
Headache (1d -
Recovered/Resolved -
Other Medically
Important Condition),
Muscle twitching (1d -
Recovered/Resolved -
Other Medically
Important Condition),
Tremor (1d -
Recovered/Resolved -
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Other Medically
Important Condition)
EU-EC- 27/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Arthralgia (n/a - COMIRNATY Not reported
10010140082 Healthcare |Economic Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S -
Professional |Area ) Immunisation - n/a -
[n/a-n/a-
Dizziness (n/a - Not Intramuscular])
Recovered/Not
Resolved - ),
Headache (n/a - Not
Recovered/Not
Resolved - ),
Swelling (n/a - Not
Recovered/Not
Resolved - ),
Swelling face (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 27/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Syncope (1d - COMIRNATY Not reported
10010140111 Professional |Economic Years |Specified Recovered/Resolved -  |[TOZINAMERAN] (S -
Area Other Medically Immunisation - n/a -
Important Condition) [n/a-n/a-
Intramuscular])
EU-EC- 27/09/2021 |Spontaneous |Non Non Not available 12-17 |Not Male No Epistaxis (n/a - Not TOZINAMERAN Not reported
10010140272 Healthcare |European Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional | Economic Resolved - Other COVID-19
Area Medically Important immunisation - Not
Condition), applicable - [1d - n/a
- n/a])
Haemorrhage (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition),
Headache (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 27/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Intermenstrual bleeding | COMIRNATY Not reported
10010140607 Healthcare |Economic Years (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not n/a-nfa-[nfa-n/a
Resolved - ) - Intramuscular])
EU-EC- 27/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Herpes zoster (n/a - COMIRNATY Not reported
10010140968 Healthcare |Economic Years Recovering/Resolving - |[TOZINAMERAN] (S -
Professional |Area ) COovID-19
immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 27/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Erythema (12d - COMIRNATY Not reported
10010140973 Healthcare |Economic Years Recovered/Resolved - ), |[TOZINAMERAN] (S -
Professional |Area COVID-19
Lymphadenopathy (12d |immunisation - Not
- Recovered/Resolved - |applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 27/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Asthenia (n/a - COMIRNATY Not reported
10010140981 Healthcare |Economic Years Recovered/Resolved - ), |[TOZINAMERAN] (S -
Professional |Area COVID-19
Feeling abnormal (n/a - |immunisation - Not
Recovered/Resolved - ), |applicable - [1d -
1{DF} -
Hot flush (n/a - Not Intramuscular])
Recovered/Not
Resolved - )
EU-EC- 27/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Asthenia (n/a - Not COMIRNATY Not reported
10010140982 Professional |Economic Years Recovered/Not [TOZINAMERAN] (S -
Area Resolved - ), COvID-19
immunisation - Not
Intention tremor (n/a - |applicable - [1d -
Not Recovered/Not 1{DF} -
Resolved - ) Intramuscular])
EU-EC- 27/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Diffuse alopecia (n/a - |COMIRNATY Not reported
10010141049 Professional |Economic Years Not Recovered/Not [TOZINAMERAN] (S -
Area Resolved - ), COVID-19
immunisation - Not
Influenza like illness applicable - [1d -
(n/a - Not .3mL -
Recovered/Not Intramuscular])
Resolved - )
EU-EC- 27/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Endometriosis (n/a - COMIRNATY Not reported
10010141054 Professional |Economic Years Not Recovered/Not [TOZINAMERAN] (S -
Area Resolved - ), COVID-19
immunisation - Drug
Heavy menstrual withdrawn - [1d -
bleeding (n/a - Not 1{DF} -
Recovered/Not Intramuscular])
Resolved - )
EU-EC- 27/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Menometrorrhagia (9d - | COMIRNATY Not reported
10010141100 Professional |Economic Years Recovered/Resolved - ) |[TOZINAMERAN] (S -
Area COVID-19
immunisation - Not
applicable - [n/a - n/a
- Intramuscular])
EU-EC- 27/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Amenorrhoea (n/a - Not |COMIRNATY Not reported
10010141144 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ) COVID-19
immunisation - n/a -
[n/a-n/a-
Intramuscular])
EU-EC- 27/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Pyrexia (n/a - Not COMIRNATY Not reported
10010141145 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19
immunisation - n/a -
Vaccination site pain [n/a-n/a-
(n/a - Not Intramuscular])
Recovered/Not
Resolved - )
EU-EC- 27/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Urticaria (2d - COMIRNATY Not reported
10010141147 Professional |Economic Years Recovered/Resolved - ) |[TOZINAMERAN] (S -
Area COVID-19
immunisation - Not
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applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 27/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Influenza like illness COMIRNATY Not reported
10010141165 Professional |Economic Years (n/a - Not [TOZINAMERAN] (S -
Area Recovered/Not COovID-19
Resolved - ) immunisation - n/a -
[n/a - 2{DF} -
Intramuscular])
EU-EC- 27/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Heavy menstrual COMIRNATY Not reported
10010141519 Healthcare |Economic Years |Specified bleeding (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not COVID-19
Resolved - ), immunisation - Not
applicable - [n/a -
Injection site pain (2d - |1{DF} - n/a])
Recovered/Resolved - )
EU-EC- 27/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Menstruation delayed ~ |COMIRNATY Not reported
10010141613 Healthcare |Economic Years (n/a- [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved - ) |COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 27/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Decreased appetite COMIRNATY Not reported
10010141640 Healthcare |Economic Years (n/a- [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving - |COVID-19
., immunisation - Not
applicable - [1d -
Influenza like illness 1{DF} -
(n/a- Intramuscular])
Recovering/Resolving -
)
Palpitations (n/a -
Recovering/Resolving -
EU-EC- 27/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Paralysis recurrent COMIRNATY Not reported
10010142157 Professional |Economic Years laryngeal nerve (9d - [TOZINAMERAN] (S -
Area Recovering/Resolving - |COVID-19
Caused/Prolonged immunisation - n/a -
Hospitalisation) [1d - .3mL -
Intramuscular])
EU-EC- 27/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Dizziness (1h - COMIRNATY Not reported
10010142192 Professional |Economic Years Unknown - ), [TOZINAMERAN] (S -
Area COvID-19
Headache (1h - immunisation - Not
Unknown - ), applicable - [n/a -
1{DF} -
Malaise (1h - Unknown |Intramuscular])
- Other Medically
Important Condition)
EU-EC- 27/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Child Male No Multisystem COMIRNATY Not reported
10010142246 Professional |Economic Years inflammatory syndrome |[TOZINAMERAN] (S -
Area in children (n/a - COovID-19
Recovering/Resolving - |immunisation - Not
Life Threatening, applicable - [1d -
Caused/Prolonged 1{DF} -
Hospitalisation) Intramuscular])
EU-EC- 27/09/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Asthenia (n/a - COMIRNATY Not reported
10010142271 Healthcare |Economic Years Recovered/Resolved - ), |[TOZINAMERAN] (S -
Professional |Area COVID-19
Chest discomfort (n/a - |immunisation - n/a -
Recovered/Resolved - |[n/a - 1{DF} - n/a])
Other Medically
Important Condition),
Dyspnoea (n/a -
Recovered/Resolved - ),
Presyncope (n/a -
Recovered/Resolved - ),
Tachycardia (n/a -
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 27/09/2021 |Spontaneous |Non Non Not available 12-17 |Not Female |No Abortion spontaneous | TOZINAMERAN Not reported
10010142469 Healthcare |European Years |Specified (n/a- [TOZINAMERAN] (S -
Professional | Economic Recovered/Resolved COVID-19
Area With Sequelae - Other |immunisation - Not
Medically Important applicable - [1d - n/a
Condition), - n/aj)
Fatigue (n/a - Unknown
- Other Medically
Important Condition),
Maternal exposure
during pregnancy (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 27/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Chills (48h - COMIRNATY Not reported
10010142699 Healthcare |Economic Years |Specified Recovered/Resolved - ), [[TOZINAMERAN] (S -
Professional |Area COVID-19
Fatigue (n/a - Not immunisation - Not
Recovered/Not applicable - [n/a -
Resolved - ), 1{DF} - n/al)
Headache (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 27/09/2021 |Spontaneous |Non Non Not available 12-17 |Not Female |No Chest discomfort (n/a - |TOZINAMERAN [OMEPRAZOLE, OMEPRAZOLE
10010143080 Healthcare |European Years |Specified Not Recovered/Not [TOZINAMERAN] (S - |MAGNESIUM, OMEPRAZOLE
Professional |Economic Resolved - Other COVID-19 SODIUM] (C -
Area Medically Important immunisation - Not  |Gastrooesophageal reflux
Condition), applicable - [1d - n/a |disease - n/a - [n/a - n/a -
- n/a]) n/a])
Dyspnoea (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Lethargy (n/a - Not
Recovered/Not
Resolved - Other
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Medically Important
Condition)
EU-EC- 27/09/2021 |Spontaneous |Non Non Not available 12-17 |Not Female |No COVID-19 (n/a - TOZINAMERAN Not reported
10010143122 Healthcare |European Years |Specified Unknown - Other [TOZINAMERAN] (S -
Professional |Economic Medically Important COVID-19
Area Condition), immunisation - Not
applicable - [n/a - n/a
Drug ineffective (n/a - |- n/a])
Unknown - Other
Medically Important
Condition)
EU-EC- 27/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Heavy menstrual COMIRNATY [FLUTICASONE PROPIONATE,
10010143255 Healthcare |Economic Years |Specified bleeding (2mo - Not [TOZINAMERAN] (S - |SALMETEROL] (C - n/fa - n/a -
Professional |Area Recovered/Not COVID-19 [n/a-n/a-n/al)
Resolved - ) immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 27/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Intermenstrual bleeding | COMIRNATY Not reported
10010143566 Healthcare |Economic Years |Specified (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not COVID-19
Resolved - ) immunisation - Not
applicable - [n/a -
1{DF} - n/al)
EU-EC- 27/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Headache (n/a - COMIRNATY Not reported
10010143664 Professional | Economic Years Unknown - ) [TOZINAMERAN] (S -
Area n/a-n/a-[n/a-n/a
- n/a])
EU-EC- 27/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Cardiovascular disorder |COMIRNATY Not reported
10010143704 Professional | Economic Years (n/a - Unknown - ), [TOZINAMERAN] (S -
Area n/a-nfa-[n/a-n/a
Dizziness (n/a - - n/a])
Unknown - ),
Nausea (n/a - Unknown
EU-EC- 27/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Chest pain (n/a - COMIRNATY [BECLOMETASONE
10010143921 Healthcare |Economic Years |Specified Unknown - [TOZINAMERAN] (S - |DIPROPIONATE] (C - Asthma
Professional |Area Caused/Prolonged COvID-19 -n/a-[n/a-n/a-n/al),
Hospitalisation), immunisation - Not
applicable - [n/a - n/a |[MONTELUKAST,
Diarrhoea (n/a - - n/al) MONTELUKAST SODIUM] (C -
Unknown - Asthma, Seasonal allergy - n/a
Caused/Prolonged - [n/a - n/a-n/a]),
Hospitalisation),
[SALBUTAMOL, SALBUTAMOL
Disorientation (n/a - MICRONIZED, SALBUTAMOL
Unknown - SULFATE] (C - Asthma - n/a -
Caused/Prolonged [n/a - n/a - n/a])
Hospitalisation),
Dizziness (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),
Hypertension (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),
Hypoacusis (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),
Memory impairment
(n/a - Unknown -
Caused/Prolonged
Hospitalisation),
Oropharyngeal pain
(n/a - Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 27/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Abdominal pain upper |COMIRNATY Not reported
10010143932 Healthcare |Economic Years |Specified (n/a- [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved - ), |COVID-19
immunisation - Not
Headache (n/a - applicable - [n/a - n/a
Recovered/Resolved - ), |- n/a])
Syncope (n/a -
Recovered/Resolved - ),
Tremor (2min -
Recovered/Resolved - ),
Vomiting (n/a -
Recovered/Resolved - )
EU-EC- 27/09/2021 | Spontaneous |Non Non Not available 12-17 |Not Female |No Chills (n/a - TOZINAMERAN Not reported
10010143941 Healthcare |European Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S -
Professional | Economic Other Medically COVID-19
Area Important Condition), |immunisation - Not
applicable - [1d - n/a
Ear discomfort (n/a - - n/a])
Not Recovered/Not
Resolved - Other
Medically Important
Condition),
Malaise (n/a -
Recovering/Resolving -
Other Medically
Important Condition),
Peritonsillar abscess
(n/a-
Recovering/Resolving -
Other Medically
Important Condition)
EU-EC- 27/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Lymphadenopathy (n/a |COMIRNATY Not reported
10010144163 Healthcare |Economic Years |Specified - Not Recovered/Not ~ |[TOZINAMERAN] (S -
Professional |Area Resolved - ) COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 27/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Arthralgia (8h - COMIRNATY NOT AVAILABLE (C - n/a - n/a
10010144289 Healthcare |Economic Years |Specified Recovered/Resolved - ), |[TOZINAMERAN] (S - |- [n/a - n/a - n/a])
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Professional |Area COVID-19
Body temperature immunisation - Not
increased (n/a - applicable - [n/a -
Recovered/Resolved - ), | 1{DF} - n/a])
Chills (n/a -
Recovered/Resolved - ),
Headache (n/a -
Recovering/Resolving -
Injection site pain (2d -
Recovered/Resolved - ),
Malaise (2d -
Recovered/Resolved - ),
Syncope (2min -
Recovered/Resolved - )
EU-EC- 27/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Asthenia (n/a - COMIRNATY Not reported
10010144736 Professional |Economic Years Recovering/Resolving - |[TOZINAMERAN] (S -
Area ) COVID-19
immunisation - Not
Chills (n/a - applicable - [1d -
Recovering/Resolving - |.3mL -
) Intramuscular])
Energy increased (n/a -
Recovering/Resolving -
Nausea (n/a -
Recovering/Resolving -
)
Pyrexia (n/a -
Recovering/Resolving -
EU-EC- 27/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Headache (n/a - COMIRNATY [LEVOTHYROXINE,
10010144763 Professional |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S - |LEVOTHYROXINE SODIUM] (C
Area Caused/Prolonged COvID-19 - Autoimmune hypothyroidism
Hospitalisation), immunisation - Drug |- Dose not changed - [n/a -
withdrawn - [1d - n/a |75ug - Oral])
Human herpesvirus 6 |- Intramuscular])
infection (16d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Myelitis (9d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Pyrexia (7d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Rash (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 27/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Headache (n/a - COMIRNATY Not reported
10010144855 Professional |Economic Years Unknown - ) [TOZINAMERAN] (S -
Area COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 27/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Epilepsy (1d - COMIRNATY Not reported
10010144933 Professional |Economic Years Recovered/Resolved -  |[TOZINAMERAN] (S -
Area Caused/Prolonged COVID-19
Hospitalisation), immunisation - Not
applicable - [1d - n/a
Pyrexia (1d - - n/al)
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 27/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No Herpes zoster (n/a - COMIRNATY Not reported
10010144940 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important COVID-19
Condition) immunisation - Not
applicable - [1d -
.3mL -
Intramuscular])
EU-EC- 27/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Fatigue (n/a - COMIRNATY Not reported
10010145039 Healthcare |Economic Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S -
Professional |Area ) COvID-19
immunisation - Not
Headache (n/a - applicable - [n/a -
Recovering/Resolving - |1{DF} - n/a])
)
Lymphadenopathy (n/a
- Not Recovered/Not
Resolved - ),
Malaise (n/a -
Recovering/Resolving -
Myalgia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 27/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Menstruation irregular | COMIRNATY Not reported
10010145180 Professional |Economic Years (n/a- [TOZINAMERAN] (S -
Area Recovering/Resolving - |COVID-19
) immunisation - Not
applicable - [1d -
1{DF} - Unknown])
EU-EC- 27/09/2021 | Spontaneous |Non European |Not available 12-17 |Not Male No Rash (n/a - Not COMIRNATY Not reported
10010145446 Healthcare  |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ) COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/al)
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EU-EC- 27/09/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Myocarditis (n/a - COMIRNATY Not reported
10010145479 Professional |European Years |Specified Unknown - [TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation, Other  |immunisation - Not
Medically Important applicable - [n/a - n/a
Condition), - n/al)
Pleuritic pain (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),
Troponin increased (n/a
- Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 27/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Body temperature COMIRNATY Not reported
10010145555 Healthcare |Economic Years |Specified increased (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not COovID-19
Resolved - ), immunisation - Not
applicable - [n/a -
Chills (1h - 1{DF} - n/al)
Recovered/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- 26/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Body temperature COMIRNATY IBUPROFEN [IBUPROFEN,
10010133650 Healthcare |Economic Years |Specified increased (n/a - Not [TOZINAMERAN] (S - |IBUPROFEN SODIUM] (C - n/a
Professional |Area Recovered/Not COvID-19 -n/a-[n/a-n/a-n/al),
Resolved - ), immunisation - Not
applicable - [n/a - [PARACETAMOL] (C - n/a -
Chills (n/a - 1{DF} - n/a]) n/a - [n/a-n/a-n/al)
Recovering/Resolving -
]
Headache (n/a -
Recovering/Resolving -
]
Muscle discomfort (n/a
- Recovering/Resolving
-)
EU-EC- 26/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Syncope (n/a - COMIRNATY Not reported
10010133748 Healthcare |Economic Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S -
Professional |Area COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 26/09/2021 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Chills (2h - COMIRNATY NOT AVAILABLE (C - n/a - n/a
10010134171 Healthcare |Economic Years Recovered/Resolved - ), |[TOZINAMERAN] (S - |- [n/a - n/a - n/a])
Professional |Area COVID-19
Fatigue (2d - immunisation - Not
Recovered/Resolved - ), |applicable - [n/a -
1{DF} - n/a])
Headache (1d -
Recovered/Resolved - ),
Malaise (n/a -
Recovering/Resolving -
)
Nausea (n/a -
Recovering/Resolving -
)
Pyrexia (n/a -
Recovered/Resolved - ),
Vomiting (5h -
Recovered/Resolved - )
EU-EC- 26/09/2021 | Spontaneous |Non European |Not available 12-17 |Not Female |No Chills (2d - COMIRNATY [NORETHISTERONE] (C - n/a
10010134301 Healthcare |Economic Years |Specified Recovered/Resolved - ), |[TOZINAMERAN] (S - |- n/a - [n/a - n/a - n/a])
Professional |Area COVID-19
Headache (2d - immunisation - Not
Recovered/Resolved - ), |applicable - [n/a -
1{DF} - n/al)
Intermenstrual bleeding
(2d -
Recovered/Resolved - ),
Nausea (2d -
Recovered/Resolved - )
EU-EC- 26/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Body temperature COMIRNATY [PARACETAMOL] (C - n/a -
10010134336 Healthcare |Economic Years |Specified increased (2d - [TOZINAMERAN] (S - |n/a - [n/a - n/a - n/a])
Professional |Area Recovered/Resolved - ), |COVID-19
immunisation - Not
Dizziness (2d - applicable - [n/a -
Recovered/Resolved - ), |1{DF} - n/a])
Fatigue (n/a -
Recovering/Resolving -
,
Headache (3d -
Recovered/Resolved - ),
Malaise (n/a -
Recovering/Resolving -
)
Oropharyngeal pain
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 26/09/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Abdominal pain (n/fa- |TOZINAMERAN Not reported
10010134441 Professional |European Years |Specified Recovered/Resolved - ), |[TOZINAMERAN] (S -
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Economic COVID-19
Area Diarrhoea (n/a - immunisation - Not
Recovered/Resolved - |applicable - [1d - n/a
Other Medically - n/al),
Important Condition),
[MENINGOCOCCAL
Erythema (n/a - GROUP A, C, W135
Unknown - ), AND Y CONJUGATE
VACCINE, NEISSERIA
Flushing (n/a - MENINGITIDIS
Unknown - ), GROUP C, NEISSERIA
MENINGITIDIS
Hypersensitivity (n/a - |GROUP A, NEISSERIA
Recovered/Resolved - ), [MENINGITIDIS
GROUP W135
Malaise (n/a - Unknown |POLYSACCHARIDE,
=) NEISSERIA
MENINGITIDIS
Nausea (n/a - GROUP Y] (S -
Recovered/Resolved - ), |Immunisation - Not
applicable - [1d - n/a
Off label use (n/a - - n/al)
Unknown - ),
Paraesthesia (n/a -
Recovered/Resolved - ),
Product use issue (n/a -
Unknown - ),
Pruritus (n/a -
Recovered/Resolved - ),
Pyrexia (n/a - Unknown
Urticaria (n/a -
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 26/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Fatigue (n/a - Not COMIRNATY ANTIBIOTICA [NOT
10010134515 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S - |AVAILABLE] (C - n/a-n/a -
Professional |Area Resolved - ), COVID-19 [n/a-n/a-n/al)
immunisation - Not
Intermenstrual bleeding |applicable - [n/a -
(n/a - Not 1{DF} - n/al),
Recovered/Not
Resolved - ), [NOT AVAILABLE] (S -
n/a - Drug withdrawn
Myalgia (n/a - Not - [n/a-n/a-n/al)
Recovered/Not
Resolved - )
EU-EC- 26/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Arthralgia (n/a - Not COMIRNATY Not reported
10010134556 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19
immunisation - Not
Back pain (n/a - Not applicable - [n/a -
Recovered/Not 1{DF} - n/a])
Resolved - ),
Chills (n/a - Not
Recovered/Not
Resolved - ),
Headache (n/a -
Recovering/Resolving -
)
Malaise (n/a - Not
Recovered/Not
Resolved - ),
Myalgia (n/a -
Recovering/Resolving -
)
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 26/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Tinnitus (n/a - Not COMIRNATY Not reported
10010134686 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ) COovID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 26/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Lymphadenopathy (11d |COMIRNATY Not reported
10010134760 Healthcare |Economic Years |Specified - Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/al)
EU-EC- 25/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Arthralgia (1d - COMIRNATY Not reported
10010129003 Healthcare |Economic Years |Specified Recovered/Resolved - ), |[TOZINAMERAN] (S -
Professional |Area COVID-19
Chills (1d - immunisation - Not
Recovered/Resolved - ), |applicable - [n/a -
1{DF} - n/a])
Fatigue (n/a -
Recovering/Resolving -
)
Headache (n/a - Not
Recovered/Not
Resolved - ),
Nausea (1d -
Recovered/Resolved - ),
Pyrexia (n/a -
Recovering/Resolving -
EU-EC- 25/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Asthenia (n/a - COMIRNATY [COLECALCIFEROL] (C - n/a -
10010129392 Healthcare |Economic Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S - |n/a - [n/a - n/a - n/a])
Professional |Area Caused/Prolonged COVID-19
Hospitalisation), immunisation - n/a -
[n/a-.3mL -
Chest pain (n/a - Intramuscular])
Recovering/Resolving -
Caused/Prolonged
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Hospitalisation),
Decreased appetite
(n/a-
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Dyspnoea (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Malaise (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation)
EU-EC- 25/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Ecchymosis (n/a - COMIRNATY Not reported
10010129397 Healthcare |Economic Years |Specified Unknown - [TOZINAMERAN] (S -
Professional |Area Caused/Prolonged COVID-19
Hospitalisation), immunisation - n/a -
[n/a - 1{DF} -
Petechiae (n/a - Intramuscular])
Unknown -
Caused/Prolonged
Hospitalisation),
Thrombocytopenia (n/a
- Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 25/09/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Urticaria (7d - COMIRNATY Not reported
10010129402 Professional |Economic Years |Specified Recovered/Resolved - ) [[TOZINAMERAN] (S -
Area COVID-19
immunisation - n/a -
[n/a-n/a-
Intramuscular])
EU-EC- 25/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Erythema (n/a - Not COMIRNATY Not reported
10010129483 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COovID-19
immunisation - n/a -
Headache (n/a - Not [n/a -.3mL -
Recovered/Not Intramuscular])
Resolved - ),
Myalgia (n/a - Not
Recovered/Not
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 25/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Herpes zoster (n/a - COMIRNATY Not reported
10010129646 Healthcare |Economic Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S -
Professional |Area COVID-19
immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 25/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Nausea (n/a - COMIRNATY Not reported
10010129664 Healthcare |Economic Years |Specified Recovering/Resolving - [[TOZINAMERAN] (S -
Professional |Area ) COVID-19
immunisation - Not
Pain in extremity (n/a - |applicable - [n/a -
Recovering/Resolving - |.3mL -
, Intramuscular])
Pyrexia (n/a -
Recovering/Resolving -
Vomiting (n/a -
Recovering/Resolving -
EU-EC- 25/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Arthralgia (n/a - COMIRNATY Not reported
10010131288 Healthcare |Economic Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S -
Professional |Area ) COvID-19
immunisation - Not
Chills (1d - applicable - [n/a -
Recovered/Resolved - ), |1{DF} - n/a])
Fatigue (n/a -
Recovering/Resolving -
,
Headache (n/a - Not
Recovered/Not
Resolved - ),
Nausea (1d -
Recovered/Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 25/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Headache (n/a - Not COMIRNATY Not reported
10010131596 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COvID-19
immunisation - n/a -
Hypersensitivity (n/a - |[n/a - .3mL -
Not Recovered/Not Intramuscular])
Resolved - )
EU-EC- 25/09/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Lymphadenopathy (4d - | COMIRNATY Not reported
10010131687 Healthcare |Economic Years |Specified Recovered/Resolved - ), [[ TOZINAMERAN] (S -
Professional |Area COVID-19
Pain in extremity (4d - |immunisation - n/a -
Recovered/Resolved - ), |[n/a - 1{DF} -
Intramuscular])
Vaccination site pain
(4d -
Recovered/Resolved - )
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