30.11.2022 16.17

Line Listing Report
Time run: 30/11/2022 15:16:33

Run Line Listing Report

Primary Suspect/interacting | Concomitant/Not
EV Primary Source Patient Patient ) Parent Reactit?n List PT Drug List (Drug Administered Drug
EU Local Gateway oo ot Tyne |Source Country || iterature Reference Age  |Age Group |Patient |y (Duration — Outcome |Char - Indication  |List (Drug Char - ICSR
Number Receipt port Ty ification | OF g (asper  |Sex 'C |- Seriousness PT - Action taken - |Indication PT - Action |Form
Qualification Group Report | ="~ N .
Date Regulatory reporter) Criteria) [Duration - Dose - |taken - [Duration -
Purposes Route]) Dose - Route])
EU-EC- 14/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012208503 Professional |European Years |Specified Unknown - Other [TOZINAMERAN]
Economic Medically Important |(S - COVID-19
Area Condition), immunisation - Not
applicable - [1d -
Cough (n/a - n/a-
Recovering/Resolving | Intramuscular])
- Caused/Prolonged
Hospitalisation),
Dyspnoea (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Fatigue (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Myalgia (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Pneumonia (n/a -
Unknown - Other
Medically Important
Condition),
Pulmonary
tuberculosis (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 14/04/2022 | Spontaneous |Non Non Not available 12-17 |Not Female |No COVID-19 (3d - COMIRNATY Not reported ICSR
10012208545 Healthcare |European Years | Specified Recovered/Resolved |[TOZINAMERAN]
Professional |Economic - Other Medically (S - COVID-19
Area Important immunisation - Not
Condition), applicable - [1d -
.45mL - n/a])
Drug ineffective (3d -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 14/04/2022 |Spontaneous |Non Non Not available 12-17 |Not Female |No Abnormal behaviour |COMIRNATY Not reported ICSR
10012208597 Healthcare |European Years | Specified (18d - [TOZINAMERAN]
Professional | Economic Recovered/Resolved |(S - COVID-19
Area - Caused/Prolonged |immunisation - Not
Hospitalisation) applicable - [1d -
n/a-
Intramuscular])
EU-EC- 14/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Asymptomatic COMIRNATY Not reported ICSR
10012208688 Professional |European Years |Specified COVID-19 (n/a - [TOZINAMERAN]
Economic Recovered/Resolved |(S - COVID-19
Area - Other Medically immunisation - Not
Important Condition) |applicable - [1d -
n/a-
Intramuscular])
EU-EC- 14/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Ageusia (n/a - COMIRNATY Not reported ICSR
10012208773 Professional |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN]
Area -) (S - COvVID-19
immunisation - Not
applicable - [n/a -
n/a - n/al])
EU-EC- 14/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Cyanosis (n/a - COMIRNATY Not reported ICSR
10012209260 Professional |European Years |Specified Unknown - ), [TOZINAMERAN]
Economic (S - COVID-19
Area Dizziness (n/a - immunisation - Not
Unknown - ), applicable - [1d -
n/a-
Fall (n/a - Unknown - | Intramuscular])
)
Fatigue (n/a -
Recovered/Resolved
=)
Gaze palsy (n/a -
Unknown - Other
Medically Important
Condition),
Haemoptysis (n/a -
Unknown - ),
Loss of
consciousness (n/a -
Unknown - Other
Medically Important
Condition),
Nausea (n/a -
Unknown - ),
Seizure (1d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
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Important
Condition),
Somnolence (n/a -
Unknown - ),
Vaccination site pain
(n/a-
Recovered/Resolved
EU-EC- 14/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Vaccination site pain | COMIRNATY Not reported ICSR
10012209286 Professional |European Years |Specified (n/a- [TOZINAMERAN]
Economic Recovered/Resolved |(S - COVID-19
Area - Caused/Prolonged |immunisation - Not
Hospitalisation), applicable - [1d -
n/a-
Vomiting (n/a - Intramuscular])
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)
EU-EC- 14/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Asthenia (n/a - COMIRNATY Not reported ICSR
10012209478 Professional |European Years |Specified Unknown - [TOZINAMERAN]
Economic Caused/Prolonged (S - COvVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d -
Dizziness (n/a - nfa-
Recovered/Resolved |Intramuscular])
- Caused/Prolonged
Hospitalisation),
Headache (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),
Pyrexia (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)
EU-EC- 14/04/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Axillary pain (nfa- |COMIRNATY Not reported ICSR
10012209485 Healthcare |Economic Years |Specified Not Recovered/Not  |[TOZINAMERAN]
Professional |Area Resolved - ), (S - COVID-19
immunisation - Not
Injection site pain applicable - [n/a -
(n/a - Not 1{DF} - n/a])
Recovered/Not
Resolved - ),
Myalgia (1d -
Recovered/Resolved
EU-EC- 14/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Asthenia (n/a - COMIRNATY Not reported ICSR
10012209803 Professional |Economic Years |Specified Unknown - ), CONCENTRATE
Area FOR DISPERSION
Axillary pain (n/fa- |FOR INJECTION
Unknown - ), COVID-19 MRNA
VACCINE
Headache (n/a - (NUCLEOSIDE
Unknown - ) MODIFIED)
[TOZINAMERAN]
(S-nfa-n/a-
[n/a-n/a-
Intramuscular])
EU-EC- 14/04/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent Male No Headache (n/a - COMIRNATY Not reported ICSR
10012209940 Healthcare |Economic Years Recovering/Resolving | [TOZINAMERAN]
Professional |Area =), (S - Immunisation
-nfa-[nfa-n/a-
Limb discomfort (n/a |n/al)
Recovering/Resolving
Lymphadenopathy
(n/a -
Recovering/Resolving
=)
Pyrexia (n/a -
Recovering/Resolving
Vaccination site pain
(n/a-
Recovering/Resolving
EU-EC- 14/04/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Headache (n/a - Not |COMIRNATY Not reported ICSR
10012209948 Healthcare |Economic Years Recovered/Not [TOZINAMERAN]
Professional |Area Resolved - ) (S - Immunisation
-n/a-[n/a-n/a-
n/a])
EU-EC- 14/04/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Vomiting (1d - COMIRNATY Not reported ICSR
10012209968 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN]
Professional |Area -) (S - Immunisation
-nfa-[n/a-nfa-
n/al)
EU-EC- 14/04/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Body temperature COMIRNATY Not reported ICSR
10012210342 Healthcare |Economic Years |Specified increased (n/a - [TOZINAMERAN]
Professional |Area Recovered/Resolved |(S - COVID-19
=) immunisation - Not
applicable - [n/a -
Nausea (n/a - 1{DF} - n/a])
Recovered/Resolved
Vomiting (n/a -
Recovered/Resolved
-)
EU-EC- 14/04/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Injection site pain COMIRNATY Not reported ICSR
10012210375 Healthcare |Economic Years |Specified (n/a - Not [TOZINAMERAN]
Professional |Area Recovered/Not (S - COVID-19
Resolved - ) immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 14/04/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Pain (n/a - Not COMIRNATY Not reported ICSR
10012210405 Healthcare |Economic Years |Specified Recovered/Not CONCENTRATE
Professional |Area Resolved - FOR DISPERSION
Disabling), FOR INJECTION
COVID-19 MRNA
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Paralysis (n/a - Not |VACCINE
Recovered/Not (NUCLEOSIDE
Resolved - Disabling) | MODIFIED)
[TOZINAMERAN]
(S-nfa-n/a-
[n/a-n/a-
Intramuscular])
EU-EC- 14/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Abdominal pain (n/a |COMIRNATY Not reported ICSR
10012210482 Professional |European Years |Specified - [TOZINAMERAN]
Economic Recovered/Resolved |(S - COVID-19
Area - Caused/Prolonged |immunisation - Not
Hospitalisation), applicable - [1d -
n/a-
Vaccination site pain |Intramuscular])
(nfa-
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)
EU-EC- 14/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Cerebral COMIRNATY Not reported ICSR
10012210652 Professional |Economic Years |Specified haemorrhage (n/a - |CONCENTRATE
Area Recovered/Resolved |FOR DISPERSION
- Caused/Prolonged |FOR INJECTION
Hospitalisation) COVID-19 MRNA
VACCINE
(NUCLEOSIDE
MODIFIED)
[TOZINAMERAN]
(S-n/a-n/a-
[n/a-n/a-
Intramuscular])
EU-EC- 14/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Drug eruption (n/a - |COMIRNATY Not reported ICSR
10012210764 Professional |Economic Years |Specified Unknown - ), CONCENTRATE
Area FOR DISPERSION
Hypotonic- FOR INJECTION
hyporesponsive COVID-19 MRNA
episode (n/a - VACCINE
Unknown - ), (NUCLEOSIDE
MODIFIED)
Pyrexia (n/a - [TOZINAMERAN]
Unknown - ), (S-n/a-n/a-
[n/a-.3mL-
Syncope (n/a - Intramuscular])
Unknown - )
EU-EC- 14/04/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Asthenia (n/a - COMIRNATY Not reported ICSR
10012210947 Healthcare |Economic Years |Specified Recovered/Resolved |CONCENTRATE
Professional |Area - FOR DISPERSION
FOR INJECTION
Pain in extremity (1d |COVID-19 MRNA
- VACCINE
Recovered/Resolved |(NUCLEOSIDE
-), MODIFIED)
[TOZINAMERAN]
Vomiting (n/a - (S-n/a-n/a-
Recovered/Resolved |[n/a - n/a - n/a])
-)
EU-EC- 14/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Acute myocardial COMIRNATY Not reported ICSR
10012211312 Professional |European Years |Specified infarction (n/a - Fatal |[TOZINAMERAN]
Economic - Results in Death,  |(S - COVID-19
Area Other Medically immunisation - Not
Important applicable - [1d -
Condition), n/a - n/al)
Anaemia (n/a - Fatal
- Results in Death),
Back pain (n/a -
Unknown - ),
Bone marrow failure
(n/a - Fatal - Results
in Death, Other
Medically Important
Condition),
Cardiogenic shock
(n/a - Fatal - Results
in Death, Other
Medically Important
Condition),
Critical illness (n/a -
Fatal - Results in
Death,
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),
Dizziness (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Dyspnoea (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Fatigue (n/a -
Unknown - ),
Haemoglobin
decreased (n/a - Not
Recovered/Not
Resolved - Life
Threatening,
Caused/Prolonged
Hospitalisation),
Headache (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Hemiparesis (n/a -
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Fatal - Results in
Death, Other
Medically Important
Condition),

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

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

Pain in extremity
(n/a - Unknown - ),

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

Red blood cell
abnormality (n/a -
Not Recovered/Not
Resolved - Life
Threatening,
Caused/Prolonged
Hospitalisation),

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

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

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

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

Thrombotic
thrombocytopenic
purpura (n/a - Fatal -
Results in Death,
Other Medically
Important Condition)

EU-EC- 14/04/2022 |Spontaneous |Non Non Not available 12-17 |Not Male No Haemorrhage (n/a - | TOZINAMERAN Not reported ICSR
10012211318 Healthcare |European Years |Specified Unknown - Other [TOZINAMERAN]
Professional | Economic Medically Important |(S - COVID-19
Area Condition), immunisation - Not
applicable - [1d -
Skin papilloma (n/a - |n/a - n/a])
Unknown - ),
Vaccination site rash
(5wk -
Recovered/Resolved
=)
Vaccination site
swelling (n/a -
Unknown - ),
Vaccination site
vesicles (n/a -
Unknown - )
EU-EC- 14/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012211508 Professional |European Years | Specified Unknown - Other [TOZINAMERAN]
Economic Medically Important |(S - COVID-19
Area Condition), immunisation - Not
applicable - [1d -
Vaccination failure n/a - n/a])
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 14/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Blood pressure COMIRNATY Not reported ICSR
10012211678 Professional |Economic Years |Specified increased (n/a - CONCENTRATE
Area Unknown - Other FOR DISPERSION
Medically Important |FOR INJECTION
Condition), COVID-19 MRNA
VACCINE
Chest pain (n/a - (NUCLEOSIDE
Unknown - Other MODIFIED)
Medically Important |[TOZINAMERAN]
Condition), (S-n/a-n/a-
[n/a-.3mL -
Headache (n/a - Not |Intramuscular])
Recovered/Not
Resolved - Other
Medically Important
Condition),
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Nausea (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 14/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Myopericarditis (n/a - | COMIRNATY Not reported ICSR
10012211749 Healthcare |Economic Years Not Recovered/Not | [TOZINAMERAN]
Professional |Area Resolved - (S - Immunisation
Caused/Prolonged -nfa-[n/a-
Hospitalisation) 2{DF} - n/a])
EU-EC- 14/04/2022 |Spontaneous |Non European |Not available 12-17 |Adult Female |No Dyspnoea (n/a - COMIRNATY Not reported ICSR
10012211759 Healthcare |Economic Years Recovering/Resolving | [TOZINAMERAN]
Professional |Area - Other Medically (S - Immunisation
Important Condition) |- n/a - [n/a - n/a -
n/a])
EU-EC- 14/04/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Pain (n/a - COMIRNATY [CORTISONE] (C - ICSR
10012211932 Healthcare |Economic Years |Specified Recovering/Resolving |[TOZINAMERAN] |n/a - n/a - [n/a - n/a
Professional |Area =) (S - COVID-19 - n/al),
immunisation - Not
Pain in extremity applicable - [n/a - |[MESALAZINE] (C -
(n/a- n/a - n/a]) n/a-nfa-[n/a-n/a
Recovering/Resolving - n/a])
EU-EC- 14/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Headache (n/a - Not |COMIRNATY [ETHINYLESTRADIOL, | ICSR
10012212101 Healthcare |Economic Years Recovered/Not [TOZINAMERAN]  |LEVONORGESTREL,
Professional |Area Resolved - (S - COVID-19 PLACEBO] (C -
Caused/Prolonged immunisation - Not |Contraception - n/a -
Hospitalisation), applicable - [1d - |[n/a - n/a - n/a])
1{DF} -
Muscular weakness | Intramuscular])
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Myalgia (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Vertigo (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Weight decreased
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 14/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Dyspnoea (n/a - COMIRNATY Not reported ICSR
10012212133 Professional |Economic Years |Specified Unknown - ) CONCENTRATE
Area FOR DISPERSION
FOR INJECTION
COVID-19 MRNA
VACCINE
(NUCLEOSIDE
MODIFIED)
[TOZINAMERAN]
(S-n/a-n/a-
[n/a-n/a-
Intramuscular])
EU-EC- 14/04/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Sleep disorder (n/a - |COMIRNATY Not reported ICSR
10012212186 Healthcare |Economic Years Not Recovered/Not  |[TOZINAMERAN]
Professional |Area Resolved - ), (S - COVID-19
immunisation - n/a
Tinnitus (n/a - Not |- [1d - 1{DF} -
Recovered/Not Intramuscular])
Resolved - )
EU-EC- 14/04/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Autoimmune COMIRNATY Not reported ICSR
10012212217 Healthcare |Economic Years thyroiditis (n/a - Not |[TOZINAMERAN]
Professional |Area Recovered/Not (S - COVID-19
Resolved - ) immunisation - n/a
- [n/a - 1{DF} -
Intramuscular])
EU-EC- 14/04/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent | Male No Immunisation COMIRNATY Not reported ICSR
10012212383 Healthcare |Economic Years reaction (5d - [TOZINAMERAN]
Professional |Area Recovered/Resolved |(S - COVID-19
- immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 14/04/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent | Male No Immunisation COMIRNATY Not reported ICSR
10012212384 Healthcare |Economic Years reaction (3d - [TOZINAMERAN]
Professional |Area Recovered/Resolved |(S - COVID-19
- immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 14/04/2022 |Spontaneous |Non Non Not available 12-17 |Not Female |No Pyrexia (n/a - COMIRNATY Not reported ICSR
10012212526 Healthcare |European Years |Specified Recovered/Resolved |[TOZINAMERAN]
Professional | Economic - Caused/Prolonged |(S - COVID-19
Area Hospitalisation) immunisation - Not
applicable - [1d -
n/a-
Intramuscular])
EU-EC- 14/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Complex regional COMIRNATY Not reported ICSR
10012212528 Professional |European Years |Specified pain syndrome (n/a - |[TOZINAMERAN]
Economic Not Recovered/Not  |(S - COVID-19
Area Resolved - immunisation - Not
Caused/Prolonged applicable - [n/a -
Hospitalisation, .3mL -
Disabling), Intramuscular])
Gait inability (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Disabling),
Intervertebral disc
protrusion (n/a - Not
Recovered/Not
Resolved -
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Caused/Prolonged
Hospitalisation,
Disabling),

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

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

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

Peroneal nerve palsy
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Disabling),

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

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

EU-EC- 14/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Vaccination site pain |COMIRNATY Not reported ICSR
10012212530 Professional |European Years |Specified (n/a - Unknown - ), |[TOZINAMERAN]
Economic (S - COVID-19
Area Vomiting (n/a - immunisation - Not
Recovering/Resolving |applicable - [1d -
- Caused/Prolonged |n/a -
Hospitalisation) Intramuscular])
EU-EC- 14/04/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Immunisation COMIRNATY Not reported ICSR
10012212647 Healthcare |Economic Years reaction (4d - [TOZINAMERAN]
Professional |Area Recovered/Resolved |(S - COVID-19
=) immunisation - Not
applicable - [n/a -
Varicella (n/a - 1{DF} -
Recovered/Resolved |Intramuscular])
EU-EC- 14/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Menstrual disorder | COMIRNATY Not reported ICSR
10012212687 Healthcare |Economic Years (n/a - Not [TOZINAMERAN]
Professional |Area Recovered/Not (S - COVID-19
Resolved - ) immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 14/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Not No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012212745 Professional |European Years |Specified |Specified Unknown - Other [TOZINAMERAN]
Economic Medically Important |(S - COVID-19
Area Condition), immunisation - Not
applicable - [n/a -
Drug ineffective (n/a |n/a - n/al)
- Unknown - Other
Medically Important
Condition)
EU-EC- 14/04/2022 | Spontaneous |Non Non Not available 12-17 |Not Female |No Oropharyngeal pain | COMIRNATY Not reported ICSR
10012213025 Healthcare |European Years |Specified (n/a - Not [TOZINAMERAN]
Professional | Economic Recovered/Not (S - COVID-19
Area Resolved - Other immunisation - Not
Medically Important |applicable - [n/a -
Condition) n/a - n/a])
EU-EC- 14/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Syncope (n/a - COMIRNATY Not reported ICSR
10012213469 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN]
Economic - Other Medically (S - COVID-19
Area Important Condition) |immunisation - Not
applicable - [1d -
n/a-
Intramuscular])
EU-EC- 14/04/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Amenorrhoea (n/a - |COMIRNATY Not reported ICSR
10012213633 Healthcare |Economic Years |Specified Not Recovered/Not  |[TOZINAMERAN]
Professional |Area Resolved - ) (S - COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 14/04/2022 | Spontaneous |Non Non Not available 12-17 |Not Male No Body temperature | COMIRNATY Not reported ICSR
10012213700 Healthcare |European Years |Specified increased (n/a - Not |[TOZINAMERAN]
Professional |Economic Recovered/Not (S - CovID-19
Area Resolved - Other immunisation - Not
Medically Important |applicable - [1d -
Condition), n/a - n/al)
Fatigue (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Vaccination site pain
(n/a-
Recovering/Resolving
- Other Medically
Important
Condition),
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Vomiting (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 14/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Chills (3d - COMIRNATY Not reported ICSR
10012213977 Professional |Economic Years Recovered/Resolved |[TOZINAMERAN]
Area =) (S - Immunisation
-n/a-[n/a-
Headache (3d - 2{DF} - n/a])
Recovered/Resolved
=k
Pyrexia (3d -
Recovered/Resolved
-)
EU-EC- 14/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012214541 Professional | Economic Years Unknown - Other [TOZINAMERAN]
Area Medically Important |(S-n/a-n/a-
Condition), [n/a-n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 14/04/2022 |Spontaneous | Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012214545 Professional |Economic Years Unknown - Other [TOZINAMERAN]
Area Medically Important |(S-n/a-n/a-
Condition), [n/a-n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 14/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012214888 Professional | Economic Years Unknown - Other [TOZINAMERAN]
Area Medically Important |(S-n/a-n/a-
Condition), [n/a-n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 14/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012215132 Professional |Economic Years Unknown - Other [TOZINAMERAN]
Area Medically Important (S - n/a-n/a-
Condition), [n/a-n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 14/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012215240 Professional | Economic Years Unknown - Other [TOZINAMERAN]
Area Medically Important |(S-n/a-n/a-
Condition), [n/a-n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 14/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012215245 Professional |Economic Years Unknown - Other [TOZINAMERAN]
Area Medically Important (S - n/a-n/a-
Condition), [n/a-n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 14/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012215251 Professional |Economic Years Unknown - Other [TOZINAMERAN]
Area Medically Important (S - n/a-n/a-
Condition), [n/a-n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 14/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012215381 Professional |Economic Years Unknown - Other [TOZINAMERAN]
Area Medically Important (S - n/a-n/a-
Condition), [n/a-n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 14/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012215395 Professional |Economic Years Unknown - Other [TOZINAMERAN]
Area Medically Important |(S-n/a-n/a-
Condition), [n/a-n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 14/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Anaphylactic reaction | COMIRNATY Not reported ICSR
10012215773 Professional |European Years |Specified (n/a- [TOZINAMERAN]
Economic Recovering/Resolving | (S - COVID-19
Area - Caused/Prolonged |immunisation - Not
Hospitalisation, applicable - [n/a -
Other Medically n/a - n/al)
Important
Condition),
Angioedema (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),
Generalised oedema
(n/a-
Recovering/Resolving
https://dap.ema.europa.eu/analytics/saw.dlI?Go 7167
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- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),
Haematemesis (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),
Melaena (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),
Ocular icterus (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation,
Other Medically
Important Condition)
EU-EC- 14/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012216176 Professional | Economic Years Unknown - Other [TOZINAMERAN]
Area Medically Important |(S-n/a-n/a-
Condition), [n/a-n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 14/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Vaccination site COMIRNATY Not reported ICSR
10012216673 Professional |European Years |Specified urticaria (n/a - Not | [TOZINAMERAN]
Economic Recovered/Not (S - COVID-19
Area Resolved - Other immunisation - Not
Medically Important |applicable - [n/a -
Condition) n/a-
Intramuscular])
EU-EC- 14/04/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Fatigue (n/a - Not COMIRNATY Not reported ICSR
10012216736 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN]
Professional |Area Resolved - ), (S - COVID-19
immunisation - Not
Headache (n/a - Not |applicable - [n/a -
Recovered/Not 1{DF} - n/al)
Resolved - ),
Myalgia (n/a -
Recovering/Resolving
=)
Vaccination site
lymphadenopathy
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 13/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012194042 Professional |Economic Years Unknown - Other [TOZINAMERAN]
Area Medically Important (S - n/a-n/a-
Condition), [n/a-n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 13/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012194055 Professional | Economic Years Unknown - Other [TOZINAMERAN]
Area Medically Important (S - n/a -n/a -
Condition), [n/a-n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 13/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012194060 Professional |Economic Years Unknown - Other [TOZINAMERAN]
Area Medically Important |(S-n/a-n/a-
Condition), [n/a-n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 13/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012194062 Professional | Economic Years Unknown - Other [TOZINAMERAN]
Area Medically Important |(S-n/a-n/a-
Condition), [n/a-n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 13/04/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Loss of COMIRNATY Not reported ICSR
10012194174 Healthcare |Economic Years | Specified consciousness (n/a - |[TOZINAMERAN]
Professional |Area Not Recovered/Not  |(S - COVID-19
Resolved - Life immunisation -
Threatening) Drug withdrawn -
[n/a - 1{DF} -
Intramuscular])
EU-EC- 13/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012194497 Professional |Economic Years Unknown - Other [TOZINAMERAN]
Area Medically Important |(S-n/a-n/a-
Condition), [n/a-n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 13/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012194518 Professional | Economic Years Unknown - Other [TOZINAMERAN]
Area Medically Important |(S - n/a-n/a-
Condition), [n/a-n/a-
Intramuscular])
https://dap.ema.europa.eu/analytics/saw.dlI?Go 8/67
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Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)

EU-EC-
10012194528

13/04/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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

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

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

Not reported

(9]
Pl

EU-EC-
10012194539

13/04/2022

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

Not reported

@}
o

EU-EC-
10012194752

13/04/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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

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

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

Not reported

(9]
Pl

EU-EC-
10012194782

13/04/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

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

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

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

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

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

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

Not reported

@}
o0

EU-EC-
10012194862

13/04/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

Muscle twitching (0d

Recovered/Resolved
- Other Medically
Important
Condition),

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

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

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

Not reported

EU-EC-
10012194867

13/04/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

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

Not available

12-17
Years

Not
Specified

Male

No

Chest pain (2h -
Recovering/Resolving
- Other Medically
Important
Condition),

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

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

Inappropriate
schedule of product
administration (n/a -

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

Not reported
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Unknown - ),

Monoparesis (1h -
Recovering/Resolving
- Other Medically
Important
Condition),

Pain (2h -
Recovering/Resolving
- Other Medically
Important
Condition),

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

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

EU-EC-
10012195265

13/04/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

Dizziness (n/a -
Recovered/Resolved

4

Fall (n/a -
Recovered/Resolved
=)

Presyncope (n/a -
Unknown - )

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

Not reported

EU-EC-
10012195520

13/04/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

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

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

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

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

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

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

Not reported

@)
pel

EU-EC-
10012195557

13/04/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

Not reported

@]
70

EU-EC-
10012195564

13/04/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

Nasopharyngitis (n/a
- Unknown - ),

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

Pyrexia (n/a -
Unknown - ),

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

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

Not reported

(9]
Pl

EU-EC-
10012195665

13/04/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Epstein-Barr virus
infection (44d -
Recovering/Resolving
- Other Medically
Important Condition)

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

Not reported

@)
pel

EU-EC-
10012195801

13/04/2022

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

Spontaneous

Non
Healthcare

Non
European

Not available

12-17
Years

Not
Specified

Male

No

Vomiting (n/a - Not
Recovered/Not

COMIRNATY
[TOZINAMERAN]

Not reported

@}
vl

10/67
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Professional |Economic Resolved - Other (S - COVID-19
Area Medically Important |immunisation - Not
Condition) applicable - [n/a -
n/a - n/a])
EU-EC- 13/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Condition aggravated | COMIRNATY Not reported ICSR
10012195817 Healthcare |Economic Years (n/a - Not [TOZINAMERAN]
Professional |Area Recovered/Not (S-nfa-n/a-[1d
Resolved - - n/a-n/a])
Disabling),
Fatigue (n/a - Not
Recovered/Not
Resolved -
Disabling),
Feeling abnormal
(n/a - Not
Recovered/Not
Resolved -
Disabling),
Tic (n/a - Not
Recovered/Not
Resolved - Disabling)
EU-EC- 13/04/2022 | Spontaneous |Non European |Not available 12-17 |Adult Female |No COVID-19 (n/a - COMIRNATY COMIRNATY ICSR
10012195866 Healthcare |Economic Years Unknown - Other [TOZINAMERAN]  |[TOZINAMERAN] (C -
Professional |Area Medically Important (S - Immunisation |Immunisation - n/a -
Condition), -nfa-[nfa- [n/a - 1{DF} - n/a])
2{DF} - n/a])
Vaccination failure
(n/a - Unknown - )
EU-EC- 13/04/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Chronic fatigue COMIRNATY Not reported ICSR
10012195867 Healthcare |Economic Years syndrome (n/a - [TOZINAMERAN]
Professional |Area Recovering/Resolving | (S - Immunisation
- Caused/Prolonged |- n/a-[n/a-
Hospitalisation), 2{DF} - n/a])
Dyspnoea (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Fatigue (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Headache (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 13/04/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent | Male No Urticaria (n/a - COMIRNATY Not reported ICSR
10012195915 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN]
Professional |Area - (S - Immunisation
-nfa-[n/a-
3{DF} - n/a])
EU-EC- 13/04/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No COVID-19 (3d - COMIRNATY Not reported ICSR
10012195926 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN]
Professional |Area - Other Medically (S - Immunisation
Important -nfa-[n/a-
Condition), 2{DF} - n/a])
Vaccination failure
Recovered/Resolved
EU-EC- 13/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012195930 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN]
Professional |Area - Other Medically (S - Immunisation
Important -nfa-[n/a-
Condition), 3{DF} - n/a])
Vaccination failure
(n/a-
Recovering/Resolving
EU-EC- 13/04/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Paraesthesia (n/a - |COMIRNATY Not reported ICSR
10012195985 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN]
Professional |Area =) (S - Immunisation
-nfa-[nfa-
Syncope (n/a - 3{DF} - n/a])
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)
EU-EC- 13/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Bone pain (n/a - Not |[COMIRNATY Not reported ICSR
10012196032 Professional | Economic Years | Specified Recovered/Not CONCENTRATE
Area Resolved - ), FOR DISPERSION
FOR INJECTION
Cough (n/a - Not COVID-19 MRNA
Recovered/Not VACCINE
Resolved - ), (NUCLEOSIDE
MODIFIED)
Epistaxis (n/a - Not  |[TOZINAMERAN]
Recovered/Not (S-n/a-n/a-
Resolved - ), [n/a-n/a-
Intramuscular])
Headache (n/a - Not
Recovered/Not
Resolved - ),
Nausea (n/a - Not
Recovered/Not
Resolved - ),
Pain in extremity
(n/a - Not
Recovered/Not
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 13/04/2022 | Spontaneous |Non Non Not available 12-17 |Not Female |No Abdominal pain (n/a |COMIRNATY Not reported ICSR
10012196238 Healthcare |European Years |Specified - Not Recovered/Not |[TOZINAMERAN]
Professional |Economic Resolved - Other (S - COVID-19
Area Medically Important |immunisation - Not
Condition), applicable - [1d -
n/a - n/a])
https://dap.ema.europa.eu/analytics/saw.dlI?Go 11/67
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Back pain (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

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

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

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

EU-EC-
10012196286

13/04/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Asthenia (n/a -
Recovered/Resolved
=)

Diarrhoea (n/a -
Recovered/Resolved

'

Epistaxis (n/a -
Recovered/Resolved

4

Headache (n/a -
Recovered/Resolved
=)

Myalgia (n/a -
Recovered/Resolved

-

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

Vomiting (n/a -
Recovered/Resolved
-)

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

Not reported

EU-EC-
10012196606

13/04/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Cluster headache
(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 - [1d -
n/a - n/a])

Not reported

(%]
Pl

EU-EC-
10012196752

13/04/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

Not reported

9]
Pl

EU-EC-
10012196762

13/04/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Ageusia (n/a -
Recovered/Resolved

-

Anosmia (n/a -
Recovered/Resolved
=k

Conversion disorder
(n/a-
Recovered/Resolved
=)

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

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

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

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

Pyrexia (n/a -
Recovered/Resolved

g

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

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

[ETHINYLESTRADIOL,

NORGESTIMATE,
NORGESTIMATE] (C -
Contraception - n/a -
[n/a - n/a - nja]),

[FLUOXETINE,
FLUOXETINE
HYDROCHLORIDE] (C
-nfa-n/a-[n/a-
20mg - n/a])

@}
0

EU-EC-
10012196799

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

13/04/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

Not reported

12/67
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applicable - [n/a -
n/a - n/a])

EU-EC-
10012196803

13/04/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Aphasia (8mo - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

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

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

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

Disturbance in
attention (8mo - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Dizziness (8mo - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

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

Fibrin D dimer
increased (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

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

Hypoaesthesia (8mo
- Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Nervous system
disorder (8mo -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Palpitations (8mo -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

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

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

Post-acute COVID-19
syndrome (8mo -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

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

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

Tremor (8mo -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10012196825

13/04/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

Not reported

@]
7]

EU-EC-
10012196905

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

13/04/2022

Spontaneous

Non
Healthcare

Non
European

Not available

12-17
Years

Not
Specified

Male

No

Fatigue (n/a -
Unknown - Other

COMIRNATY
[TOZINAMERAN]

Not reported

%]
0

13/67
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Medically Important
Condition),
Lymphadenopathy

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

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

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

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

EU-EC-
10012197216

13/04/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

Not reported

EU-EC-
10012197608

13/04/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

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

Not reported

#]
7]

EU-EC-
10012197699

13/04/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Child

Male

Lymphadenopathy
(n/a-
Recovered/Resolved

4

Pain in extremity
(n/a-
Recovered/Resolved

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

Not reported

o]
@}
vl

EU-EC-
10012197724

13/04/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Myocarditis (n/a -
Recovered/Resolved
- Life Threatening)

COMIRNATY
[TOZINAMERAN]
(S-n/a-n/a-
[55d - n/a - n/a])

Not reported

EU-EC-
10012197877

13/04/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

Fatigue (n/a -
Recovered/Resolved

-

Headache (n/a -
Recovered/Resolved

4

Malaise (n/a -
Recovered/Resolved

=)

Presyncope (n/a -
Recovered/Resolved
=)

Pyrexia (n/a -
Recovered/Resolved

-

Vaccination site pain
(n/a -
Recovered/Resolved

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

Not reported

EU-EC-
10012197937

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

13/04/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Asymptomatic
COVID-19 (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),

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

Headache (n/a - Not
Recovered/Not

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

[ESCITALOPRAM,
ESCITALOPRAM
OXALATE] (C-n/a -
n/a-[n/a-10mg -
n/a])

[}
0

14/67
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Resolved - ),

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

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

Nausea (n/a -
Recovering/Resolving

I

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

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

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

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

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

Skin disorder (n/a -
Recovered/Resolved

-)

EU-EC-
10012198127

13/04/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

Not reported

(9]
o

EU-EC-
10012198132

13/04/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Chest pain (n/a -
Recovering/Resolving
=)

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

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

Not reported

%)
Pl

EU-EC-
10012198209

13/04/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

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

Not reported

@]
0

EU-EC-
10012198211

13/04/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

Not reported

]
pe]

EU-EC-
10012198582

13/04/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

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

Not reported

(9]
vl

EU-EC-
10012198724

13/04/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

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

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

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

Not reported

(%]
7]

EU-EC-
10012198751

13/04/2022

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

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

Hallucination (n/a -

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

Not reported

15/67
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Not Recovered/Not
Resolved - Other
Medically Important
Condition),

Post-traumatic stress
disorder (n/a - Not
Recovered/Not
Resolved - )

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

EU-EC-
10012198882

13/04/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

Vaccination site
reaction (n/a -
Unknown - )

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

Not reported

@}
70

EU-EC-
10012199177

13/04/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

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

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

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

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

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

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

Not reported

(%]
o

EU-EC-
10012199193

13/04/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

Not reported

EU-EC-
10012199222

13/04/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

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

Not reported

(9]
o

EU-EC-
10012199556

13/04/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Abdominal pain (n/a

Recovering/Resolving

4

Chest pain (n/a -
Recovering/Resolving
=)

Lethargy (n/a -
Recovering/Resolving

-

Malaise (n/a -
Recovering/Resolving

)

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

Pyrexia (n/a -
Recovering/Resolving

I

Vomiting (n/a -
Recovering/Resolving
-)

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

Not reported

@}
rel

EU-EC-
10012199947

13/04/2022

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

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Angina pectoris (n/a
- Unknown -
Caused/Prolonged
Hospitalisation,
Other Medically

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

Not reported

16/67
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Important
Condition),

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

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

Electrocardiogram ST
segment elevation
(n/a-
Recovering/Resolving
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Electrocardiogram T
wave inversion (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Fibrin D dimer
increased (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

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

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

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

Important Condition)
EU-EC- 13/04/2022 |Spontaneous | Healthcare |European |Not available 12-17 |Adolescent |Female |No Hallucination (2d - | COMIRNATY Not reported ICSR
10012199963 Professional |Economic Years Recovered/Resolved |[TOZINAMERAN]
Area =), (S - COVID-19
immunisation - Not
Immunisation applicable - [n/a -
reaction (2d - 1{DF} -
Recovered/Resolved |Intramuscular])
Pyrexia (2d -
Recovered/Resolved
=)
Vomiting (2d -
Recovered/Resolved
EU-EC- 13/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Hyperhidrosis (n/a - |COMIRNATY Not reported ICSR
10012200029 Professional |European Years | Specified Recovered/Resolved |[TOZINAMERAN]
Economic - (S - COVID-19
Area immunisation - Not
Pallor (n/a - applicable - [1d -
Recovered/Resolved |n/a - n/a])
=k
Syncope (n/a -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 13/04/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Amenorrhoea (n/a - |COMIRNATY Not reported ICSR
10012200265 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN]
Professional |Area - (S - COVID-19
immunisation - Not
Menstruation delayed |applicable - [1d -
(n/a - n/a-
Recovered/Resolved |Intramuscular])
EU-EC- 13/04/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Back pain (n/a - Not |COMIRNATY Not reported ICSR
10012200267 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN]
Professional |Area Resolved - ), (S - COVID-19
immunisation - Not
Neck pain (n/a - Not |applicable - [1d -
Recovered/Not n/a - n/al)
Resolved - ),
Vaccination site pain
(n/a-
Recovered/Resolved
EU-EC- 13/04/2022 | Spontaneous |Non Non Not available 12-17 |Not Female |No Histiocytic COMIRNATY Not reported ICSR
10012200274 Healthcare |European Years | Specified necrotising [TOZINAMERAN]
Professional |Economic lymphadenitis (n/a - |(S - COVID-19
Area Recovered/Resolved |immunisation - Not
- Caused/Prolonged |applicable - [n/a -
Hospitalisation), .3mL -
Intramuscular])
Pyrexia (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)
EU-EC- 13/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Chest pain (n/a - COMIRNATY [FLUTICASONE ICSR
10012200369 Professional | Economic Years Recovered/Resolved |[TOZINAMERAN] |PROPIONATE,
Area - Other Medically (S - CovID-19 SALMETEROL,
Important immunisation - Not | FLUTICASONE
Condition), applicable - [1d - |PROPIONATE,
1{DF} - SALMETEROL
Dyspnoea (n/a - Intramuscular]) XINAFOATE] (C - n/a
Recovered/Resolved -nfa-[n/a-n/a-
- Other Medically n/a])
Important Condition)
EU-EC- 13/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Guillain-Barre COMIRNATY Not reported ICSR
https://dap.ema.europa.eu/analytics/saw.dlI?Go 17/67
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10012200395 Healthcare |Economic Years syndrome (n/a - [TOZINAMERAN]
Professional |Area Recovering/Resolving | (S - COVID-19
- Caused/Prolonged |immunisation - Not
Hospitalisation) applicable - [n/a -
n/a-
Intramuscular])
EU-EC- 13/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Dysmenorrhoea (n/fa |COMIRNATY Not reported ICSR
10012200554 Professional |Economic Years - Not Recovered/Not |[TOZINAMERAN]
Area Resolved - ), (S - COVID-19
immunisation -
Menstrual disorder  |Drug withdrawn -
(n/a - Not [1d - 1{DF} -
Recovered/Not Intramuscular])
Resolved - )
EU-EC- 13/04/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent | Male No Immunisation COMIRNATY Not reported ICSR
10012200622 Healthcare |Economic Years reaction (3d - [TOZINAMERAN]
Professional |Area Recovered/Resolved |(S - COVID-19
- immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 13/04/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Influenza like illness |COMIRNATY Not reported ICSR
10012200624 Healthcare |Economic Years |Specified (n/a- [TOZINAMERAN]
Professional |Area Recovered/Resolved |(S - COVID-19
=), immunisation - Not
applicable - [1d -
Pyrexia (n/a - n/a - n/a])
Recovered/Resolved
EU-EC- 13/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012200647 Professional |Economic Years |Specified Unknown - Other [TOZINAMERAN]
Area Medically Important |(S - COVID-19
Condition), immunisation - Not
applicable - [n/a -
Cardiovascular n/a - n/al)
insufficiency (n/a -
Unknown - Life
Threatening),
Cardioversion (n/a -
Unknown - Life
Threatening),
Circulatory collapse
(n/a - Unknown -
Life Threatening),
Drug ineffective (n/a
- Unknown - Other
Medically Important
Condition),
Nervous system
disorder (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),
Rhinitis (n/a -
Unknown - ),
Seizure (n/a -
Unknown - Other
Medically Important
Condition),
Tachycardia (n/a -
Unknown - ),
Torsade de pointes
(n/a - Unknown -
Other Medically
Important
Condition),
Ventricular fibrillation
(n/a - Unknown -
Life Threatening)
EU-EC- 13/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Herpes zoster (2wk - |COMIRNATY Not reported ICSR
10012200695 Professional |Economic Years Recovering/Resolving | [TOZINAMERAN]
Area - (S - COvVID-19
immunisation - Not
Lymphadenopathy  |applicable - [1d -
(2wk - 3mL -
Recovering/Resolving | Intramuscular])
EU-EC- 13/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Eczema (n/a - Not ~|COMIRNATY Not reported ICSR
10012200750 Healthcare |Economic Years Recovered/Not [TOZINAMERAN]
Professional |Area Resolved - ), (S - COVID-19
immunisation - Not
Pruritus (n/a - Not  |applicable - [1d -
Recovered/Not 1{DF} -
Resolved - ), Intramuscular])
Psoriasis (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 13/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Chest pain (n/a - COMIRNATY Not reported ICSR
10012200896 Healthcare |Economic Years Recovering/Resolving | [TOZINAMERAN]
Professional |Area =) (S - COVID-19
immunisation - Not
Dyspnoea (n/a - applicable - [1d -
Recovering/Resolving | 1{DF} -
=) Intramuscular])
Headache (n/a -
Recovering/Resolving
=
Vaccination site pain
(n/a -
Recovering/Resolving
EU-EC- 13/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Urticaria (7d - COMIRNATY Not reported ICSR
10012200940 Professional |Economic Years Recovered/Resolved |[TOZINAMERAN]
Area - (S - CovID-19
immunisation - Not
applicable - [1d -
https://dap.ema.europa.eu/analytics/saw.dlI?Go 18/67
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1{DF} -
Intramuscular])
EU-EC- 13/04/2022 |Spontaneous |Healthcare |Non Dejong, J.. Multisystem Inflammatory [12-17 |Not Female |No COVID-19 (n/a - TOZINAMERAN Not reported ICSR
10012201203 Professional |European |Syndrome in a Previously Vaccinated |Years |Specified Recovering/Resolving | [TOZINAMERAN]
Economic |Adolescent Female With Sickle Cell - Caused/Prolonged (S - COVID-19
Area Disease. Pediatr Infect Dis J.. Hospitalisation, immunisation - Not
2021;10.1097/INF.0000000000003444. Other Medically applicable - [n/a -
doi:10.1097/INF.0000000000003444 Important n/a - n/a])
Dejong, J.. Multisystem Inflammatory Condition),
Syndrome in a Previously Vaccinated
Adolescent Female With Sickle Cell Drug ineffective (n/a
Disease. Pediatric Infectious Disease -
Journal.. 2022;41(3):e104-e105. Recovering/Resolving
doi:10.1097/INF.0000000000003444 - Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),
Multisystem
inflammatory
syndrome (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation,
Other Medically
Important Condition)
EU-EC- 13/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Bell's palsy (n/a - COMIRNATY Not reported ICSR
10012201293 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN]
Economic - Other Medically (S - COVID-19
Area Important Condition) |immunisation - Not
applicable - [1d -
n/a - n/a])
EU-EC- 13/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Appendicitis COMIRNATY Not reported ICSR
10012201651 Professional |European Years |Specified perforated (n/a - [TOZINAMERAN]
Economic Unknown - (S - COvVID-19
Area Caused/Prolonged immunisation - Not
Hospitalisation, applicable - [1d -
Other Medically n/a - n/al)
Important
Condition),
Intra-abdominal fluid
collection (n/a -
Unknown -
Caused/Prolonged
Hospitalisation,
Other Medically
Important Condition)
EU-EC- 13/04/2022 | Spontaneous |Non Non Not available 12-17 |Not Female |No Herpes zoster (101d | COMIRNATY Not reported ICSR
10012201709 Healthcare |European Years | Specified - [TOZINAMERAN]
Professional |Economic Recovered/Resolved |(S - COVID-19
Area - Other Medically immunisation - Not
Important Condition) |applicable - [1d -
n/a - n/al])
EU-EC- 13/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Diarrhoea (n/a - COMIRNATY [ESCITALOPRAM, ICSR
10012201970 Professional | Economic Years Recovered/Resolved |[TOZINAMERAN] |ESCITALOPRAM
Area ), (S - COVID-19 OXALATE] (C - n/a -
immunisation - Not |n/a - [n/a - 10mg -
Oedema peripheral |applicable - [n/a - |Oral])
(n/a- 1{DF} -
Recovering/Resolving | Intramuscular])
Pruritus (n/a -
Recovering/Resolving
Rash maculo-papular
(n/a-
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 13/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Chills (1d - COMIRNATY Not reported ICSR
10012201996 Professional |Economic Years Recovered/Resolved |[TOZINAMERAN]
Area =) (S - Immunisation
-nfa-[n/a-
Headache (1d - 1{DF} - n/a])
Recovered/Resolved
=)
Pain in extremity (1d
Recovered/Resolved
EU-EC- 13/04/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Bell's palsy (n/a - COMIRNATY Not reported ICSR
10012202019 Healthcare |Economic Years |Specified Recovering/Resolving | [TOZINAMERAN]
Professional |Area - Other Medically (S - COvVID-19
Important immunisation - Not
Condition), applicable - [n/a -
n/a - n/al)
Pyrexia (2d -
Recovered/Resolved
EU-EC- 13/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Lymphadenopathy | COMIRNATY Not reported ICSR
10012202222 Healthcare |Economic Years (n/a - [TOZINAMERAN]
Professional |Area Recovering/Resolving | (S - COVID-19
- immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 13/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012202258 Professional | Economic Years Unknown - Other [TOZINAMERAN]
Area Medically Important |(S-n/a-n/a-
Condition), [n/a-n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 13/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012202279 Professional |Economic Years Unknown - Other [TOZINAMERAN]
Area Medically Important |(S-n/a-n/a-
Condition), [n/a-n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
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Other Medically
Important Condition)
EU-EC- 13/04/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Heavy menstrual COMIRNATY Not reported ICSR
10012202383 Healthcare |Economic Years |Specified bleeding (n/a - Not | [TOZINAMERAN]
Professional |Area Recovered/Not (S - CovID-19
Resolved - ), immunisation - Not
applicable - [n/a -
Polymenorrhoea (n/a |1{DF} - n/a])
- Not Recovered/Not
Resolved - )
EU-EC- 13/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Type 1 diabetes COMIRNATY Not reported ICSR
10012202584 Professional |European Years | Specified mellitus (n/a - Not  |[TOZINAMERAN]
Economic Recovered/Not (S - COVID-19
Area Resolved - Other immunisation - Not
Medically Important |applicable - [1d -
Condition) n/a - n/a])
EU-EC- 13/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012202956 Professional |Economic Years Unknown - Other [TOZINAMERAN]
Area Medically Important |(S-n/a-n/a-
Condition), [n/a-n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 13/04/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Heavy menstrual COMIRNATY Not reported ICSR
10012202987 Healthcare |Economic Years |Specified bleeding (n/a - [TOZINAMERAN]
Professional |Area Unknown - ), (S-nfa-n/a-
[n/a - n/a - n/a])
Menstruation
irregular (n/a -
Unknown - )
EU-EC- 13/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012203055 Professional | Economic Years | Specified Recovered/Resolved |[TOZINAMERAN]
Area - Other Medically (S - COVID-19
Important immunisation - Not
Condition), applicable - [1d -
n/a-
Vaccination failure Intramuscular])
(n/a-
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 13/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Appendicitis (n/a - |COMIRNATY Not reported ICSR
10012203081 Professional |European Years |Specified Unknown - [TOZINAMERAN]
Economic Caused/Prolonged (S - CovID-19
Area Hospitalisation, immunisation - Not
Other Medically applicable - [1d -
Important Condition) |n/a - n/a])
EU-EC- 13/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012203218 Professional | Economic Years Unknown - Other [TOZINAMERAN]
Area Medically Important (S - n/a-n/a-
Condition), [n/a-n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 13/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent | Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012203232 Professional |Economic Years Unknown - Other [TOZINAMERAN]
Area Medically Important |(S-n/a-n/a-
Condition), [n/a-n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 13/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012203322 Professional | Economic Years Unknown - Other [TOZINAMERAN]
Area Medically Important (S - n/a-n/a-
Condition), [n/a-n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 13/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Blood pressure COMIRNATY Not reported ICSR
10012203424 Professional |European Years |Specified increased (n/a - [TOZINAMERAN]
Economic Recovering/Resolving | (S - COVID-19
Area =) immunisation - Not
applicable - [1d -
Fall (n/a - .3mL -
Recovering/Resolving | Intramuscular])
=)
Hyperhidrosis (n/a -
Recovering/Resolving
=)
Loss of
consciousness (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Nausea (n/a -
Recovering/Resolving
Pallor (n/a -
Recovering/Resolving
=)
Presyncope (n/a -
Unknown - ),
Vision blurred (n/a -
Recovering/Resolving
EU-EC- 13/04/2022 | Spontaneous |Non Non Not available 12-17 |Not Female |No Alopecia (n/a - COMIRNATY Not reported ICSR
10012203558 Healthcare |European Years |Specified Unknown - Other [TOZINAMERAN]
Professional |Economic Medically Important |(S - COVID-19
Area Condition), immunisation - Not
applicable - [n/a -
Nervousness (n/fa - |n/a - n/a])
Unknown - )
https://dap.ema.europa.eu/analytics/saw.dlI?Go 20/67
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EU-EC- 13/04/2022

10012203829

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

Run Line Listing Report

12-17
Years

Not
Specified

Male

No

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

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

Not reported

]
pe]

EU-EC-
10012203912

13/04/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

Not reported

]
(9]
o

EU-EC-
10012204106

13/04/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Abdominal adhesions
(n/a - Unknown -
Caused/Prolonged
Hospitalisation),

Abdominal pain (3d -
Unknown -
Caused/Prolonged
Hospitalisation),

Abscess intestinal
(n/a - Unknown -
Caused/Prolonged
Hospitalisation),

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

Appendicitis
perforated (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),

Diarrhoea (3d -
Unknown -
Caused/Prolonged
Hospitalisation),

Dizziness (3d -
Unknown -
Caused/Prolonged
Hospitalisation),

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

Hypophagia (3d -
Unknown -
Caused/Prolonged
Hospitalisation),

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

Intra-abdominal fluid
collection (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),

Pelvic abscess (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),

Pyrexia (3d -
Unknown -
Caused/Prolonged
Hospitalisation),

Terminal ileitis (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),

Vomiting (3d -
Unknown -
Caused/Prolonged
Hospitalisation)

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

Not reported

@]
7]

EU-EC-
10012204156

13/04/2022

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

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

Night sweats (n/a -
Not Recovered/Not
Resolved - ),

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

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

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

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

Not reported
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Condition),

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

EU-EC-
10012204230

13/04/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Dysmenorrhoea (n/a
- Unknown - )

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

Not reported

(%]
o

EU-EC-
10012204578

13/04/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

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

Not reported

@)
pel

EU-EC-
10012204644

13/04/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

Not reported

#]
]

EU-EC-
10012204655

13/04/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

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

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

Grip strength
decreased (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Disabling),

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

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

Sleep disorder (n/a -
Unknown - )

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

Not reported

(@]
7]

EU-EC- 13/04/2022

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

Spontaneous

Healthcare

Non

Not available

12-17

Not

Male

No

Appendicitis (n/a -

COMIRNATY

Not reported

22/67
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10012205169 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN]
Economic - Caused/Prolonged (S - COVID-19
Area Hospitalisation, immunisation - Not
Other Medically applicable - [1d -
Important n/a - n/al)
Condition),
Urachal abnormality
(n/fa-
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important Condition)
EU-EC- 12/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Pyrexia (n/a - COMIRNATY Not reported ICSR
10012182086 Professional | Economic Years | Specified Recovering/Resolving |[TOZINAMERAN]
Area - Caused/Prolonged |(S - COVID-19
Hospitalisation), immunisation - Not
applicable - [n/a -
Rash (n/a - 1{DF} -
Recovering/Resolving | Intramuscular])
- Caused/Prolonged
Hospitalisation)
EU-EC- 12/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Pyrexia (3d - COMIRNATY Not reported ICSR
10012182125 Professional | Economic Years |Specified Recovered/Resolved |[TOZINAMERAN]
Area - Other Medically (S - COVID-19
Important immunisation - n/a
Condition), -[n/a-.3mL-
Intramuscular])
Syncope (3d -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 12/04/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Amenorrhoea (n/a - |COMIRNATY Not reported ICSR
10012182127 Healthcare |Economic Years |Specified Not Recovered/Not  |[TOZINAMERAN]
Professional |Area Resolved - Disabling) |(S - COVID-19
immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 12/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Fatigue (3d - COMIRNATY Not reported ICSR
10012182183 Professional |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN]
Area -), (S - COVID-19
immunisation - n/a
Pain in extremity (3d |- [n/a - 1{DF} -
- Intramuscular])
Recovered/Resolved
EU-EC- 12/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Pain in extremity COMIRNATY Not reported ICSR
10012182194 Professional |Economic Years |Specified (n/a- [TOZINAMERAN]
Area Recovered/Resolved |(S - COVID-19
- immunisation - n/a
- [n/a - 1{DF} -
Intramuscular])
EU-EC- 12/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Bone pain (2d - COMIRNATY Not reported ICSR
10012182197 Professional | Economic Years | Specified Recovered/Resolved |[TOZINAMERAN]
Area =) (S - COVID-19
immunisation - n/a
Headache (2d - - [n/a - 1{DF} -
Recovered/Resolved |Intramuscular])
=k
Myalgia (2d -
Recovered/Resolved
=
Pain in extremity (2d
Recovered/Resolved
EU-EC- 12/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Conjunctival COMIRNATY Not reported ICSR
10012182299 Professional | Economic Years | Specified hyperaemia (2d - [TOZINAMERAN]
Area Recovered/Resolved |(S-n/a-n/a-
- Other Medically [n/a - n/a - n/a])
Important
Condition),
Hyperpyrexia (2d -
Recovered/Resolved
- Other Medically
Important
Condition),
Monoparesis (2d -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 12/04/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Haematoma (n/a- |COMIRNATY Not reported ICSR
10012182355 Healthcare |Economic Years |Specified Not Recovered/Not  |[TOZINAMERAN]
Professional |Area Resolved - (S - COvVID-19
Disabling), immunisation - n/a
-[n/a-n/a-
IgA nephropathy Intramuscular])
(n/a - Not
Recovered/Not
Resolved - Disabling)
EU-EC- 12/04/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Lethargy (2d - COMIRNATY Not reported ICSR
10012182415 Healthcare |Economic Years | Specified Recovered/Resolved |[TOZINAMERAN]
Professional |Area =) (S - COVID-19
immunisation - n/a
Swelling face (2d - |- [n/a - 1{DF} -
Recovered/Resolved |Intramuscular])
-)
EU-EC- 12/04/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Myocarditis (n/a - COMIRNATY Not reported ICSR
10012182508 Healthcare |Economic Years |Specified Recovering/Resolving | [TOZINAMERAN]
Professional |Area - Caused/Prolonged (S - COVID-19
Hospitalisation) immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 12/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Herpes ophthalmic | COMIRNATY Not reported ICSR
10012183495 Professional |European Years |Specified (n/a - [TOZINAMERAN]
Economic Recovering/Resolving | (S - COVID-19
Area - Other Medically immunisation - Not
Important Condition) |applicable - [1d -
n/a-
Intramuscular])
https://dap.ema.europa.eu/analytics/saw.dlI?Go 23/67
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EU-EC- 12/04/2022 |Spontaneous |Non Non Not available 12-17 |Not Male No Diabetic ketoacidosis | TOZINAMERAN Not reported ICSR
10012183650 Healthcare |European Years |Specified (n/a - Unknown - [TOZINAMERAN]
Professional |Economic Caused/Prolonged (S - COVID-19
Area Hospitalisation, immunisation - Not
Other Medically applicable - [1d -
Important n/a-
Condition), Intramuscular])
Inappropriate
schedule of product
administration (n/a -
Unknown - )
EU-EC- 12/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Amenorrhoea (n/a - |COMIRNATY Not reported ICSR
10012183673 Professional | Economic Years Not Recovered/Not  |[TOZINAMERAN]
Area Resolved - ) (S-n/a-n/a-
[n/a - 1{DF} -
Intramuscular])
EU-EC- 12/04/2022 | Spontaneous |Non Non Not available 12-17 |Not Male No Facial paralysis (n/a - | COMIRNATY Not reported ICSR
10012183864 Healthcare |European Years |Specified Recovered/Resolved |[TOZINAMERAN]
Professional |Economic With Sequelae - (S - COVID-19
Area Other Medically immunisation - Not
Important Condition) |applicable - [1d -
n/a - n/al])
EU-EC- 12/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012184153 Professional | Economic Years Unknown - Other [TOZINAMERAN]
Area Medically Important |(S-n/a-n/a-
Condition), [n/a-n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 12/04/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Amenorrhoea (n/a - |COMIRNATY [MELATONIN] (C - ICSR
10012184421 Healthcare |Economic Years |Specified Not Recovered/Not  |[TOZINAMERAN] |Sleep disorder - n/a -
Professional |Area Resolved - ) (S - Immunisation |[n/a - n/a - n/a])
-nfa-[nfa-nfa-
Intramuscular])
EU-EC- 12/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Pericarditis (n/a - COMIRNATY Not reported ICSR
10012184442 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN]
Economic - Other Medically (S - COvVID-19
Area Important Condition) |immunisation - Not
applicable - [n/a -
n/a - n/a)
EU-EC- 12/04/2022 |Spontaneous |Non Non Not available 12-17 |Not Male No Loss of TOZINAMERAN Not reported ICSR
10012185084 Healthcare |European Years |Specified consciousness (n/a - |[TOZINAMERAN]
Professional | Economic Unknown - Other (S - COVID-19
Area Medically Important  |immunisation - Not
Condition), applicable - [n/a -
n/a - n/a])
Syncope (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 12/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Syncope (n/a - COMIRNATY Not reported ICSR
10012185215 Professional | Economic Years | Specified Unknown -) [TOZINAMERAN]
Area (S-nfa-n/a-
[n/a - n/a - n/a])
EU-EC- 12/04/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Chills (1d - COMIRNATY Not reported ICSR
10012185456 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN]
Professional |Area - (S - COvVID-19
immunisation - Not
Headache (2d - applicable - [n/a -
Recovered/Resolved |1{DF} - n/a])
=
Injection site pain
(n/a -
Recovered/Resolved
=)
Myalgia (2d -
Recovered/Resolved
=k
Nausea (1d -
Recovered/Resolved
Vomiting (1d -
Recovered/Resolved
-)
EU-EC- 12/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Angioedema (n/a - |COMIRNATY Not reported ICSR
10012185697 Professional | Economic Years Unknown - Other [TOZINAMERAN]
Area Medically Important |(S - COVID-19
Condition), immunisation - Not
applicable - [22d -
Rash macular (n/a - |.6mL -
Unknown -) Intramuscular])
EU-EC- 12/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Blood pressure COMIRNATY Not reported ICSR
10012186049 Healthcare |Economic Years increased (n/a - [TOZINAMERAN]
Professional |Area Recovering/Resolving |(S - n/a - n/a -
=) [n/a - n/a - nja])
Headache (n/a -
Recovering/Resolving
=l
Photosensitivity
reaction (n/a -
Recovering/Resolving
EU-EC- 12/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012187168 Professional |Economic Years Unknown - Other [TOZINAMERAN]
Area Medically Important |(S-n/a-n/a-
Condition), [n/a-n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 12/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012187190 Professional | Economic Years Unknown - Other [TOZINAMERAN]
Area Medically Important (S - n/a-n/a-
Condition), [n/a-n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
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Other Medically
Important Condition)
EU-EC- 12/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent Male No COVID-19 (n/a - COMIRNATY Not reported ICS
10012187202 Professional |Economic Years Unknown - Other [TOZINAMERAN]
Area Medically Important |(S-n/a-n/a-
Condition), [n/a-n/a-
Intramuscular])

o

Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 12/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICS
10012187205 Professional | Economic Years Unknown - Other [TOZINAMERAN]
Area Medically Important (S - n/a-n/a -
Condition), [n/a-n/a-
Intramuscular])

pel

Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 12/04/2022 | Spontaneous |Non Non Not available 12-17 |Not Female |No Eczema (n/a - Not ~ |COMIRNATY Not reported ICS|
10012187368 Healthcare |European Years |Specified Recovered/Not [TOZINAMERAN]
Professional | Economic Resolved - ), (S - COVID-19
Area immunisation - Not
Loss of applicable - [1d -
consciousness (n/a - |n/a - n/a])
Recovered/Resolved
- Other Medically
Important
Condition),

0

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

Presyncope (n/a -
Unknown - ),

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

Vaccination site
movement
impairment (n/a -
Not Recovered/Not
Resolved - )
EU-EC- 12/04/2022 | Spontaneous |Non Non Not available 12-17 |Not Female |No Abdominal pain (n/fa |COMIRNATY Not reported ICS
10012187414 Healthcare |European Years | Specified - Not Recovered/Not |[TOZINAMERAN]
Professional |Economic Resolved - (S - COVID-19
Area Caused/Prolonged immunisation - Not
Hospitalisation, applicable - [n/a -
Other Medically n/a - n/a])
Important
Condition),

we]

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

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

Vomiting projectile
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Other Medically
Important Condition)
EU-EC- 12/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Hyperhidrosis (n/a - | COMIRNATY Not reported ICs
10012187667 Professional |Economic Years |Specified Unknown - ), [TOZINAMERAN]
Area (S-n/a-n/a-
Hypotension (n/a- |[n/a - 30ug -
Unknown - ), Intramuscular])

rel

Syncope (n/a -
Unknown - )
EU-EC- 12/04/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Heavy menstrual COMIRNATY Not reported ICS|
10012187780 Healthcare |Economic Years |Specified bleeding (n/a - Not | [TOZINAMERAN]
Professional |Area Recovered/Not (S - COVID-19
Resolved - ) immunisation - Not
applicable - [n/a -
1{DF} - n/al)
EU-EC- 12/04/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Headache (n/a - Not |COMIRNATY IBUPROFEN
10012188289 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN]  |[IBUPROFEN,
Professional |Area Resolved - ), (S - COVID-19 IBUPROFEN SODIUM]
immunisation - Not |(C - n/a - n/a - [n/a -
Pain in extremity applicable - [n/a - |n/a - n/a]),

(n/a - Not n/a - n/a])
Recovered/Not [CHLORPHENAMINE
Resolved - ) MALEATE, ASCORBIC
ACID, PARACETAMOL,
ANHYDROUS
CAFFEINE,
CHLORPHENAMINE
MALEATE, ASCORBIC
ACID, PARACETAMOL,
CAFFEINE] (C - n/a -
nfa-[nfa-n/a-
n/a])

EU-EC- 12/04/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Dizziness (1d - COMIRNATY Not reported ICS
10012188459 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN]
Professional |Area =)

7]

|H
]
70

70
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(S-nfa-n/a-
Headache (n/a - Not |[n/a - n/a - n/a])
Recovered/Not
Resolved - ),
Vaccination site pain
Recovered/Resolved
EU-EC- 12/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012188528 Professional |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN]
Area - Other Medically (S - COVID-19
Important immunisation - Not
Condition), applicable - [n/a -
n/a - n/al)
Chest pain (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),
Drug ineffective (n/a
- Unknown - Other
Medically Important
Condition),
Performance status
decreased (n/a -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 12/04/2022 |Spontaneous |Non European |Not available 12-17 |Child Male No Influenza like illness |COMIRNATY Not reported ICSR
10012188746 Healthcare |Economic Years (2d - [TOZINAMERAN]
Professional |Area Recovered/Resolved |(S - COVID-19
=) immunisation - Not
applicable - [n/a -
Puncture site pain 1{DF} -
(2d - Intramuscular])
Recovered/Resolved
EU-EC- 12/04/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Myalgia (n/a - COMIRNATY Not reported ICSR
10012189143 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN]
Professional |Area -) (S - COVID-19
immunisation - Not
applicable - [n/a -
n/a - n/a])
EU-EC- 12/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Polymenorrhoea (n/a | COMIRNATY Not reported ICSR
10012189258 Professional | Economic Years - Unknown - Other | [TOZINAMERAN]
Area Medically Important |(S - COVID-19
Condition) immunisation -
Drug withdrawn -
[n/a - 1{DF} -
Intramuscular])
EU-EC- 12/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Chest pain (n/a - COMIRNATY Not reported ICSR
10012189444 Professional | Economic Years Recovered/Resolved |[TOZINAMERAN]
Area - Caused/Prolonged (S - COVID-19
Hospitalisation) immunisation - n/a
- [n/a-2{DF} -
Intramuscular])
EU-EC- 12/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Haematuria (n/a - COMIRNATY Not reported ICSR
10012189448 Professional |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN]
Area - Other Medically (S - COVID-19
Important Condition) |immunisation - Not
applicable - [35d -
2{DF} -
Intramuscular])
EU-EC- 12/04/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Abdominal pain (n/a |COMIRNATY [SALBUTAMOL ICSR
10012189521 Healthcare |Economic Years - Not Recovered/Not |[TOZINAMERAN] |SULFATE] (C- n/a -
Professional |Area Resolved - ), (S - COVID-19 n/fa-[nfa-n/a-
immunisation - Not |n/a])
Asthenia (n/a - Not |applicable - [1d -
Recovered/Not 1{DF} -
Resolved - ), Intramuscular])
Decreased appetite
(n/a - Not
Recovered/Not
Resolved - ),
Dyspnoea (n/a - Not
Recovered/Not
Resolved - ),
Headache (n/a - Not
Recovered/Not
Resolved - ),
Nausea (n/a - Not
Recovered/Not
Resolved - ),
Pyrexia (n/a -
Recovered/Resolved
EU-EC- 12/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Malaise (30min - COMIRNATY Not reported ICSR
10012189526 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN]
Professional |Area =) (S - COVID-19
immunisation -
Vertigo (30min - Drug withdrawn -
Recovered/Resolved |[n/a - 1{DF} -
- Intramuscular])
EU-EC- 12/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Immunisation COMIRNATY Not reported ICSR
10012189609 Healthcare |Economic Years reaction (1d - [TOZINAMERAN]
Professional |Area Recovered/Resolved |(S - COVID-19
-) immunisation - Not
applicable - [21d -
1{DF} -
Intramuscular])
EU-EC- 12/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Immunisation COMIRNATY Not reported ICSR
10012189613 Healthcare |Economic Years reaction (5d - [TOZINAMERAN]
Professional |Area Recovered/Resolved |(S - COVID-19
- immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 12/04/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Dysmenorrhoea (n/a |COMIRNATY Not reported ICSR
10012189661 Healthcare |Economic Years - [TOZINAMERAN]
Professional |Area Recovering/Resolving | (S - COVID-19
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=) immunisation - Not
applicable - [1d -
Menstruation delayed | 1{DF} -
(n/a- Intramuscular])
Recovering/Resolving
EU-EC- 12/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Epistaxis (10min - COMIRNATY Not reported ICSR
10012189691 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN]
Professional |Area - (S - COVID-19
immunisation - n/a
- [n/a - n/a - n/a])
EU-EC- 12/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Asthenia (n/a - COMIRNATY Not reported ICSR
10012189698 Professional | Economic Years Recovered/Resolved |[TOZINAMERAN]
Area ), (S - COVID-19
immunisation - Not
Formication (n/a - applicable - [1d -
Recovered/Resolved |1{DF} -
=), Intramuscular])
Migraine (n/a -
Recovered/Resolved
Vertigo (n/a -
Recovered/Resolved
-
Vomiting (n/a -
Recovered/Resolved
-)
EU-EC- 12/04/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Amenorrhoea (n/a - |COMIRNATY Not reported ICSR
10012189866 Healthcare |Economic Years Not Recovered/Not | [TOZINAMERAN]
Professional |Area Resolved - ) (S - COVID-19
immunisation - Not
applicable - [22d -
1{DF} -
Intramuscular])
EU-EC- 12/04/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Malaise (n/a - Not ~ |COMIRNATY Not reported ICSR
10012190095 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN]
Professional |Area Resolved - ), (S - COVID-19
immunisation - Not
Migraine (n/a - Not |applicable - [n/a -
Recovered/Not 1{DF} - n/a])
Resolved - ),
Nausea (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 12/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent | Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012190492 Professional |Economic Years Unknown - Other [TOZINAMERAN]
Area Medically Important |(S-n/a-n/a-
Condition), [n/a-n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 12/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Herpes zoster (10d - |COMIRNATY Not reported ICSR
10012190563 Professional |Economic Years Recovered/Resolved |[TOZINAMERAN]
Area -) (S - Immunisation
-nfa-[n/a-
2{DF} - n/a])
EU-EC- 12/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Chills (1d - COMIRNATY Not reported ICSR
10012191429 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN]
Professional |Area - (S - Immunisation
-nfa-[nfa-nfa-
Influenza (2d - n/a])
Recovered/Resolved
=)
Injection site pain
Recovered/Resolved
Limb discomfort (2d
Recovered/Resolved
Lymphadenopathy
(2d - Not
Recovered/Not
Resolved - ),
Malaise (2d -
Recovered/Resolved
=)
Myalgia (2d -
Recovered/Resolved
-
Nausea (1d -
Recovered/Resolved
Pyrexia (1d -
Recovered/Resolved
Vomiting (0d -
Recovered/Resolved
-)
EU-EC- 12/04/2022 | Spontaneous |Non Non Not available 12-17 |Not Male No COVID-19 (n/a - TOZINAMERAN Not reported ICSR
10012191868 Healthcare |European Years | Specified Unknown - Other [TOZINAMERAN]
Professional |Economic Medically Important |(S - COVID-19
Area Condition), immunisation - Not
applicable - [1d -
Malaise (n/a - n/a - n/al)
Unknown - ),
Oropharyngeal pain
(n/a - Unknown - ),
Vaccination failure
(n/a - Unknown -
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Other Medically
Important Condition)
EU-EC- 12/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent | Male No COVID-19 (n/a - COMIRNATY Not reported ICs
10012191872 Professional |Economic Years Unknown - Other [TOZINAMERAN]
Area Medically Important |(S-n/a-n/a-
Condition), [n/a-n/a-
Intramuscular])

0

Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 12/04/2022 | Spontaneous |Non Non Not available 12-17 |Not Male No Abdominal COMIRNATY [OMEPRAZOLE] (C- |ICS
10012191887 Healthcare |European Years |Specified discomfort (n/a - [TOZINAMERAN]  |Nausea - n/a - [62d -
Professional | Economic Recovering/Resolving |(S - COVID-19 n/a - n/al)

Area - Other Medically immunisation - Not
Important applicable - [1d -
Condition), n/a - n/a])

pel

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

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

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

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

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

Nausea (3d -
Recovered/Resolved
- Other Medically
Important
Condition),

Nausea (n/a -
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 12/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Amnesia (n/a - Not | TOZINAMERAN [ETHINYLESTRADIOL, |ICS
10012192170 Professional |European Years |Specified Recovered/Not [TOZINAMERAN]  |NORGESTIMATE,
Economic Resolved - (S - COvVID-19 NORGESTIMATE] (C -
Area Caused/Prolonged immunisation - Not | Contraception - n/a -
Hospitalisation, applicable - [1d - |[n/a - n/a - n/a]),
Disabling), n/a-
Intramuscular]) [FLUOXETINE,
Aphasia (n/a - Not FLUOXETINE
Recovered/Not HYDROCHLORIDE] (C
Resolved - -nfa-n/a-[n/a-
Caused/Prolonged 20mg - n/al])
Hospitalisation,
Disabling),

rel

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

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

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

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

EU-EC- 12/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICS
10012193347 Professional |Economic Years Unknown - Other [TOZINAMERAN]
Area Medically Important |(S-n/a-n/a-
Condition), [n/a-n/a-
Intramuscular])

0

Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 11/04/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Anaphylactic shock  |COMIRNATY Not reported ICS|
10012169898 Healthcare |Economic Years | Specified (n/a- [TOZINAMERAN]
Professional |Area Recovered/Resolved |(S - COVID-19

- Life Threatening), |immunisation -
Unknown - [n/a -
Hypersensitivity (n/a |1{DF} -

- Intramuscular])

pel
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Recovered/Resolved
- Life Threatening)
EU-EC- 11/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Acute stress disorder | COMIRNATY Not reported ICSR
10012170154 Professional |European Years |Specified (n/a- [TOZINAMERAN]
Economic Recovered/Resolved |(S - COVID-19
Area - Other Medically immunisation - Not
Important applicable - [n/a -
Condition), n/a - n/a])
Syncope (n/a -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 11/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Dyspnoea (n/a - COMIRNATY Not reported ICSR
10012170160 Professional |European Years |Specified Fatal - Results in [TOZINAMERAN]
Economic Death), (S - COVID-19
Area immunisation - Not
Pyrexia (n/a - Fatal - |applicable - [n/a -
Results in Death) n/a - n/al)
EU-EC- 11/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Syncope (n/a - COMIRNATY Not reported ICSR
10012170166 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN]
Economic - Other Medically (S - COovVID-19
Area Important Condition) |immunisation - Not
applicable - [n/a -
n/a - n/al])
EU-EC- 11/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Acute stress disorder | COMIRNATY Not reported ICSR
10012170170 Professional |European Years |Specified (n/a - [TOZINAMERAN]
Economic Recovered/Resolved |(S - COVID-19
Area - Other Medically immunisation - Not
Important applicable - [n/a -
Condition), n/a - n/a])
Syncope (n/a -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 11/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Syncope (n/a - COMIRNATY Not reported ICSR
10012170173 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN]
Economic - Other Medically (S - COvVID-19
Area Important Condition) immunisation - Not
applicable - [n/a -
n/a - n/al)
EU-EC- 11/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Syncope (n/a - COMIRNATY Not reported ICSR
10012170179 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN]
Economic - Other Medically (S - COVID-19
Area Important Condition) immunisation - Not
applicable - [n/a -
n/a - n/a])
EU-EC- 11/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Syncope (n/a - COMIRNATY Not reported ICSR
10012170180 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN]
Economic - Other Medically (S - COVID-19
Area Important Condition) |immunisation - Not
applicable - [n/a -
n/a - n/a])
EU-EC- 11/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Acute stress disorder | COMIRNATY Not reported ICSR
10012170182 Professional |European Years |Specified (n/a- [TOZINAMERAN]
Economic Recovered/Resolved |(S - COVID-19
Area - Other Medically immunisation - Not
Important applicable - [n/a -
Condition), n/a - n/a])
Syncope (n/a -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 11/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Psychogenic seizure |COMIRNATY Not reported ICSR
10012170187 Professional |European Years |Specified (n/a - Unknown - [TOZINAMERAN]
Economic Other Medically (S - COVID-19
Area Important immunisation - Not
Condition), applicable - [n/a -
n/a - n/al)
Syncope (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 11/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Syncope (n/a - COMIRNATY Not reported ICSR
10012170188 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN]
Economic - Other Medically (S - COvVID-19
Area Important Condition) immunisation - Not
applicable - [n/a -
n/a - n/al])
EU-EC- 11/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Syncope (n/a - COMIRNATY Not reported ICSR
10012170190 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN]
Economic - Other Medically (S - COVID-19
Area Important Condition) |immunisation - Not
applicable - [n/a -
n/a - n/a])
EU-EC- 11/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Syncope (n/a - COMIRNATY Not reported ICSR
10012170192 Professional |European Years |Specified Recovering/Resolving | [TOZINAMERAN]
Economic - Other Medically (S - COVID-19
Area Important Condition) |immunisation - Not
applicable - [n/a -
n/a - n/a])
EU-EC- 11/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Acute stress disorder | COMIRNATY Not reported ICSR
10012170194 Professional |European Years |Specified (n/a- [TOZINAMERAN]
Economic Recovering/Resolving | (S - COVID-19
Area - Other Medically immunisation - Not
Important applicable - [n/a -
Condition), n/a - n/a])
Syncope (n/a -
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 11/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Dizziness (n/a - COMIRNATY Not reported ICSR
10012170197 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN]
Economic - Other Medically (S - COVID-19
Area Important immunisation - Not
Condition), applicable - [n/a -
n/a - n/al)
Syncope (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),
Urticaria (n/a -
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Unknown - Other
Medically Important
Condition)
EU-EC- 11/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Acute stress disorder | COMIRNATY Not reported ICSR
10012170199 Professional |European Years |Specified (n/a- [TOZINAMERAN]
Economic Recovering/Resolving |(S - COVID-19
Area - Other Medically immunisation - Not
Important applicable - [n/a -
Condition), n/a - n/a])
Presyncope (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Sensation of foreign
body (n/a -
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 11/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Dyspnoea (n/a - COMIRNATY Not reported ICSR
10012170211 Professional |European Years |Specified Fatal - Results in [TOZINAMERAN]
Economic Death), (S - COvVID-19
Area immunisation - Not
Slow response to applicable - [n/a -
stimuli (n/a - Fatal - |n/a - n/a])
Results in Death)
EU-EC- 11/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Syncope (n/a - COMIRNATY Not reported ICSR
10012170217 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN]
Economic - Other Medically (S - CovID-19
Area Important Condition) |immunisation - Not
applicable - [n/a -
n/a - n/a])
EU-EC- 11/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Syncope (n/a - COMIRNATY Not reported ICSR
10012170222 Professional |European Years | Specified Recovered/Resolved |[TOZINAMERAN]
Economic - Other Medically (S - COVID-19
Area Important Condition) |immunisation - Not
applicable - [n/a -
n/a - n/a])
EU-EC- 11/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest discomfort COMIRNATY Not reported ICSR
10012170227 Professional |European Years | Specified (n/a- [TOZINAMERAN]
Economic Recovered/Resolved |(S - COVID-19
Area - Other Medically immunisation - Not
Important applicable - [n/a -
Condition), n/a - n/a])
Dyspnoea (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),
Hyperhidrosis (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),
Muscular weakness
(n/a-
Recovered/Resolved
- Other Medically
Important
Condition),
Palpitations (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),
Pericarditis (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),
Syncope (n/a -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 11/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Syncope (n/a - COMIRNATY Not reported ICSR
10012170231 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN]
Economic - Other Medically (S - COVID-19
Area Important Condition) |immunisation - Not
applicable - [n/a -
n/a - n/a])
EU-EC- 11/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Acute stress disorder | COMIRNATY Not reported ICSR
10012170233 Professional |European Years |Specified (n/a- [TOZINAMERAN]
Economic Recovering/Resolving | (S - COVID-19
Area - Other Medically immunisation - Not
Important applicable - [n/a -
Condition), n/a - n/al)
Syncope (n/a -
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 11/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Psychogenic seizure | COMIRNATY Not reported ICSR
10012170234 Professional |European Years |Specified (n/a- [TOZINAMERAN]
Economic Recovering/Resolving | (S - COVID-19
Area - Other Medically immunisation - Not
Important applicable - [n/a -
Condition), n/a - n/al)
Syncope (n/a -
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 11/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Syncope (n/a - COMIRNATY Not reported ICSR
10012170235 Professional |European Years | Specified Recovered/Resolved |[TOZINAMERAN]
Economic - Other Medically (S - CovID-19
Area Important Condition) |immunisation - Not
applicable - [n/a -
n/a - n/aj)
EU-EC- 11/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Psychogenic seizure |COMIRNATY Not reported ICSR
10012170238 Professional |European Years |Specified (n/a- [TOZINAMERAN]
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Economic Recovering/Resolving | (S - COVID-19
Area - Other Medically immunisation - Not
Important applicable - [n/a -
Condition), n/a - n/a])
Syncope (n/a -
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 11/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Syncope (n/a - COMIRNATY Not reported ICSR
10012170241 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN]
Economic - Other Medically (S - COvVID-19
Area Important Condition) |immunisation - Not
applicable - [n/a -
n/a - n/a)
EU-EC- 11/04/2022 |Spontaneous |Non Non Not available 12-17 |Not Male No Autism spectrum COMIRNATY Not reported ICSR
10012170410 Healthcare |European Years |Specified disorder (n/a - [TOZINAMERAN]
Professional |Economic Unknown - (S - COVID-19
Area Caused/Prolonged immunisation - Not
Hospitalisation, applicable - [1d -
Disabling, Other n/a - n/a])
Medically Important
Condition),
Muscular weakness
(n/a - Unknown -
Caused/Prolonged
Hospitalisation,
Disabling, Other
Medically Important
Condition),
Neurological
symptom (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Disabling, Other
Medically Important
Condition)
EU-EC- 11/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012170421 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN]
Economic - Other Medically (S - COVID-19
Area Important immunisation - Not
Condition), applicable - [1d -
n/a-
Cough (n/a - Intramuscular])
Recovered/Resolved
Drug ineffective (n/a
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 11/04/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Menstruation delayed | COMIRNATY Not reported ICSR
10012170705 Healthcare |Economic Years | Specified (43d - [TOZINAMERAN]
Professional |Area Recovered/Resolved |(S - COVID-19
- immunisation - Not
applicable - [1d -
n/a-
Intramuscular])
EU-EC- 11/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Death (n/a - Fatal - |COMIRNATY Not reported ICSR
10012170715 Professional |European Years |Specified Results in Death) [TOZINAMERAN]
Economic (S - COVID-19
Area immunisation - Not
applicable - [n/a -
n/a - n/a])
EU-EC- 11/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Drug hypersensitivity | COMIRNATY Not reported ICSR
10012170987 Professional |Economic Years |Specified (n/a - CONCENTRATE
Area Recovered/Resolved |FOR DISPERSION
=) FOR INJECTION
COVID-19 MRNA
Urticaria (n/a - VACCINE
Recovered/Resolved |(NUCLEOSIDE
- MODIFIED)
[TOZINAMERAN]
(S-n/a-n/a-
[n/a-n/a-
Intramuscular])
EU-EC- 11/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Syncope (n/a - COMIRNATY Not reported ICSR
10012171101 Professional |Economic Years |Specified Recovered/Resolved |CONCENTRATE
Area - FOR DISPERSION
FOR INJECTION
COVID-19 MRNA
VACCINE
(NUCLEOSIDE
MODIFIED)
[TOZINAMERAN]
(S-n/a-n/a-
[n/a-.3mL-
Intramuscular])
EU-EC- 11/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Body temperature | COMIRNATY Not reported ICSR
10012171312 Professional | Economic Years |Specified increased (n/a - CONCENTRATE
Area Unknown - ), FOR DISPERSION
FOR INJECTION
Ear pain (n/a - COVID-19 MRNA
Unknown - ), VACCINE
(NUCLEOSIDE
Headache (n/a - MODIFIED)
Unknown - ), [TOZINAMERAN]
(S-nfa-n/a-
Hypoaesthesia (n/a - |[n/a - .3mL -
Unknown -) Intramuscular])
EU-EC- 11/04/2022 | Spontaneous |Non European |Not available 12-17 |Child Female |No Chronic fatigue COMIRNATY Not reported ICSR
10012171328 Healthcare |Economic Years syndrome (n/a - Not |[TOZINAMERAN]
Professional |Area Recovered/Not (S - Immunisation
Resolved - -nfa-[n/a-
Caused/Prolonged 2{DF} - n/a])
Hospitalisation),
Tension headache
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
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EU-EC- 11/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012171457 Professional |Economic Years Unknown - Other [TOZINAMERAN]
Area Medically Important (S - n/a-n/a-
Condition), [n/a-n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 11/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012171465 Professional |Economic Years Unknown - Other [TOZINAMERAN]
Area Medically Important |(S-n/a-n/a-
Condition), [n/a-n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 11/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Application site COMIRNATY Not reported ICSR
10012171629 Professional |Economic Years erythema (n/a - Not |[TOZINAMERAN]
Area Recovered/Not (S - COVID-19
Resolved - ), immunisation - Not
applicable - [n/a -
Chills (1d - 1{DF} -
Recovered/Resolved |Intramuscular])
Headache (n/a - Not
Recovered/Not
Resolved - ),
Nausea (n/a -
Unknown - ),
Pharyngitis (n/a -
Not Recovered/Not
Resolved - ),
Rhinitis (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 11/04/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Blister (n/a - COMIRNATY Not reported ICSR
10012171652 Healthcare |Economic Years |Specified Unknown - ), [TOZINAMERAN]
Professional |Area (S - Immunisation
Erythema (n/a - -nf/a-[nfa-n/a-
Unknown - ), Intramuscular])
Petechiae (n/a -
Recovering/Resolving
=k
Pyrexia (2d -
Recovered/Resolved
=)
Skin warm (n/a -
Unknown - ),
Urticaria (2d -
Recovered/Resolved
White blood cell
count decreased (n/a
- Unknown - )
EU-EC- 11/04/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Vomiting (6d - COMIRNATY Not reported ICSR
10012171655 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN]
Professional |Area - Other Medically (S - COVID-19
Important Condition) |immunisation - n/a
- [n/a - n/a - n/a])
EU-EC- 11/04/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Influenza like illness |COMIRNATY Not reported ICSR
10012171659 Healthcare |Economic Years (0d - [TOZINAMERAN]
Professional |Area Recovered/Resolved |(S - COVID-19
=), immunisation - Not
applicable - [n/a -
Vaccination site 1{DF} -
reaction (n/a - Not  |Intramuscular])
Recovered/Not
Resolved - )
EU-EC- 11/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Ear pain (n/a - COMIRNATY Not reported ICSR
10012171797 Professional | Economic Years Unknown - ), [TOZINAMERAN]
Area (S - Immunisation
Eye pain (n/a - -nfa-[n/a-n/a-
Unknown - ), Intramuscular])
Limb discomfort (n/a
- Unknown - ),
Melanocytic naevus
(n/a - Unknown - ),
Oropharyngeal pain
(n/a - Unknown - ),
SARS-CoV-2 test
positive (n/a -
Unknown - ),
Swelling face (n/a -
Unknown - )
EU-EC- 11/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Blood pressure COMIRNATY Not reported ICSR
10012171819 Professional |Economic Years increased (n/a - Not |[TOZINAMERAN]
Area Recovered/Not (S - Immunisation
Resolved - Other -nfa-[n/a-n/a-
Medically Important |Intramuscular])
Condition),
Coronavirus test
positive (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Infection (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
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Limb discomfort (n/a
- Not Recovered/Not
Resolved - Other
Medically Important
Condition),
Oropharyngeal pain
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Vaccination failure
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 11/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Headache (n/a - COMIRNATY Not reported ICSR
10012171833 Professional |Economic Years |Specified Unknown - ), CONCENTRATE
Area FOR DISPERSION
Lymph node pain FOR INJECTION
(n/a - Unknown - ), |COVID-19 MRNA
VACCINE
Lymphadenopathy | (NUCLEOSIDE
(n/a - Unknown - ), |MODIFIED)
[TOZINAMERAN]
Pyrexia (n/a - (S-nfa-n/a-
Unknown - ), [n/a-n/a-
Intramuscular])
Swelling (n/a -
Unknown - ),
Vaccination site pain
(n/a - Unknown - ),
Vomiting (n/a -
Unknown - )
EU-EC- 11/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012171971 Professional | Economic Years Unknown - Other [TOZINAMERAN]
Area Medically Important |(S-n/a-n/a-
Condition), [n/a-n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 11/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012172058 Professional |European Years | Specified Recovered/Resolved |[TOZINAMERAN]
Economic - Other Medically (S - COVID-19
Area Important immunisation - Not
Condition), applicable - [n/a -
n/a - n/a])
Drug ineffective (n/a
- Unknown - Other
Medically Important
Condition)
EU-EC- 11/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Headache (n/a - COMIRNATY Not reported ICSR
10012172090 Professional |European Years |Specified Unknown - Other [TOZINAMERAN]
Economic Medically Important |(S - COVID-19
Area Condition), immunisation - Not
applicable - [n/a -
Lymphadenopathy n/a-
(n/a - Unknown - Intramuscular])
Other Medically
Important
Condition),
Pyrexia (n/a -
Unknown - Other
Medically Important
Condition),
Visual impairment
(n/a - Unknown -
Other Medically
Important
Condition),
Vomiting (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 11/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Facial paralysis (n/a - | COMIRNATY Not reported ICSR
10012172289 Professional |Economic Years |Specified Not Recovered/Not |CONCENTRATE
Area Resolved - FOR DISPERSION
Caused/Prolonged FOR INJECTION
Hospitalisation), COVID-19 MRNA
VACCINE
Ocular discomfort (NUCLEOSIDE
(n/a - Not MODIFIED)
Recovered/Not [TOZINAMERAN]
Resolved - (S-nfa-n/a-
Caused/Prolonged [n/a-.3mL-
Hospitalisation), Intramuscular])
Speech disorder (n/a
- Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 11/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012172385 Professional |Economic Years Unknown - Other [TOZINAMERAN]
Area Medically Important |(S-n/a-n/a-
Condition), [n/a-n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 11/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012172390 Professional |Economic Years Unknown - Other [TOZINAMERAN]
Area Medically Important |(S - n/a-n/a-
Condition), [n/a-n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
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Other Medically
Important Condition)
EU-EC- 11/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Dizziness (n/a - COMIRNATY Not reported ICSR
10012172593 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN]
Economic - Other Medically (S - COvID-19
Area Important immunisation - Not
Condition), applicable - [n/a -
n/a - n/a])
Hypophagia (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),
Lethargy (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),
Nausea (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),
Pyrexia (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),
Syncope (n/a -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 11/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Chest discomfort COMIRNATY Not reported ICSR
10012172613 Professional |European Years |Specified (n/a - Unknown - ), |[TOZINAMERAN]
Economic (S - COVID-19
Area Chest pain (n/a - immunisation - Not
Unknown - ), applicable - [1d -
n/a - n/a])
Dizziness postural
(n/a - Unknown - ),
Myocarditis (n/a -
Unknown - Other
Medically Important
Condition),
Nausea (n/a -
Unknown - )
EU-EC- 11/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Atrioventricular block | COMIRNATY Not reported ICSR
10012172619 Professional |European Years |Specified (n/a - Fatal - Results |[TOZINAMERAN]
Economic in Death), (S - COVID-19
Area immunisation - Not
Cardiogenic shock applicable - [n/a -
(n/a - Fatal - Results |n/a - n/a])
in Death)
EU-EC- 11/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Epistaxis (n/a - COMIRNATY Not reported ICSR
10012172632 Professional |Economic Years |Specified Unknown - ) CONCENTRATE
Area FOR DISPERSION
FOR INJECTION
COVID-19 MRNA
VACCINE
(NUCLEOSIDE
MODIFIED)
[TOZINAMERAN]
(S-nfa-n/a-
[n/a-.3mL -
Intramuscular])
EU-EC- 11/04/2022 |Spontaneous |Non Non Not available 12-17 |Not Female |No Lymph node pain COMIRNATY Not reported ICSR
10012172648 Healthcare |European Years |Specified (n/a - Unknown - [TOZINAMERAN]
Professional |Economic Other Medically (S - COVID-19
Area Important immunisation - Not
Condition), applicable - [n/a -
n/a - n/a])
Lymphadenopathy
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 11/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Angina pectoris (n/a |COMIRNATY Not reported ICSR
10012172673 Professional |European Years |Specified - Unknown - Other | [TOZINAMERAN]
Economic Medically Important | (S - COVID-19
Area Condition), immunisation - Not
applicable - [1d -
Chest discomfort n/a - Unknown])
(n/a - Unknown - ),
Discomfort (n/a -
Recovering/Resolving
=)
Palpitations (n/a -
Recovering/Resolving
EU-EC- 11/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Fall (n/a - Fatal - COMIRNATY Not reported ICSR
10012172746 Professional |European Years |Specified Results in Death) [TOZINAMERAN]
Economic (S - COVID-19
Area immunisation - Not
applicable - [n/a -
n/a - n/al])
EU-EC- 11/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Syncope (n/a - COMIRNATY Not reported ICSR
10012172762 Professional |European Years | Specified Recovered/Resolved |[TOZINAMERAN]
Economic - Other Medically (S - COVID-19
Area Important Condition) |immunisation - Not
applicable - [n/a -
n/a - n/a])
EU-EC- 11/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Dizziness (n/a - COMIRNATY Not reported ICSR
10012172803 Professional |European Years | Specified Recovering/Resolving |[TOZINAMERAN]
Economic - Caused/Prolonged |(S - COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d -
Headache (n/a - n/a-
Recovering/Resolving | Intramuscular])
- Caused/Prolonged
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Hospitalisation),

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

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

EU-EC-
10012172817

11/04/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Acute stress disorder
(n/a-
Recovered/Resolved
- Other Medically
Important
Condition),

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

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

Not reported

@]
70

EU-EC-
10012172840

11/04/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

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

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

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

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

Not reported

@}
70

EU-EC-
10012172845

11/04/2022

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

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

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

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

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

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

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

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

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

Not reported

35/67
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Somnolence (n/a -
Unknown - Other
Medically Important
Condition)

EU-EC-
10012172870

11/04/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

Not reported

(%]
o

EU-EC-
10012172996

11/04/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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

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

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

Not reported

o)
@)
pel

EU-EC-
10012173009

11/04/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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

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

Dizziness (n/a -
Unknown - )

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

Not reported

o]
@}
0

EU-EC-
10012173027

11/04/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

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

Not reported

(#]
7]

EU-EC-
10012173138

11/04/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

Influenza like illness
(n/a - Not
Recovered/Not
Resolved - )

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

Not reported

@)
7o

EU-EC-
10012173188

11/04/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Cough (n/a -
Unknown - ),

Nasopharyngitis (n/a
- Unknown - )

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

Not reported

@}
70

EU-EC-
10012173490

11/04/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

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

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

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

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

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

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

Not reported

@]
70

EU-EC-
10012173494

11/04/2022

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

Spontaneous

Healthcare
Professional

European
Economic

Not available

12-17
Years

Adolescent

Female

COVID-19 (n/a -
Unknown - Other

COMIRNATY
[TOZINAMERAN]

Not reported

36/67
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Area Medically Important |(S-n/a-n/a-
Condition), [n/a-n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 11/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Dizziness (n/a - COMIRNATY Not reported ICSR
10012173588 Professional |Economic Years |Specified Recovering/Resolving | [TOZINAMERAN]
Area =), (S-n/a-n/a-
[n/a - n/a - n/a])
Vomiting (n/a -
Recovering/Resolving
EU-EC- 11/04/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Dizziness (n/a - Not |COMIRNATY Not reported ICSR
10012173720 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN]
Professional |Area Resolved - ) (S-n/a-n/a-
[n/a - n/a - n/a])
EU-EC- 11/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Hypersensitivity (n/a |COMIRNATY Not reported ICSR
10012174138 Professional |Economic Years |Specified - [TOZINAMERAN]
Area Recovered/Resolved |(S - n/a-n/a-
- [n/a - 30ug -
Intramuscular])
EU-EC- 11/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012174471 Professional |Economic Years Unknown - Other [TOZINAMERAN]
Area Medically Important |(S-n/a-n/a-
Condition), [n/a-n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 11/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012174917 Professional | Economic Years Unknown - Other [TOZINAMERAN]
Area Medically Important |(S-n/a-n/a-
Condition), [n/a-n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 11/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012174931 Professional |Economic Years Unknown - Other [TOZINAMERAN]
Area Medically Important |(S-n/a-n/a-
Condition), [n/a-n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 11/04/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012175207 Healthcare |Economic Years | Specified Unknown - ), [TOZINAMERAN]
Professional |Area (S - Immunisation
Migraine (n/a- Not |-n/a-[n/a-n/a-
Recovered/Not Intramuscular])
Resolved - Disabling)
EU-EC- 11/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012175353 Professional | Economic Years Unknown - Other [TOZINAMERAN]
Area Medically Important |(S-n/a-n/a-
Condition), [n/a-n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 11/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Hypoaesthesia (n/a - | COMIRNATY Not reported ICSR
10012175618 Professional |European Years |Specified Recovering/Resolving | [TOZINAMERAN]
Economic =) (S - COVID-19
Area immunisation - Not
Syncope (n/a - applicable - [1d -
Recovering/Resolving |n/a - n/al)
- Other Medically
Important
Condition),
Tremor (n/a -
Recovering/Resolving
EU-EC- 11/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012175636 Professional |European Years |Specified Unknown - Other [TOZINAMERAN]
Economic Medically Important |(S - COVID-19
Area Condition), immunisation - Not
applicable - [n/a -
Drug ineffective (n/a |n/a - n/al)
- Unknown - Other
Medically Important
Condition),
SARS-CoV-2 test
positive (n/a -
Unknown - Other
Medically Important
Condition),
Vaccine
breakthrough
infection (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 11/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest pain (n/a - COMIRNATY Not reported ICSR
10012175653 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN]
Economic - (S - CovID-19
Area immunisation - Not
Echocardiogram (n/a |applicable - [1d -
- n/a - n/al)
Recovered/Resolved
=)
Electrocardiogram
(n/a -
Recovered/Resolved
Myocarditis (n/a -
Recovered/Resolved
- Other Medically
Important
https://dap.ema.europa.eu/analytics/saw.dlI?Go 37167
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Condition),
Troponin I (n/a -
Recovered/Resolved
EU-EC- 11/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Abdominal pain (n/a |COMIRNATY Not reported ICSR
10012175658 Professional |European Years | Specified - [TOZINAMERAN]
Economic Recovering/Resolving | (S - COVID-19
Area =) immunisation - Not
applicable - [1d -
Contusion (n/a - n/a - n/al])
Recovering/Resolving
=k
Diarrhoea (n/a -
Recovering/Resolving
=)
Fatigue (n/a -
Recovering/Resolving
=)
Immune
thrombocytopenia
(n/a -
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 11/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Headache (n/a - COMIRNATY Not reported ICSR
10012175659 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN]
Economic =), (S - COVID-19
Area immunisation - Not
Myalgia (n/a - applicable - [n/a -
Recovered/Resolved |n/a - n/a])
=)
Retinal exudates (n/a
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 11/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Headache (n/a - Not |COMIRNATY Not reported ICSR
10012175684 Professional |European Years |Specified Recovered/Not [TOZINAMERAN]
Economic Resolved - ), (S - COVID-19
Area immunisation - Not
Lethargy (n/a - Not |applicable - [n/a -
Recovered/Not n/a - n/al)
Resolved - ),
Myalgia (n/a - Not
Recovered/Not
Resolved - ),
Pericarditis (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition),
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 11/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Immune COMIRNATY Not reported ICSR
10012175722 Professional |European Years | Specified thrombocytopenia [TOZINAMERAN]
Economic (n/a - Not (S - COVID-19
Area Recovered/Not immunisation - Not
Resolved - Other applicable - [n/a -
Medically Important |n/a - n/a])
Condition)
EU-EC- 11/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Syncope (n/a - COMIRNATY Not reported ICSR
10012175811 Professional |European Years | Specified Recovered/Resolved |[TOZINAMERAN]
Economic - Other Medically (S - CovID-19
Area Important Condition) |immunisation - Not
applicable - [1d -
n/a-
Intramuscular])
EU-EC- 11/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Uterine dilation and |COMIRNATY Not reported ICSR
10012175824 Professional |European Years |Specified curettage (3d - [TOZINAMERAN]
Economic Recovered/Resolved |(S - COVID-19
Area - Caused/Prolonged |immunisation - Not
Hospitalisation) applicable - [1d -
n/a-
Intramuscular])
EU-EC- 11/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Dengue fever (n/a - |COMIRNATY Not reported ICSR
10012175826 Professional |European Years |Specified Recovering/Resolving | [TOZINAMERAN]
Economic - Caused/Prolonged (S - COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d -
Pyrexia (n/a - n/a-
Recovering/Resolving | Intramuscular])
- Caused/Prolonged
Hospitalisation),
Red blood cell count
decreased (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 11/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest discomfort COMIRNATY Not reported ICSR
10012175842 Professional |European Years | Specified (n/a - Unknown - ), |[TOZINAMERAN]
Economic (S - COVID-19
Area Dizziness (n/a - immunisation - Not
Unknown - ), applicable - [n/a -
n/a-
Nausea (n/a - Intramuscular])
Unknown - ),
Nystagmus (14d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Vestibular neuronitis
(n/a-
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
https://dap.ema.europa.eu/analytics/saw.dlI?Go 38/67
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Other Medically
Important Condition)

EU-EC-
10012175845

11/04/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Headache (n/a -
Recovered/Resolved

4

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

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

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

Vomiting (n/a -
Recovered/Resolved

-)

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

Not reported

EU-EC-
10012175850

11/04/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

B-cell type acute
leukaemia (41d -
Fatal - Results in
Death,
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Cardiac failure (n/a -
Fatal - Results in
Death, Other
Medically Important
Condition),

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

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

Shock (n/a - Fatal -
Results in Death,
Other Medically
Important Condition)

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

Not reported

EU-EC-
10012175866

11/04/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Dizziness (n/a -
Recovered/Resolved

4

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

Headache (n/a -
Recovered/Resolved

g

Pyrexia (n/a -
Recovered/Resolved

=)

Vomiting (n/a -
Recovered/Resolved

-)

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

Not reported

EU-EC-
10012175874

11/04/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Abnormal loss of
weight (n/a -
Unknown - ),

Eosinophilia (n/a -
Recovered/Resolved

-

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

COMIRNATY
[TOZINAMERAN]
(S - Immunisation
- Not applicable -
[n/a-.3mL -
Intramuscular])

Not reported

%}
o

EU-EC-
10012175879

11/04/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

Urine ketone body
present (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)

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

Not reported

9]
(2]
vl

EU-EC-
10012175887

11/04/2022

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

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Not
Specified

Chest pain (n/a -
Recovered/Resolved

4

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

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

Palpitations (n/a -
Unknown - ),

Pneumonia (n/a -
Unknown - Other

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

Not reported

(9]
o

39/67
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Medically Important
Condition)

EU-EC-
10012175889

11/04/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Asthenia (n/a -
Recovered/Resolved

4

Chills (n/a -
Recovered/Resolved

r

Dizziness (n/a -
Recovered/Resolved

I

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

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

Malaise (n/a -
Recovered/Resolved

-

Nausea (n/a -
Recovered/Resolved

r

Wheezing (n/a -
Unknown - )

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

Not reported

EU-EC-
10012175898

11/04/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

Wound infection (n/a
Recovering/Resolving

- Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10012175901

11/04/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Angina pectoris (n/a

Recovered/Resolved
- Other Medically
Important
Condition),

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

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

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

Palpitations (n/a -
Recovered/Resolved

=)

Respiratory symptom
(n/a - Unknown - )

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

Not reported

EU-EC-
10012175904

11/04/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

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

Not reported

@}
0

EU-EC-
10012175908

11/04/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Blood creatine
phosphokinase MB
increased (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),

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

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

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

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

Not reported

(9]
vl

EU-EC-
10012175910

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

11/04/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

Not reported

40/67
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Gastritis (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

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

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

EU-EC-
10012175927

11/04/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Myocarditis (2d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Nasopharyngitis (6d

Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Pyrexia (6d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10012175930

11/04/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

Cardiac discomfort
(n/a - Unknown -
Caused/Prolonged
Hospitalisation),

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

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

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

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

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

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

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

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

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

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

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

Not reported

EU-EC-
10012176029

11/04/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

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

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

Not reported

|F's
@)
o

EU-EC-
10012176210

11/04/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

Headache (n/a -
Unknown - ),

Visual impairment
(3d - Unknown - )

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

Not reported

EU-EC-
10012176303

11/04/2022

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

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Hypotonic-
hyporesponsive
episode (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

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

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

Not reported

41/67
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Run Line Listing Report

[n/a-n/a-
Intramuscular])
EU-EC- 11/04/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Abdominal pain (4d - | COMIRNATY Not reported ICSR
10012176570 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN]
Professional |Area =) (S - COvVID-19
immunisation - Not
Fatigue (5d - applicable - [n/a -
Recovered/Resolved |1{DF} - n/a])
Headache (4d -
Recovered/Resolved
Injection site pain
(2d -
Recovered/Resolved
=)
Malaise (5d -
Recovered/Resolved
=)
Nausea (4d -
Recovered/Resolved
EU-EC- 11/04/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Ovarian cyst (0d - |COMIRNATY Not reported ICSR
10012176665 Healthcare |Economic Years | Specified Unknown - Disabling, |[TOZINAMERAN]
Professional |Area Other Medically (S-n/a-n/a-
Important Condition) |[n/a - n/a - n/a])
EU-EC- 11/04/2022 |Spontaneous |Healthcare |European |Lazniak-Pfajfer, A.. Myocarditis 12-17 |Not Male No Myocarditis (n/a - TOZINAMERAN Not reported ICSR
10012176738 Professional |Economic |associated with COVID-19 vaccination |Years |Specified Unknown - [TOZINAMERAN]
Area in three male teenagers. Polskie Caused/Prolonged (S - COVID-19
Archiwum Medycyny Wewnetrznej. Hospitalisation, immunisation - Not
2022;132(2):10.20452/pamw.16160. Other Medically applicable - [n/a -
doi:10.20452/pamw.16160 Important Condition) |n/a - n/al)
EU-EC- 11/04/2022 |Spontaneous |Healthcare |Non Murphy, T.. Acute-onset dacryoadenitis |12-17 |Not Male No Dacryoadenitis COMIRNATY Not reported ICSR
10012176746 Professional |European |following immunisation with mRNA Years |Specified acquired (n/a - [TOZINAMERAN]
Economic |COVID-19 vaccine. BMJ Case Reports.. Recovered/Resolved |(S - COVID-19
Area 2022;15:1-3. doi:10.1136/bcr-2021- - Caused/Prolonged |immunisation - Not
248441 Murphy, T.. Acute-onset Hospitalisation, applicable - [n/a -
dacryoadenitis following immunisation Other Medically n/a - n/a])
with mRNA COVID-19 vaccine. BMJ Important
Case Reports.. 2022;15 (3):1-3. Condition),
doi:10.1136/bcr-2021-248441
Ophthalmoplegia
(n/a-
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important Condition)
EU-EC- 11/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Abdominal pain COMIRNATY Not reported ICSR
10012176873 Professional |European Years |Specified upper (12h - [TOZINAMERAN]
Economic Recovered/Resolved |(S - COVID-19
Area - Caused/Prolonged |immunisation - Not
Hospitalisation), applicable - [1d -
n/a-
Animal scratch (n/a - |Intramuscular])
Unknown - ),
Dyspnoea (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),
Gastritis (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),
Vaccination site pain
(12h -
Recovered/Resolved
=)
Vomiting (n/a -
Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 11/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Syncope (3min - COMIRNATY Not reported ICSR
10012176962 Professional | Economic Years Recovered/Resolved |[TOZINAMERAN]
Area - Caused/Prolonged (S - Immunisation
Hospitalisation) -nfa-[n/a-
1{DF} - n/a])
EU-EC- 11/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Epididymitis (2d - COMIRNATY Not reported ICSR
10012176963 Professional |Economic Years Recovered/Resolved |[TOZINAMERAN]
Area - Other Medically (S - Immunisation
Important Condition) |- n/a - [n/a -
3{DF} - n/a])
EU-EC- 11/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Menstrual disorder | COMIRNATY Not reported ICSR
10012177325 Healthcare |Economic Years (n/a - Not [TOZINAMERAN]
Professional |Area Recovered/Not (S - COVID-19
Resolved - ) immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 11/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Dysmenorrhoea (8wk | COMIRNATY Not reported ICSR
10012177469 Professional | Economic Years - [TOZINAMERAN]
Area Recovered/Resolved |(S - COVID-19
=) immunisation - Not
applicable - [1d -
Menstruation delayed | 1{DF} -
(8wk - Intramuscular])
Recovered/Resolved
EU-EC- 11/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Asthenia (n/a - Not |COMIRNATY Not reported ICSR
10012177775 Professional | Economic Years Recovered/Not [TOZINAMERAN]
Area Resolved - Other (S - COVID-19
Medically Important |immunisation - Not
Condition), applicable - [1d -
1{DF} -
Blood creatine Intramuscular])
phosphokinase
increased (n/a - Not
Recovered/Not
Resolved - ),
https://dap.ema.europa.eu/analytics/saw.dll?Go 42/67
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Dyspnoea exertional
(n/a - Not
Recovered/Not
Resolved - ),

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

EU-EC-
10012178077

11/04/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Chai, Q.. Multisystem inflammatory
syndrome in a male adolescent after
his second Pfizer-BioNTech. Acta
Paediatrica. 2022;125-127:111.

doi:10.1111/apa.16141

12-17
Years

Not
Specified

Male

No

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

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

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

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

Fatigue (n/a -
Unknown - ),

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

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

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

Multisystem
inflammatory
syndrome (n/a -
Unknown -
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

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

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

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

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

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

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

Not reported

EU-EC-
10012178286

11/04/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Pyrexia (n/a -
Unknown - ),

Tonsillitis (n/a -
Unknown - )

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

Not reported

(9]
7]

EU-EC-
10012178289

11/04/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

Blood pressure
increased (n/a -
Unknown - ),

Hot flush (n/a -
Unknown - ),

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

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

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

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

Not reported

(9]
7]

EU-EC-

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

11/04/2022

Spontaneous

Healthcare

Non

Not available

12-17

Not

Female

No

Chest pain (n/a -

COMIRNATY

Not reported

43/67
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10012178745

Professional

European
Economic
Area

Run Line Listing Report

Years

Specified

Recovered/Resolved
- Other Medically
Important
Condition),

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

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

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

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

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

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

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

EU-EC-
10012178748

11/04/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

Not reported

@]
70

EU-EC-
10012178752

11/04/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Abdominal pain
upper (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),

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

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

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

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

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

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

Not reported

%]
we]

EU-EC-
10012178782

11/04/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

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

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

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

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

Not reported

EU-EC-
10012178787

11/04/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

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

Not available

12-17
Years

Not
Specified

Female

No

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

Dizziness (n/a -
Recovered/Resolved
- Other Medically
Important

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

Not reported

44/67
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Condition),

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

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

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

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

EU-EC-
10012178790

11/04/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

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

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

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

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

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

Not reported

EU-EC-
10012178791

11/04/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

Not reported

EU-EC-
10012178852

11/04/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

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

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

Not reported

EU-EC-
10012178859

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

11/04/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

Dyspnoea (2d -
Recovered/Resolved

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

Not reported

45/67
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- Caused/Prolonged
Hospitalisation),

Ejection fraction
decreased (2d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Electrocardiogram ST
segment elevation
(2d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

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

Myocarditis (3d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

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

Pyrexia (4d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)

EU-EC-
10012178881

11/04/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Headache (n/a -
Unknown - ),

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

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

Not reported

@)
pel

EU-EC-
10012179058

11/04/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Arthralgia (n/a -
Recovering/Resolving

4

Chest pain (n/a -
Recovering/Resolving

'

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

Pain (n/a -
Recovering/Resolving

g

Pain in extremity
(n/a-
Recovering/Resolving

'

Pyrexia (n/a -
Recovering/Resolving

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

Not reported

[}
vl

EU-EC-
10012179105

11/04/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

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

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

Not reported

(9]
vl

EU-EC-
10012179350

11/04/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

C-reactive protein
increased (n/a -
Recovering/Resolving

4

Chest pain (n/a -
Recovering/Resolving
=)

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

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

Troponin increased
(n/a-

Recovering/Resolving

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

Not reported

@}
0

EU-EC-
10012179364

11/04/2022

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

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Allergic reaction to
excipient (n/a -
Unknown -
Caused/Prolonged
Hospitalisation,

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

[PARACETAMOL] (C -
Myalgia - n/a - [49d -
1500mg - Oral])

46/67
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Disabling),

Allergy to vaccine
(n/a - Unknown -
Caused/Prolonged
Hospitalisation,
Disabling),

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

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

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

Decreased appetite
(n/a - Unknown -
Caused/Prolonged
Hospitalisation,
Disabling),

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

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

Dysaesthesia (n/a -
Unknown - ),

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

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

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

Hyperhidrosis (n/a -
Unknown -
Caused/Prolonged
Hospitalisation,
Disabling),

Hypersensitivity (n/a
- Unknown -
Caused/Prolonged
Hospitalisation,
Disabling),

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

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

Hospitalisation),

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

Inflammation (n/a -
Unknown -
Caused/Prolonged
Hospitalisation,
Disabling),

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

Lethargy (n/a -
Unknown -
Caused/Prolonged
Hospitalisation,
Disabling),

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

Lymphadenopathy
(n/a - Unknown -
Caused/Prolonged

n/a-
Intramuscular])

47167
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Run Line Listing Report

Hospitalisation,
Disabling),

Motor dysfunction
(n/a - Unknown - ),

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

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

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

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

Nervous system
disorder (n/a -
Unknown -
Caused/Prolonged
Hospitalisation,
Disabling),

Night sweats (n/a -
Unknown -
Caused/Prolonged
Hospitalisation,
Disabling),

Oedema (n/a -
Unknown -
Caused/Prolonged
Hospitalisation,
Disabling),

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

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

Pain (n/a - Unknown
- Caused/Prolonged
Hospitalisation,
Disabling),

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

Paraesthesia (n/a -
Unknown -
Caused/Prolonged
Hospitalisation,
Disabling),

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

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

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

Respiratory distress
(n/a - Unknown -
Caused/Prolonged
Hospitalisation),

Skin burning
sensation (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Spinal deformity (n/a
- Unknown -
Caused/Prolonged
Hospitalisation,
Disabling),

Tachycardia (n/a -
Unknown -

48/67
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Caused/Prolonged
Hospitalisation,
Disabling),
Viral infection (n/a -
Unknown - ),
Vision blurred (n/a -
Unknown -
Caused/Prolonged
Hospitalisation,
Disabling),
Vomiting (n/a -
Unknown -
Caused/Prolonged
Hospitalisation,
Disabling)
EU-EC- 11/04/2022 | Spontaneous |Non Non Not available 12-17 |Not Male No Diabetic ketoacidosis | TOZINAMERAN Not reported ICSR
10012179374 Healthcare |European Years | Specified (n/a - Unknown - [TOZINAMERAN]
Professional |Economic Caused/Prolonged (S - COVID-19
Area Hospitalisation, immunisation - Not
Other Medically applicable - [n/a -
Important Condition) |n/a -
Intramuscular])
EU-EC- 11/04/2022 | Spontaneous |Non European |Not available 12-17 |Child Male No Fatigue (n/a - Not COMIRNATY Not reported ICSR
10012179421 Healthcare |Economic Years Recovered/Not [TOZINAMERAN]
Professional |Area Resolved - ), (S - COVID-19
immunisation - Not
Photopsia (0d - applicable - [n/a -
Recovered/Resolved |1{DF} -
=), Intramuscular])
Puncture site pain
(n/a - Not
Recovered/Not
Resolved - ),
Syncope (0d -
Recovered/Resolved
EU-EC- 11/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Epilepsy (n/a - COMIRNATY Not reported ICSR
10012179639 Professional |European Years |Specified Recovering/Resolving | [TOZINAMERAN]
Economic - Other Medically (S - COVID-19
Area Important immunisation - Not
Condition), applicable - [1d -
.3mL -
Inappropriate Intramuscular])
schedule of product
administration (n/a -
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 11/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012179709 Professional |Economic Years Unknown - Other [TOZINAMERAN]
Area Medically Important |(S-n/a-n/a-
Condition), [n/a-n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 11/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest discomfort COMIRNATY Not reported ICSR
10012179776 Professional |European Years |Specified (n/a - Unknown - ), |[TOZINAMERAN]
Economic (S - COVID-19
Area Electrocardiogram ST |immunisation - Not
segment elevation  |applicable - [1d -
(n/a - Unknown - n/a - n/a])
Other Medically
Important
Condition),
Electrocardiogram
abnormal (n/a -
Unknown - ),
Hyperhidrosis (n/a -
Unknown - ),
Pericarditis (n/a -
Unknown - Other
Medically Important
Condition),
Pleuritic pain (n/a -
Unknown - )
EU-EC- 11/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest discomfort COMIRNATY Not reported ICSR
10012180019 Professional |European Years |Specified (n/a- [TOZINAMERAN]
Economic Recovering/Resolving | (S - COVID-19
Area - Caused/Prolonged |immunisation - Not
Hospitalisation), applicable - [1d -
n/a - Unknown])
Chest pain (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),
Myocarditis (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation,
Other Medically
Important Condition)
EU-EC- 11/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012180314 Professional |Economic Years Unknown - Other [TOZINAMERAN]
Area Medically Important |(S-n/a-n/a-
Condition), [n/a-n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 11/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Blood pressure COMIRNATY Not reported ICSR
10012180386 Professional |European Years |Specified decreased (n/a - [TOZINAMERAN]
Recovered/Resolved |(S - COVID-19
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Economic =) immunisation - Not
Area applicable - [n/a -
Fall (n/a - n/a-
Recovered/Resolved | Intramuscular])
=)
Feeling abnormal
(n/a-
Recovered/Resolved
=
Presyncope (n/a -
Recovered/Resolved
=
Syncope (n/a -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 11/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Abdominal pain COMIRNATY Not reported ICSR
10012180392 Professional |European Years | Specified upper (n/a - [TOZINAMERAN]
Economic Recovering/Resolving | (S - COVID-19
Area - Caused/Prolonged |immunisation - Not
Hospitalisation), applicable - [1d -
n/a-
Headache (n/a - Intramuscular])
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Inappropriate
schedule of product
administration (n/a -
Unknown - ),
Malaise (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Pyrexia (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Rash (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 11/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012180455 Professional | Economic Years Unknown - Other [TOZINAMERAN]
Area Medically Important (S - n/a-n/a-
Condition), [n/a-n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 11/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012180532 Professional |Economic Years Unknown - Other [TOZINAMERAN]
Area Medically Important |(S-n/a-n/a-
Condition), [n/a-n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 11/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Heavy menstrual COMIRNATY Not reported ICSR
10012180849 Professional |Economic Years bleeding (n/a - Not | [TOZINAMERAN]
Area Recovered/Not (S - COVID-19
Resolved - ) immunisation - Not
applicable - [1d -
n/a - n/al)
EU-EC- 11/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Asthenia (2d - COMIRNATY Not reported ICSR
10012180852 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN]
Professional |Area =) (S - COvVID-19
immunisation -
Headache (2d - Drug withdrawn -
Recovered/Resolved |[1d - .3mL - n/a])
=k
Pyrexia (2d -
Recovered/Resolved
EU-EC- 11/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No Multiple sclerosis COMIRNATY Not reported ICSR
10012180884 Professional |Economic Years relapse (113d - [TOZINAMERAN]
Area Recovered/Resolved |(S - COVID-19
With Sequelae - immunisation - Not
Caused/Prolonged applicable - [1d -
Hospitalisation) 1{DF} - n/a])
EU-EC- 11/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Dizziness (n/a - Not |COMIRNATY [METHYLPHENIDATE] | ICSR
10012181008 Healthcare |Economic Years Recovered/Not [TOZINAMERAN]  |(C - Attention deficit
Professional |Area Resolved - Other (S - COVID-19 hyperactivity disorder
Medically Important |immunisation - -n/a-[n/a-36mg -
Condition), Dose not changed |Oral])
- [n/a - 1{DF} -
Syncope (n/a - Not |n/a])
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 11/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Anaphylactic reaction | COMIRNATY Not reported ICSR
10012181189 Professional |European Years |Specified (430min - [TOZINAMERAN]
Economic Recovered/Resolved |(S - COVID-19
Area - Caused/Prolonged |immunisation - Not
Hospitalisation, applicable - [n/a -
Other Medically n/a - n/a])
Important
Condition),
Blood creatine
phosphokinase
increased (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),
Blood pressure
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decreased (430min -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Convulsions local
(n/a - Unknown -
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),
Dizziness postural
(1d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Head discomfort
(430min -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)
EU-EC- 11/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent | Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012181696 Professional |Economic Years Unknown - Other [TOZINAMERAN]
Area Medically Important |(S-n/a-n/a-
Condition), [n/a-n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 11/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012181697 Professional |Economic Years Unknown - Other [TOZINAMERAN]
Area Medically Important |(S-n/a-n/a-
Condition), [n/a-n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 10/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Asthenia (n/a - COMIRNATY Not reported ICSR
10012168590 Professional |Economic Years |Specified Recovering/Resolving | [TOZINAMERAN]
Area - Other Medically (S - COVID-19
Important immunisation - n/a
Condition), - [n/a - 1{DF} -
Intramuscular])
Chest pain (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Pericarditis (n/a -
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 10/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Diarrhoea (n/a - Not |COMIRNATY Not reported ICSR
10012168615 Professional |Economic Years |Specified Recovered/Not [TOZINAMERAN]
Area Resolved - ), (S - COvVID-19
immunisation - n/a
Dyspepsia (n/a - Not |- [n/a - 1{DF} -
Recovered/Not Intramuscular])
Resolved - ),
Nausea (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 10/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Headache (n/a - COMIRNATY Not reported ICSR
10012168813 Professional |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN]
Area =) (S-nfa-n/a-
[n/a - n/a - n/a])
EU-EC- 10/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012169105 Professional |Economic Years Unknown - Other [TOZINAMERAN]
Area Medically Important |(S-n/a-n/a-
Condition), [n/a-n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 10/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent | Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012169110 Professional |Economic Years Unknown - Other [TOZINAMERAN]
Area Medically Important |(S-n/a-n/a-
Condition), [n/a-n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 10/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012169115 Professional |Economic Years Unknown - Other [TOZINAMERAN]
Area Medically Important |(S-n/a-n/a-
Condition), [n/a-n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 10/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012169117 Professional |Economic Years Unknown - Other [TOZINAMERAN]
Area Medically Important (S - n/a-n/a-
Condition), [n/a-n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 10/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012169130 Professional | Economic Years Unknown - Other [TOZINAMERAN]
Area Medically Important |(S-n/a-n/a-
Condition), [n/a-n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
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EU-EC- 10/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012169150 Professional |Economic Years Unknown - Other [TOZINAMERAN]
Area Medically Important (S - n/a-n/a-
Condition), [n/a-n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 10/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012169159 Professional |Economic Years Unknown - Other [TOZINAMERAN]
Area Medically Important |(S-n/a-n/a-
Condition), [n/a-n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 10/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012169182 Professional |Economic Years Unknown - Other [TOZINAMERAN]
Area Medically Important |(S-n/a-n/a-
Condition), [n/a-n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 10/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012169196 Professional |Economic Years Unknown - Other [TOZINAMERAN]
Area Medically Important |(S-n/a-n/a-
Condition), [n/a-n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 10/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012169253 Professional |Economic Years Unknown - Other [TOZINAMERAN]
Area Medically Important |(S-n/a-n/a-
Condition), [n/a-n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 10/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012169254 Professional | Economic Years Unknown - Other [TOZINAMERAN]
Area Medically Important (S - n/a-n/a-
Condition), [n/a-n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 10/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012169256 Professional |Economic Years Unknown - Other [TOZINAMERAN]
Area Medically Important |(S-n/a-n/a-
Condition), [n/a-n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 10/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012169257 Professional | Economic Years Unknown - Other [TOZINAMERAN]
Area Medically Important (S - n/a-n/a-
Condition), [n/a-n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 10/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012169280 Professional |Economic Years Unknown - Other [TOZINAMERAN]
Area Medically Important |(S-n/a-n/a-
Condition), [n/a-n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 10/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent | Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012169322 Professional | Economic Years Unknown - Other [TOZINAMERAN]
Area Medically Important (S - n/a-n/a-
Condition), [n/a-n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 10/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012169346 Professional | Economic Years Unknown - Other [TOZINAMERAN]
Area Medically Important (S - n/a-n/a-
Condition), [n/a-n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 10/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012169382 Professional |Economic Years Unknown - Other [TOZINAMERAN]
Area Medically Important |(S-n/a-n/a-
Condition), [n/a-n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 10/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012169395 Professional |Economic Years Unknown - Other [TOZINAMERAN]
Area Medically Important |(S-n/a-n/a-
Condition), [n/a-n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
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EU-EC- 10/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent | Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012169421 Professional |Economic Years Unknown - Other [TOZINAMERAN]
Area Medically Important (S - n/a-n/a-
Condition), [n/a-n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 10/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Flushing (n/a - COMIRNATY Not reported ICSR
10012169522 Professional |Economic Years |Specified Recovering/Resolving | [TOZINAMERAN]
Area =), (S-n/a-n/a-
[n/a - n/a - n/a])
Malaise (n/a -
Recovering/Resolving
EU-EC- 10/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012169640 Professional |Economic Years Unknown - Other [TOZINAMERAN]
Area Medically Important |(S-n/a-n/a-
Condition), [n/a-n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 10/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012169646 Professional |Economic Years Unknown - Other [TOZINAMERAN]
Area Medically Important |(S-n/a-n/a-
Condition), [n/a-n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 10/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012169800 Professional | Economic Years Unknown - Other [TOZINAMERAN]
Area Medically Important (S - n/a - n/a -
Condition), [n/a-n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 09/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Headache (n/a - COMIRNATY Not reported ICSR
10012166478 Professional |Economic Years |Specified Unknown - ), [TOZINAMERAN]
Area (S - COVID-19
Nausea (n/a - immunisation - n/a
Unknown - ), - [n/a-n/a-n/a])
Pyrexia (n/a -
Unknown - )
EU-EC- 09/04/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Headache (n/a - Not |COMIRNATY Not reported ICSR
10012166493 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN]
Professional |Area Resolved - Other (S - COVID-19
Medically Important |immunisation - Not
Condition), applicable - [n/a -
1{DF} -
Hyperpyrexia (n/a - |Intramuscular])
Not Recovered/Not
Resolved - Other
Medically Important
Condition),
Lymphadenopathy
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Tonsillitis (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 09/04/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Pyrexia (n/a - Not COMIRNATY Not reported ICSR
10012166583 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN]
Professional |Area Resolved - ) (S - COVID-19
immunisation -
Unknown - [n/a -
1{DF} -
Intramuscular])
EU-EC- 09/04/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Erythema (n/a - Not |COMIRNATY Not reported ICSR
10012166605 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN]
Professional |Area Resolved - ), (S - COVID-19
immunisation - n/a
Pruritus (n/a - Not - [n/a - 1{DF} -
Recovered/Not Intramuscular])
Resolved - ),
Urticaria (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 09/04/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Asthenia (n/a - COMIRNATY Not reported ICSR
10012166887 Healthcare |Economic Years |Specified Recovering/Resolving | [TOZINAMERAN]
Professional |Area - Disabling), (S - COVID-19
immunisation - Not
Headache (n/a - applicable - [n/a -
Recovering/Resolving |.3mL -
- Disabling), Intramuscular])
Loss of
consciousness (n/a -
Recovering/Resolving
- Disabling),
Muscular weakness
(n/a-
Recovering/Resolving
- Disabling),
Tinnitus (n/a -
Recovering/Resolving
- Disabling)
EU-EC- 09/04/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Amnesia (n/a - Not |COMIRNATY Not reported ICSR
10012166899 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN]
Professional |Area Resolved - (S - COVID-19
Disabling), immunisation -
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Unknown - [n/a -
Headache (n/a - Not |1{DF} -
Recovered/Not Intramuscular])
Resolved - Disabling)
EU-EC- 09/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Chills (n/a - COMIRNATY Not reported ICSR
10012166913 Professional | Economic Years | Specified Recovered/Resolved |[TOZINAMERAN]
Area -), (S - COVID-19
immunisation - Not
Headache (n/a - Not |applicable - [n/a -
Recovered/Not 1{DF} - n/a])
Resolved - ),
Menstruation delayed
(n/a - Unknown - ),
Myalgia (n/a -
Recovered/Resolved
-
Nausea (1d -
Recovered/Resolved
=)
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 09/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Heavy menstrual COMIRNATY Not reported ICSR
10012167385 Professional | Economic Years bleeding (n/a - [TOZINAMERAN]
Area Unknown - ), (S - COVID-19
immunisation - Not
Polymenorrhoea (n/a |applicable - [n/a -
- Unknown - ) 1{DF} -
Intramuscular])
EU-EC- 09/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012167520 Professional |Economic Years Unknown - Other [TOZINAMERAN]
Area Medically Important |(S-n/a-n/a-
Condition), [n/a-n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 09/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Influenza like illness |COMIRNATY Not reported ICSR
10012167548 Healthcare  |Economic Years (48h - [TOZINAMERAN]
Professional |Area Recovered/Resolved |(S - COVID-19
=) immunisation -
Unknown - [n/a -
Pain in extremity 1{DF} -
(48h - Intramuscular])
Recovered/Resolved
=)
Vomiting (48h -
Recovered/Resolved
EU-EC- 09/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012167579 Professional | Economic Years Unknown - Other [TOZINAMERAN]
Area Medically Important |(S-n/a-n/a-
Condition), [n/a-n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 09/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012167593 Professional |Economic Years Unknown - Other [TOZINAMERAN]
Area Medically Important |(S - n/a-n/a-
Condition), [n/a-n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 09/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Application site COMIRNATY Not reported ICSR
10012167727 Healthcare |Economic Years erythema (n/a - [TOZINAMERAN]
Professional |Area Recovering/Resolving | (S - COVID-19
- immunisation - Not
applicable - [n/a -
Arthralgia (n/a - 1{DF} -
Recovering/Resolving | Intramuscular])
=
Bladder pain (n/a -
Recovering/Resolving
=k
Chills (n/a -
Recovering/Resolving
=)
Urinary retention
(n/a-
Recovering/Resolving
EU-EC- 09/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012167767 Professional |Economic Years Unknown - Other [TOZINAMERAN]
Area Medically Important |(S-n/a-n/a-
Condition), [n/a-n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 09/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012167782 Professional |Economic Years Unknown - Other [TOZINAMERAN]
Area Medically Important |(S-n/a-n/a-
Condition), [n/a-n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 09/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012167835 Professional |Economic Years Unknown - Other [TOZINAMERAN]
Area Medically Important |(S-n/a-n/a-
Condition), [n/a-n/a-
Intramuscular])
Vaccination failure
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(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 09/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent | Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012167883 Professional |Economic Years Unknown - Other [TOZINAMERAN]
Area Medically Important (S - n/a-n/a-
Condition), [n/a-n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 09/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012167887 Professional | Economic Years Unknown - Other [TOZINAMERAN]
Area Medically Important |(S-n/a-n/a-
Condition), [n/a-n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 09/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent | Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012167906 Professional | Economic Years Unknown - Other [TOZINAMERAN]
Area Medically Important (S - n/a-n/a-
Condition), [n/a-n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 09/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent | Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012167974 Professional |Economic Years Unknown - Other [TOZINAMERAN]
Area Medically Important |(S-n/a-n/a-
Condition), [n/a-n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 09/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent | Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012167980 Professional |Economic Years Unknown - Other [TOZINAMERAN]
Area Medically Important (S - n/a-n/a-
Condition), [n/a-n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 09/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent | Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012168038 Professional |Economic Years Unknown - Other [TOZINAMERAN]
Area Medically Important |(S-n/a-n/a-
Condition), [n/a-n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 09/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012168067 Professional |Economic Years Unknown - Other [TOZINAMERAN]
Area Medically Important |(S-n/a-n/a-
Condition), [n/a-n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 09/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012168114 Professional |Economic Years Unknown - Other [TOZINAMERAN]
Area Medically Important |(S-n/a-n/a-
Condition), [n/a-n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 09/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012168143 Professional |Economic Years Unknown - Other [TOZINAMERAN]
Area Medically Important |(S-n/a-n/a-
Condition), [n/a-n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 09/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent | Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012168212 Professional |Economic Years Unknown - Other [TOZINAMERAN]
Area Medically Important |(S-n/a-n/a-
Condition), [n/a-n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 09/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012168223 Professional |Economic Years Unknown - Other [TOZINAMERAN]
Area Medically Important |(S-n/a-n/a-
Condition), [n/a-n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 09/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012168275 Professional | Economic Years Unknown - Other [TOZINAMERAN]
Area Medically Important |(S-n/a-n/a-
Condition), [n/a-n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 09/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Headache (3d - COMIRNATY Not reported ICSR
10012168405 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN]
Professional |Area =) (S - COVID-19
immunisation - Not
Injected limb applicable - [n/a -
mobility decreased
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(2d -
Recovered/Resolved

Lymph node pain (3d

Recovered/Resolved

Pain in extremity (3d

Recovered/Resolved

g

Photophobia (3d -
Recovered/Resolved

-

Pyrexia (3d -
Recovered/Resolved

-

Somnolence (3d -
Recovered/Resolved

1{DF} -
Intramuscular])

EU-EC-
10012168422

09/04/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

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

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

Hot flush (n/a - Not
Recovered/Not
Resolved - )

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

Not reported

@]
70

EU-EC-
10012153022

08/04/2022

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

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

Blood creatine
phosphokinase MB
increased (n/a -
Unknown -
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Blood creatine
phosphokinase
increased (n/a -
Unknown -
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Blood lactate
dehydrogenase
increased (n/a -
Unknown -
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Blood test abnormal
(n/a - Unknown -
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

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

Cardiac imaging
procedure abnormal
(n/a - Unknown -
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

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

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

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

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

Not reported

@}
70

56/67
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Electrocardiogram T
wave inversion (n/a -
Unknown -
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),
Myocarditis (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),
Pyrexia (n/a -
Unknown -
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),
Troponin I increased
(n/a - Unknown -
Caused/Prolonged
Hospitalisation,
Other Medically
Important Condition)
EU-EC- 08/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Psychogenic seizure |COMIRNATY Not reported ICSR
10012153028 Professional |European Years | Specified (n/a- [TOZINAMERAN]
Economic Recovered/Resolved |(S - COVID-19
Area - Other Medically immunisation - Not
Important Condition) |applicable - [n/a -
n/a - n/a])
EU-EC- 08/04/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Arthralgia (n/a - COMIRNATY Not reported ICSR
10012153338 Healthcare |Economic Years | Specified Recovering/Resolving |[TOZINAMERAN]
Professional |Area - Other Medically (S - COVID-19
Important immunisation - Not
Condition), applicable - [n/a -
1{DF} -
Bell's palsy (n/a - Intramuscular])
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 08/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Presyncope (n/a - COMIRNATY Not reported ICSR
10012153389 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN]
Economic - Other Medically (S - COVID-19
Area Important Condition) |immunisation - Not
applicable - [n/a -
n/a - n/a])
EU-EC- 08/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Dyskinesia (n/a - COMIRNATY Not reported ICSR
10012153451 Professional |European Years |Specified Recovering/Resolving | [TOZINAMERAN]
Economic - Other Medically (S - COVID-19
Area Important immunisation - Not
Condition), applicable - [n/a -
n/a - n/al)
Gaze palsy (n/a -
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 08/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Chest pain (n/a - COMIRNATY Not reported ICSR
10012153695 Professional |European Years |Specified Recovering/Resolving | [TOZINAMERAN]
Economic - Caused/Prolonged (S - COVID-19
Area Hospitalisation), immunisation - Not
applicable - [n/a -
Supraventricular n/a - n/al)
tachycardia (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 08/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest pain (n/a - COMIRNATY Not reported ICSR
10012153703 Professional |European Years |Specified Recovering/Resolving | [TOZINAMERAN]
Economic - Caused/Prolonged (S - COVID-19
Area Hospitalisation), immunisation - Not
applicable - [n/a -
Myocarditis (n/a - n/a - n/al)
Recovering/Resolving
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),
Pyrexia (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 08/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest pain (n/a - COMIRNATY Not reported ICSR
10012153707 Professional |European Years | Specified Recovered/Resolved |[TOZINAMERAN]
Economic - Caused/Prolonged (S - COVID-19
Area Hospitalisation), immunisation - Not
applicable - [n/a -
Hyperhidrosis (n/a - |n/a - n/a])
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Myocarditis (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),
Vomiting (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)
EU-EC- 08/04/2022 | Spontaneous |Healthcare  |Non Not available 12-17 |Not Male No Anaphylactic reaction | COMIRNATY Not reported ICSR
10012153715 Professional |European Years |Specified (n/a- [TOZINAMERAN]
Economic Recovered/Resolved |(S - COVID-19
Area - Caused/Prolonged |immunisation - Not
Hospitalisation),
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applicable - [n/a -
Dizziness (n/a - n/a - n/a])
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Dyspnoea (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Periorbital swelling
(n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Presyncope (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Pruritus (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Rash (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)
EU-EC- 08/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Chest discomfort COMIRNATY Not reported ICSR
10012153749 Professional |European Years |Specified (n/a- [TOZINAMERAN]
Economic Recovering/Resolving |(S - COVID-19
Area - Caused/Prolonged |immunisation - Not
Hospitalisation), applicable - [n/a -
n/a - n/a])
Dyspnoea (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Headache (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Myocarditis (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),
Palpitations (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Vaccination site pain
(n/a-
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 08/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Abdominal pain (n/a |COMIRNATY Not reported ICSR
10012153927 Professional |European Years | Specified - Unknown - Life [TOZINAMERAN]
Economic Threatening), (S - COVID-19
Area immunisation - Not
Chest discomfort applicable - [n/a -
(n/a - Unknown - n/a - n/a])
Life Threatening),
Lethargy (n/a -
Unknown - Life
Threatening),
Palpitations (n/a -
Unknown - Life
Threatening),
Vomiting (n/a -
Unknown - Life
Threatening)
EU-EC- 08/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Dyskinesia (n/a - COMIRNATY Not reported ICSR
10012153929 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN]
Economic - Other Medically (S - CovID-19
Area Important Condition) [immunisation - Not
applicable - [n/a -
n/a - n/al])
EU-EC- 08/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Chest pain (n/a - COMIRNATY Not reported ICSR
10012154203 Professional | Economic Years | Specified Recovered/Resolved |CONCENTRATE
Area - Other Medically FOR DISPERSION
Important FOR INJECTION
Condition), COVID-19 MRNA
VACCINE
Neuritis (n/a - (NUCLEOSIDE
Recovered/Resolved |MODIFIED)
- Other Medically [TOZINAMERAN]
Important Condition) |(S-n/a-n/a-
[n/a-.3mL-
Intramuscular])
EU-EC- 08/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Asthenia (n/a - COMIRNATY Not reported ICSR
10012154296 Professional |Economic Years |Specified Unknown - ), CONCENTRATE
Area FOR DISPERSION
Headache (n/a - FOR INJECTION
Unknown - ), COVID-19 MRNA
VACCINE
Lymph node pain (NUCLEOSIDE
(n/a - Unknown - ), |MODIFIED)
[TOZINAMERAN]
Lymphadenopathy  |(S-n/a-n/a-
(n/a-Unknown -), |[n/fa-n/a-
Intramuscular])
Myalgia (n/a -
Unknown - ),
Vaccination site pain
(n/a - Unknown - )
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EU-EC- 08/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Psychogenic seizure |COMIRNATY Not reported ICSR
10012154494 Professional |European Years |Specified (n/a - Unknown - [TOZINAMERAN]
Economic Other Medically (S - COVID-19
Area Important Condition) [immunisation - Not
applicable - [n/a -
n/a - n/a])
EU-EC- 08/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Lethargy (n/a - COMIRNATY Not reported ICSR
10012154497 Professional |European Years |Specified Recovering/Resolving | [TOZINAMERAN]
Economic - Caused/Prolonged |(S - COVID-19
Area Hospitalisation), immunisation - Not
applicable - [n/a -
Lip haemorrhage n/a - n/a])
(n/a-
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Vomiting (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 08/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Presyncope (n/a - COMIRNATY Not reported ICSR
10012154507 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN]
Economic - Other Medically (S - COVID-19
Area Important Condition) |immunisation - Not
applicable - [n/a -
n/a - n/a)
EU-EC- 08/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest discomfort COMIRNATY Not reported ICSR
10012154514 Professional |European Years |Specified (n/a - [TOZINAMERAN]
Economic Recovered/Resolved |(S - COVID-19
Area - Caused/Prolonged |immunisation - Not
Hospitalisation), applicable - [n/a -
n/a - n/a])
Dyspnoea (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Headache (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Myocarditis (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Pyrexia (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Vaccination site pain
(n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)
EU-EC- 08/04/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Diarrhoea (n/a - COMIRNATY Not reported ICSR
10012154811 Healthcare |Economic Years |Specified Recovering/Resolving | [TOZINAMERAN]
Professional |Area - (S - CovID-19
immunisation - n/a
Malaise (n/a - - [n/a - 1{DF} -
Recovering/Resolving | Intramuscular])
Pyrexia (n/a -
Recovering/Resolving
EU-EC- 08/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Dizziness (0d - COMIRNATY Not reported ICSR
10012154822 Professional | Economic Years | Specified Recovered/Resolved |[TOZINAMERAN]
Area - Other Medically (S - COVID-19
Important immunisation - n/a
Condition), -[n/a-n/a-
Intramuscular])
Loss of
consciousness (0d -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 08/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Chest pain (n/a - COMIRNATY [PARACETAMOL] (C - |ICSR
10012154878 Professional | Economic Years | Specified Unknown - [TOZINAMERAN] |n/a-n/a-[n/a-n/a
Area Caused/Prolonged (S - COVID-19 - Oral])
Hospitalisation), immunisation - n/a
-[n/a-n/a-
Myopericarditis (n/a - | Intramuscular])
Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 08/04/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Chest pain (n/a - COMIRNATY Not reported ICSR
10012154966 Healthcare |Economic Years |Specified Recovering/Resolving | [TOZINAMERAN]
Professional |Area - Caused/Prolonged |(S - n/a - Not
Hospitalisation), applicable - [n/a -
n/a - n/al)
Palpitations (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 08/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Myocarditis (n/a - COMIRNATY Not reported ICSR
10012154981 Professional | Economic Years | Specified Not Recovered/Not  |[TOZINAMERAN]
Area Resolved - (S - Immunisation
Caused/Prolonged - Not applicable -
Hospitalisation) [n/a-n/a-
Intramuscular])
EU-EC- 08/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Asthenia (n/a - COMIRNATY Not reported ICSR
10012155108 Professional |Economic Years |Specified Unknown - ), CONCENTRATE
Area FOR DISPERSION
Body temperature FOR INJECTION
increased (n/a - COVID-19 MRNA
Unknown - ), VACCINE
(NUCLEOSIDE
Fatigue (n/a - MODIFIED)
Unknown - ) [TOZINAMERAN]
(S-n/a-n/a-
[n/a-.3mL-
Intramuscular])
EU-EC- 08/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Presyncope (n/a - COMIRNATY Not reported ICSR
10012155126 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN]
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- Other Medically
Important Condition)

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

EU-EC-
10012155152

08/04/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Febrile convulsion
(n/a-
Recovered/Resolved
- Life Threatening),

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

Pyrexia (n/a -
Recovered/Resolved
- Life Threatening)

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

Not reported

(9]
7]

EU-EC-
10012155298

08/04/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

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

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

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

Not reported

(9]
%

EU-EC-
10012155338

08/04/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

Not reported

EU-EC-
10012155372

08/04/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

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

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

Not reported

EU-EC-
10012155376

08/04/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Generalised tonic-
clonic seizure (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

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

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

Not reported

@]
o

EU-EC-
10012155450

08/04/2022

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

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Blepharospasm (n/a

Recovering/Resolving
- Other Medically
Important
Condition),

Facial paralysis (n/a -
Recovering/Resolving
- Other Medically

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

Not reported

@}
o

60/67
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Important
Condition),
Lacrimation
increased (n/a -
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 08/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Lymph node pain COMIRNATY Not reported ICSR
10012155578 Professional |Economic Years |Specified (n/a - Unknown - ), |CONCENTRATE
Area FOR DISPERSION
Lymphadenopathy ~ |FOR INJECTION
(n/a - Unknown - ) |COVID-19 MRNA
VACCINE
(NUCLEOSIDE
MODIFIED)
[TOZINAMERAN]
(S-nfa-n/a-
[n/a-n/a-
Intramuscular])
EU-EC- 08/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Myopericarditis (n/a - | COMIRNATY Not reported ICSR
10012155718 Professional |European Years |Specified Not Recovered/Not  |[TOZINAMERAN]
Economic Resolved - (S - COvVID-19
Area Caused/Prolonged immunisation - Not
Hospitalisation, applicable - [1d -
Other Medically .3mL -
Important Condition) |Intramuscular])
EU-EC- 08/04/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Lymphadenopathy COMIRNATY Not reported ICSR
10012155792 Healthcare |Economic Years |Specified (n/a - Not [TOZINAMERAN]
Professional |Area Recovered/Not (S - COVID-19
Resolved - ) immunisation - Not
applicable - [1d -
n/a - n/a])
EU-EC- 08/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Blood pressure COMIRNATY Not reported ICSR
10012155938 Professional | Economic Years increased (n/a - [TOZINAMERAN]
Area Unknown - (S - Immunisation
Caused/Prolonged -nfa-[nfa-nfa-
Hospitalisation), Intrameningeal])
Headache (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),
Nausea (n/a -
Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 08/04/2022 | Spontaneous |Non European | Not available 12-17 |Adolescent |Male No Influenza like illness | COMIRNATY COMIRNATY ICSR
10012156273 Healthcare |Economic Years (n/a- [TOZINAMERAN]  |[TOZINAMERAN] (C -
Professional |Area Recovering/Resolving | (S - COVID-19 COvID-19
=), immunisation - Not |immunisation - Not
applicable - [n/a - |applicable - [n/a -
Lymphadenopathy 1{DF} - 1{DF} -
(n/a - Not Intramuscular]) Intramuscular])
Recovered/Not
Resolved - )
EU-EC- 08/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Dyspnoea (n/a - COMIRNATY Not reported ICSR
10012156516 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN]
Economic - Other Medically (S - CovID-19
Area Important immunisation - Not
Condition), applicable - [n/a -
n/a - n/a])
Generalised tonic-
clonic seizure (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),
Lip swelling (n/a -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 08/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Dizziness (n/a - COMIRNATY Not reported ICSR
10012156524 Professional |European Years |Specified Recovering/Resolving | [TOZINAMERAN]
Economic - Other Medically (S - COvVID-19
Area Important immunisation - Not
Condition), applicable - [n/a -
n/a - n/al)
Dyspnoea (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Periorbital swelling
(n/a-
Recovering/Resolving
- Other Medically
Important
Condition),
Presyncope (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Rash (n/a -
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 08/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Myocarditis (n/a - COMIRNATY Not reported ICSR
10012156548 Professional |European Years | Specified Unknown - Other [TOZINAMERAN]
Economic Medically Important |(S - COVID-19
Area Condition) immunisation - Not
applicable - [n/a -
n/a - n/a])
EU-EC- 08/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Lethargy (n/a - COMIRNATY Not reported ICSR
10012156570 Professional |European Years | Specified Recovering/Resolving |[TOZINAMERAN]
Economic - Other Medically (S - COVID-19
Area Important immunisation - Not
Condition), applicable - [n/a -
n/a - n/a])
Myalgia (n/a -
Recovering/Resolving
- Other Medically
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Important
Condition),
Pyrexia (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Thrombocytopenia
(n/a-
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 08/04/2022 | Spontaneous |Non Non Not available 12-17 |Not Male No Pancreatitis acute | TOZINAMERAN Not reported ICSR
10012156573 Healthcare |European Years |Specified (n/a - Unknown - [TOZINAMERAN]
Professional |Economic Caused/Prolonged  |(S - COVID-19
Area Hospitalisation, immunisation - Not
Other Medically applicable - [n/a -
Important Condition) |n/a - n/a])
EU-EC- 08/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Presyncope (n/a - COMIRNATY Not reported ICSR
10012156650 Professional |European Years |Specified Recovering/Resolving | [TOZINAMERAN]
Economic - Other Medically (S - COvVID-19
Area Important Condition) immunisation - Not
applicable - [n/a -
n/a - n/al])
EU-EC- 08/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Pericardial effusion | COMIRNATY Not reported ICSR
10012156651 Professional |European Years |Specified (13d - [TOZINAMERAN]
Economic Recovered/Resolved |(S - COVID-19
Area - Caused/Prolonged |immunisation - Not
Hospitalisation, applicable - [n/a -
Other Medically n/a - n/a])
Important
Condition),
Pericarditis
(20250min -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important Condition)
EU-EC- 08/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Chest pain (n/a - COMIRNATY Not reported ICSR
10012156655 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN]
Economic - Other Medically (S - COvVID-19
Area Important immunisation - Not
Condition), applicable - [n/a -
n/a - n/al)
Choking sensation
(n/a-
Recovered/Resolved
- Other Medically
Important
Condition),
Nausea (n/a -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 08/04/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Facial asymmetry COMIRNATY Not reported ICSR
10012156868 Professional |European Years |Specified (n/a - Unknown - [TOZINAMERAN]
Economic Other Medically (S - COVID-19
Area Important immunisation - Not
Condition), applicable - [n/a -
n/a - n/a])
Pyrexia (n/a -
Unknown - )
EU-EC- 08/04/2022 | Spontaneous |Healthcare  |Non Not available 12-17 |Not Female |No Myalgia (n/a - COMIRNATY Not reported ICSR
10012156877 Professional |European Years | Specified Recovering/Resolving |[TOZINAMERAN]
Economic - Other Medically (S - COVID-19
Area Important immunisation - Not
Condition), applicable - [n/a -
n/a - n/a])
Presyncope (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Pyrexia (n/a -
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 08/04/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Alopecia (n/a - Not  |COMIRNATY Not reported ICSR
10012157194 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN]
Professional |Area Resolved - ), (S - COVID-19
immunisation - Not
Skin disorder (n/a - |applicable - [n/a -
Not Recovered/Not |n/a - n/a])
Resolved - )
EU-EC- 08/04/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Chills (n/a - Not COMIRNATY Not reported ICSR
10012157207 Healthcare |Economic Years | Specified Recovered/Not [TOZINAMERAN]
Professional |Area Resolved - ), (S - COVID-19
immunisation - Not
Fatigue (n/a - Not applicable - [n/a -
Recovered/Not 1{DF} - n/a])
Resolved - ),
Headache (n/a - Not
Recovered/Not
Resolved - ),
Malaise (n/a - Not
Recovered/Not
Resolved - ),
Nausea (n/a - Not
Recovered/Not
Resolved - ),
Productive cough
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 08/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Administration site | COMIRNATY Not reported ICSR
10012157301 Professional |Economic Years pain (3d - [TOZINAMERAN]
Area Recovering/Resolving |(S - COVID-19
=) immunisation - Not
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applicable - [n/a -
Body temperature 1{DF} -
increased (2d - Intramuscular])
Recovering/Resolving
=)
Vertigo (3d -
Recovering/Resolving
EU-EC- 08/04/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Myalgia (n/a - Not COMIRNATY Not reported ICSR
10012157366 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN]
Professional |Area Resolved - ), (S - CovID-19
immunisation - Not
Panic attack (n/a- |applicable - [n/a -
Not Recovered/Not | 1{DF} - n/a])
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 08/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Administration site | COMIRNATY Not reported ICSR
10012157401 Professional |Economic Years pain (3d - [TOZINAMERAN]
Area Recovered/Resolved |(S - COVID-19
- immunisation - Not
applicable - [n/a -
Arthralgia (3d - 1{DF} -
Recovered/Resolved |Intramuscular])
=)
Fatigue (1d -
Recovered/Resolved
=)
Myalgia (3d -
Recovered/Resolved
EU-EC- 08/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Headache (n/a - COMIRNATY Not reported ICSR
10012157551 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN]
Professional |Area - (S-nfa-n/a-
[n/a - n/a - n/al)
EU-EC- 08/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Headache (n/a - COMIRNATY Not reported ICSR
10012157700 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN]
Professional |Area =) (S - Immunisation
-nfa-[n/a-n/a-
Pyrexia (n/a - n/a])
Recovered/Resolved
-)
EU-EC- 08/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Amenorrhoea (n/a - |COMIRNATY Not reported ICSR
10012158423 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN]
Professional |Area =) (S-n/a-n/a-
[n/a - n/a - n/a])
Herpes zoster (n/a -
Unknown - ),
Menstrual disorder
(n/a-
Recovered/Resolved
EU-EC- 08/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Application site pain | COMIRNATY Not reported ICSR
10012158424 Professional |Economic Years (n/a - Not [TOZINAMERAN]
Area Recovered/Not (S-nfa-n/a-
Resolved - ), [n/a-n/a-
Intramuscular])
Cyanosis (n/a - Not
Recovered/Not
Resolved - ),
Fatigue (n/a - Not
Recovered/Not
Resolved - ),
Limb discomfort (n/a
- Not Recovered/Not
Resolved - ),
Mood swings (n/a -
Not Recovered/Not
Resolved - ),
Myalgia (n/a - Not
Recovered/Not
Resolved - ),
Paraesthesia (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition),
Pyrexia (n/a - Not
Recovered/Not
Resolved - ),
Rash macular (n/a -
Not Recovered/Not
Resolved - )
EU-EC- 08/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Arthralgia (n/a - COMIRNATY Not reported ICSR
10012158454 Professional | Economic Years |Specified Unknown - ) [TOZINAMERAN]
Area (S-nfa-n/a-
[n/a - n/a - n/al])
EU-EC- 08/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Administration site | COMIRNATY Not reported ICSR
10012158502 Professional |Economic Years pain (1d - [TOZINAMERAN]
Area Recovered/Resolved |(S - COVID-19
=), immunisation - Not
applicable - [n/a -
Fatigue (1d - 1{DF} -
Recovered/Resolved |Intramuscular])
=)
Paraesthesia (1d -
Recovered/Resolved
=)
Vertigo (1h -
Recovered/Resolved
EU-EC- 08/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Facial paresis (28d - |COMIRNATY Not reported ICSR
10012158595 Professional |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN]
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Area - Other Medically (S-nfa-n/a-
Important Condition) |[n/a - n/a - n/a])
EU-EC- 08/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Lymphadenopathy COMIRNATY Not reported ICSR
10012159207 Professional |Economic Years |Specified (n/a - Unknown - ) |[TOZINAMERAN]
Area (S - COvID-19
immunisation - n/a
-[n/a-n/a-
Intramuscular])
EU-EC- 08/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012159257 Professional |Economic Years Unknown - Other [TOZINAMERAN]
Area Medically Important |(S-n/a-n/a-
Condition), [n/a-n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 08/04/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Lymphadenopathy COMIRNATY Not reported ICSR
10012159359 Healthcare |Economic Years (3d- [TOZINAMERAN]
Professional |Area Recovering/Resolving | (S - Immunisation
=), -nfa-[nfa-n/a-
n/a])
Pyrexia (3d -
Recovering/Resolving
=
Vaccination site
lymphadenopathy
(3d-
Recovering/Resolving
=)
Vaccination site
swelling (3d -
Recovering/Resolving
EU-EC- 08/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Exercise tolerance | COMIRNATY Not reported ICSR
10012159533 Healthcare |Economic Years decreased (39d - Not | [TOZINAMERAN]
Professional |Area Recovered/Not (S - Immunisation
Resolved - ), -nfa-[n/a-n/a-
n/al)
Limb discomfort (39d
- Not Recovered/Not
Resolved - )
EU-EC- 08/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Feeling hot (79d - COMIRNATY Not reported ICSR
10012159555 Healthcare |Economic Years Not Recovered/Not  |[TOZINAMERAN]
Professional |Area Resolved - ) (S - Immunisation
-nfa-[nfa-nfa-
n/a])
EU-EC- 08/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Lymphadenopathy | COMIRNATY Not reported ICSR
10012159617 Healthcare |Economic Years (n/a - Not [TOZINAMERAN]
Professional |Area Recovered/Not (S - Immunisation
Resolved - ), -nfa-[nfa-nfa-
n/al)
Palpitations (n/a -
Not Recovered/Not
Resolved - )
EU-EC- 08/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012159840 Professional |Economic Years Unknown - Other [TOZINAMERAN]
Area Medically Important |(S-n/a-n/a-
Condition), [n/a-n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 08/04/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012159843 Professional | Economic Years Unknown - Other [TOZINAMERAN]
Area Medically Important (S - n/a-n/a-
Condition), [n/a-n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 08/04/2022 | Spontaneous |Non Non Not available 12-17 |Not Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012160436 Healthcare |European Years |Specified Recovered/Resolved |[TOZINAMERAN]
Professional |Economic - Other Medically (S - COVID-19
Area Important immunisation - Not
Condition), applicable - [1d -
n/a-
Cough (n/a - Intramuscular])
Recovered/Resolved
Drug ineffective (n/a
Recovered/Resolved
- Other Medically
Important
Condition),
Nasopharyngitis (n/a
Recovered/Resolved
=)
Pyrexia (n/a -
Recovered/Resolved
EU-EC- 08/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Syncope (n/a - COMIRNATY Not reported ICSR
10012160442 Professional |European Years |Specified Recovering/Resolving | [TOZINAMERAN]
Economic - Other Medically (S - COvVID-19
Area Important Condition) |immunisation - Not
applicable - [n/a -
n/a - n/al])
EU-EC- 08/04/2022 | Spontaneous |Healthcare  |Non Not available 12-17 |Not Male No Chest pain (n/a - COMIRNATY Not reported ICSR
10012160452 Professional |European Years | Specified Recovered/Resolved |[TOZINAMERAN]
Economic - Other Medically (S - COVID-19
Area Important immunisation - Not
Condition), applicable - [1d -
n/a-
Chills (n/a - Intramuscular])
Recovered/Resolved
- Other Medically
Important
Condition),
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Dyspnoea (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),

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

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

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

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

EU-EC-
10012160477

08/04/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

Nasopharyngitis (n/a
Recovered/Resolved

- Other Medically
Important Condition)

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

Not reported

EU-EC-
10012160505

08/04/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Haemorrhage
intracranial (18d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Headache (18d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)

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

Not reported

(%]
Pl

EU-EC-
10012160509

08/04/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Not
Specified

Acute stress disorder
(n/a-
Recovered/Resolved
- Other Medically
Important
Condition),

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

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

Not reported

@}
0

EU-EC-
10012160666

08/04/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Asthenia (n/a -
Unknown - ),

Dizziness (n/a -
Unknown - ),

Hypotonia (n/a -
Unknown - ),

Loss of
consciousness (n/a -
Unknown - ),

Somnolence (n/a -
Unknown - )

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

Not reported

@}
0

EU-EC-
10012160713

08/04/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

Chills (n/a -
Unknown - ),

Cough (n/a -
Unknown - ),

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

Nausea (n/a -
Unknown - )

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

Not reported

EU-EC-
10012160718

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

08/04/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

Electrocardiogram ST
segment depression
(n/a-
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

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

Not reported

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

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

Ventricular
hypertrophy (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)

EU-EC-
10012160745

08/04/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Angina pectoris (n/a

Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

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

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

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

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

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

Not reported

EU-EC-
10012160749

08/04/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

Not reported

n
vl

EU-EC-
10012160751

08/04/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

Not reported

]
(%]
7]

EU-EC-
10012160778

08/04/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

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

Not reported

o)
o
o

EU-EC-
10012160784

08/04/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

Lung infiltration (n/a

Recovering/Resolving
- Other Medically
Important
Condition),

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

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

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

Not reported

(%]
o

EU-EC-
10012160859

08/04/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

Not reported

EU-EC-

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

08/04/2022

Spontaneous

Non

European

Not available

12-17

Not

Female

Cognitive disorder

COMIRNATY

[DROSPIRENONE,

ICSR
66/67
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10012161048

Healthcare
Professional

Economic
Area

Run Line Listing Report

Years

Specified

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

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

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

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

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

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

Nasal congestion
(n/a - Unknown -
Other Medically
Important Condition)

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

ETHINYLESTRADIOL,

LACTOSE
ANHYDROUS] (C -
n/a-nfa-[n/a-n/a
- Oral])

Return - Refresh - Print - Export

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