30.11.2022 16.25

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 Reactiqn List PT Drug_Lisi_: (Drug Char Administered Drug
EU Local Gateyvay Report Type |Source Country Literature Reference |Age Age Group | Patient Child (Dura'tlon — Outcome |- qulcatlon PT - Llst'(Dl:ug Char - ) ICSR
Number Receipt Qualification for Group (as per Sex Report |~ Seriousness Action taken - Indication PT - Action |Form
Date Regulatory reporter) Criteria) [Duration - Dose - taken - [Duration -
Purposes Route]) Dose - Route])
EU-EC- 02/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Asthenia (n/a - COMIRNATY PILLE [NOT ICSR
10012094617 Professional |Economic Years Recovering/Resolving |[TOZINAMERAN] (S - |AVAILABLE] (C -
Area - Caused/Prolonged  |Immunisation - n/a - |Contraception - n/a -
Hospitalisation), [n/a - .3mL-
Intramuscular])
Muscular weakness
(n/a-
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Myalgia (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Nasopharyngitis (n/a
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Oropharyngeal pain
(n/a-
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Pain in extremity (n/a
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Tremor (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 02/04/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Contusion (3d - COMIRNATY Not reported ICSR
10012094620 Healthcare  |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area ), COvID-19
immunisation - Not
Contusion (9d - applicable - [n/a -
Recovered/Resolved - |1{DF} -
, Intramuscular])
Contusion (n/a -
Recovered/Resolved -
)
Puncture site reaction
(2d -
Recovered/Resolved -
EU-EC- 01/04/2022 |Spontaneous | Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012079867 Professional | Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important  |n/a - n/a - [n/a-n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 01/04/2022 |Spontaneous |Non European |Not available 12-17 |Not Not No Herpes zoster (n/a - |COMIRNATY Not reported ICSR
10012080215 Healthcare |Economic Years |Specified |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area - COVID-19
immunisation -
Unknown - [n/a -
.3mL -
Intramuscular])
EU-EC- 01/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Dyspnoea (n/a - COMIRNATY Not reported ICSR
10012080261 Professional |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Area ), COVID-19
immunisation - Not
Tremor (n/a - applicable - [n/a -
Recovered/Resolved - |.3mL -
) Intramuscular])
EU-EC- 01/04/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Asthenia (n/a - Not ~|COMIRNATY Not reported ICSR
10012080301 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19
immunisation - Not
Axillary pain (n/a - applicable - [n/a -
Not Recovered/Not .3mL -
Resolved - ), Intramuscular])
Decreased appetite
(n/a - Not
Recovered/Not
Resolved - ),
Headache (n/a - Not
Recovered/Not
Resolved - ),
Injection site pain
(n/a - Not
Recovered/Not
Resolved - ),
Pyrexia (n/a - Not
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Recovered/Not
Resolved - )
EU-EC- 01/04/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Lymphadenopathy COMIRNATY Not reported ICSR
10012080380 Healthcare |Economic Years |Specified (n/a - [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving |COVID-19
-), immunisation - n/a -
[n/a - 1{DF} -
Pain in extremity (n/a |Intramuscular])
Recovering/Resolving
-)
EU-EC- 01/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Migraine (n/a - COMIRNATY Not reported ICSR
10012080419 Professional |Economic Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Area =), COVID-19
immunisation - n/a -
Pain in extremity (n/a |[n/a - 1{DF} -
- Intramuscular])
Recovering/Resolving
=)
Pyrexia (n/a -
Recovering/Resolving
-)
EU-EC- 01/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Febrile convulsion (0d | COMIRNATY Not reported ICSR
10012080473 Professional |Economic Years |Specified - Recovered/Resolved |[TOZINAMERAN] (S -
Area - Other Medically COVID-19
Important Condition) |immunisation - n/a -
[n/a - 1{DF} -
Intramuscular])
EU-EC- 01/04/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Fatigue (n/a - COMIRNATY Not reported ICSR
10012081070 Healthcare |Economic Years |Specified Unknown -), [TOZINAMERAN] (S -
Professional |Area COVID-19
Pyrexia (n/a - immunisation - Not
Unknown - ) applicable - [1d - n/a
- n/a])
EU-EC- 01/04/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Pain in extremity (n/a | COMIRNATY Not reported ICSR
10012081354 Healthcare |Economic Years |Specified - Unknown - ), [TOZINAMERAN] (S -
Professional |Area COVID-19
Vaccination site immunisation - Not
erythema (n/a - applicable - [n/a - n/a
Unknown -), - n/al)
Vaccination site
swelling (n/a -
Unknown - )
EU-EC- 01/04/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Fatigue (n/a - COMIRNATY Not reported ICSR
10012081422 Healthcare |Economic Years |Specified Unknown - ), [TOZINAMERAN] (S -
Professional |Area COVID-19
Headache (n/a - immunisation - Not
Unknown - ), applicable - [n/a - n/a
- Intramuscular])
Pain (n/a - Unknown
=)
Peripheral coldness
(n/a - Unknown - ),
Pyrexia (n/a -
Unknown -),
Skin discolouration
(n/a - Unknown - )
EU-EC- 01/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Erythema (n/a - COMIRNATY Not reported ICSR
10012081487 Professional |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Area , COvVID-19
immunisation - n/a -
Hypersensitivity (n/a |[n/a - n/a -
- Recovered/Resolved |Intramuscular])
=)
Pruritus (n/a -
Recovered/Resolved -
Rash (n/a -
Recovered/Resolved -
Urticaria (n/a -
Recovered/Resolved -
EU-EC- 01/04/2022 |Spontaneous Non European |Not available 12-17 |Not Female |No Chest pain (n/a - COMIRNATY Not reported ICSR
10012081517 Healthcare |Economic Years |Specified Unknown -), [TOZINAMERAN] (S -
Professional |Area COVID-19
Cough (n/a - immunisation - Not
Unknown - ) applicable - [1d - n/a
- n/a])
EU-EC- 01/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Hypotonic- COMIRNATY Not reported ICSR
10012081837 Professional |Economic Years |Specified hyporesponsive [TOZINAMERAN] (S -
Area episode (n/a - COVID-19
Unknown -), immunisation - n/a -
[n/a-n/a-
Loss of consciousness |Intramuscular])
(n/a-
Recovered/Resolved -
)
Pyrexia (n/a -
Recovered/Resolved -
)
EU-EC- 01/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Lymphadenopathy COMIRNATY Not reported ICSR
10012081894 Professional |Economic Years |Specified (n/a - Unknown - ), |[TOZINAMERAN] (S -
Area COVID-19
Vaccination site immunisation - n/a -
reaction (n/a - [n/a-n/a-
Unknown - ) Intramuscular])
EU-EC- 01/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Epilepsy (n/a - COMIRNATY Not reported ICSR
10012082012 Healthcare |Economic Years Unknown - ), [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
Malaise (n/a - Not [n/a - n/a - n/al)
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Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 01/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Electrocardiogram COMIRNATY Not reported ICSR
10012082019 Professional |Economic Years |Specified abnormal (n/a - CONCENTRATE FOR
Area Unknown - DISPERSION FOR
Caused/Prolonged INJECTION COVID-19
Hospitalisation, Other |MRNA VACCINE
Medically Important  |(NUCLEOSIDE
Condition), MODIFIED)
[TOZINAMERAN] (S -
Myocarditis (n/a - n/a-nfa-[n/a-
Unknown - .3mL -
Caused/Prolonged Intramuscular])
Hospitalisation, Other
Medically Important
Condition),
Pyrexia (n/a -
Unknown -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),
Troponin increased
(n/a - Unknown -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition)
EU-EC- 01/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Fatigue (n/a - COMIRNATY Not reported ICSR
10012082071 Professional |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Area Caused/Prolonged COVID-19
Hospitalisation), immunisation - Not
applicable - [n/a -
Headache (n/a - 1{DF} - n/a])
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Pyrexia (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 01/04/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Lymphadenopathy COMIRNATY 30 Not reported ICSR
10012082558 Healthcare |Economic Years (4d - MICROGRAMS/DOSE
Professional |Area Recovered/Resolved - | DISPERSION FOR
INJECTION COVID-19
MRNA VACCINE
(NUCLEOSIDE
MODIFIED)
[TOZINAMERAN] (S -
Immunisation - Not
applicable - [n/a -
3mL -
Intramuscular])
EU-EC- 01/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Anaemia (n/a - COMIRNATY Not reported ICSR
10012082620 Professional |Economic Years |Specified Unknown - CONCENTRATE FOR
Area Caused/Prolonged DISPERSION FOR
Hospitalisation), INJECTION COVID-19
MRNA VACCINE
Blood fibrinogen (NUCLEOSIDE
increased (n/a - MODIFIED)
Unknown - [TOZINAMERAN] (S -
Caused/Prolonged n/a-n/a-[n/a-
Hospitalisation), .3mL -
Intramuscular])
Dizziness (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),
Inner ear disorder
(n/a - Unknown -
Caused/Prolonged
Hospitalisation),
Leukopenia (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),
Nausea (n/a -
Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 01/04/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Body temperature COMIRNATY Not reported ICSR
10012082767 Healthcare |Economic Years |Specified increased (1d - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved - |COVID-19
) immunisation - Not
applicable - [n/a -
Chills (1d - 1{DF} - n/a])
Recovered/Resolved -
)
Fatigue (4d -
Recovered/Resolved -
Injection site
erythema (3d -
Recovered/Resolved -
Injection site
inflammation (3d -
Recovered/Resolved -
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Injection site pain (3d
- Recovered/Resolved
=)
Injection site warmth
(3d-
Recovered/Resolved -
Malaise (4d -
Recovered/Resolved -
Menstruation
irregular (n/a -
Recovering/Resolving
=)
Myalgia (4d -
Recovered/Resolved -
)
EU-EC- 01/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Condition aggravated |COMIRNATY Not reported ICSR
10012082939 Professional |Economic Years |Specified (n/a - Not [TOZINAMERAN] (S -
Area Recovered/Not COVID-19
Resolved - ), immunisation - Not
applicable - [n/a - n/a
Decreased appetite |- n/a])
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 01/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Abortion incomplete |COMIRNATY Not reported ICSR
10012082940 Professional |European Years |Specified (n/a - [TOZINAMERAN] (S -
Economic Recovered/Resolved - |COVID-19
Area Caused/Prolonged immunisation - Not
Hospitalisation, Other |applicable - [1d - n/a
Medically Important |- Intramuscular])
Condition),
Myalgia (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),
Vaginal haemorrhage
(n/a-
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 01/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest discomfort COMIRNATY Not reported ICSR
10012082949 Professional |European Years |Specified (12d - [TOZINAMERAN] (S -
Economic Recovered/Resolved - |COVID-19
Area Caused/Prolonged immunisation - Not
Hospitalisation), applicable - [1d - n/a
- nfa])
Chest pain (13d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Dyspepsia (13d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Myocarditis (12d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 01/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest pain (n/a - COMIRNATY Not reported ICSR
10012082982 Professional |European Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Economic Other Medically COVID-19
Area Important Condition), |immunisation - Not
applicable - [1d - n/a
Heart rate increased |- n/a])
(n/a-
Recovered/Resolved -
Other Medically
Important Condition),
Palpitations (n/a -
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 01/04/2022 |Spontaneous |Non Non Not available 12-17 |Not Female |No Heavy menstrual COMIRNATY Not reported ICSR
10012082987 Healthcare |European Years |Specified bleeding (n/a - [TOZINAMERAN] (S -
Professional | Economic Unknown - Other COvID-19
Area Medically Important  |immunisation - Not
Condition), applicable - [n/a - n/a
- n/a])
Syncope (n/a -
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 01/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Angioedema (n/a-  |COMIRNATY Not reported ICSR
10012083128 Professional |Economic Years |Specified Unknown - CONCENTRATE FOR
Area Caused/Prolonged DISPERSION FOR
Hospitalisation), INJECTION COVID-19
MRNA VACCINE
Hypersensitivity (n/a |(NUCLEOSIDE
- Unknown - MODIFIED)
Caused/Prolonged [TOZINAMERAN] (S -
Hospitalisation), nfa-nfa-[n/a-
3mL -
Lip oedema (n/a - Intramuscular])
Unknown -
Caused/Prolonged
Hospitalisation),
Vaccination site
reaction (n/a -
Unknown -
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Caused/Prolonged
Hospitalisation)
EU-EC- 01/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Pyrexia (n/a - COMIRNATY Not reported ICSR
10012083493 Professional |Economic Years |Specified Unknown - CONCENTRATE FOR
Area Caused/Prolonged DISPERSION FOR
Hospitalisation) INJECTION COVID-19
MRNA VACCINE
(NUCLEOSIDE
MODIFIED)
[TOZINAMERAN] (S -
n/a-n/a-[n/fa-n/a
- Intramuscular])
EU-EC- 01/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Disturbance in COMIRNATY Not reported ICSR
10012083802 Professional |Economic Years attention (n/a - Not  |[TOZINAMERAN] (S -
Area Recovered/Not n/a-nfa-[n/a-n/a
Resolved - ), - Intramuscular])
Headache (n/a - Not
Recovered/Not
Resolved - ),
Memory impairment
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 01/04/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Chest pain (n/a - COMIRNATY Not reported ICSR
10012083839 Healthcare |Economic Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area =), COVID-19
immunisation - n/a -
Myalgia (n/a - [n/a - 1{DF} - n/a])
Recovering/Resolving
=)
Pyrexia (n/a -
Recovering/Resolving
EU-EC- 01/04/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Chest pain (n/a - COMIRNATY Not reported ICSR
10012084148 Healthcare |Economic Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area -), COVID-19
immunisation - n/a -
Myalgia (n/a - [n/a - 1{DF} - n/a])
Recovering/Resolving
Pyrexia (n/a -
Recovering/Resolving
-)
EU-EC- 01/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Hypersensitivity (n/a |COMIRNATY Not reported ICSR
10012084231 Professional |Economic Years |Specified - Unknown - ), CONCENTRATE FOR
Area DISPERSION FOR
Lymph node pain (n/a |[INJECTION COVID-19
- Unknown - ), MRNA VACCINE
(NUCLEOSIDE
Lymphadenopathy MODIFIED)
(n/a - Unknown - ), |[TOZINAMERAN] (S -
n/a-n/a-[n/a-
Pyrexia (n/a - 3mlL -
Unknown -), Intramuscular])
Vaccination site
erythema (n/a -
Unknown -),
Vaccination site
reaction (n/a -
Unknown - )
EU-EC- 01/04/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Immunisation (0d - |COMIRNATY Not reported ICSR
10012084538 Healthcare |Economic Years |Specified Unknown - ), [TOZINAMERAN] (S -
Professional |Area COVID-19
Vaccination site immunisation - Not
lymphadenopathy applicable - [n/a -
(n/a - 1{DF} -
Recovered/Resolved - |Intramuscular])
EU-EC- 01/04/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Headache (276d - COMIRNATY Not reported ICSR
10012084734 Healthcare |Economic Years Not Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ) Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 01/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Chest pain (n/a - COMIRNATY Not reported ICSR
10012085469 Professional |Economic Years |Specified Unknown - CONCENTRATE FOR
Area Caused/Prolonged DISPERSION FOR
Hospitalisation), INJECTION COVID-19
MRNA VACCINE
Inflammation (n/a - |(NUCLEOSIDE
Unknown - MODIFIED)
Caused/Prolonged [TOZINAMERAN] (S -
Hospitalisation), n/a-nfa-[n/a-
.3mL - Intramuscular
Pyrexia (n/a - Not - More in ICSR])
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Pyrexia (n/a -
Unknown - ),
Vomiting (n/a -
Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 01/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Asymptomatic COMIRNATY Not reported ICSR
10012085955 Professional |European Years |Specified COVID-19 (n/a - [TOZINAMERAN] (S -
Economic Recovered/Resolved - |COVID-19
Area Other Medically immunisation - Not
Important Condition), |applicable - [1d - n/a
- Intramuscular])
Drug ineffective (n/a
- Recovered/Resolved
- Other Medically
Important Condition)
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EU-EC- 01/04/2022 |Spontaneous |Non Non Not available 12-17 |Not Female |No Drug ineffective (n/a |TOZINAMERAN Not reported ICSR
10012085958 Healthcare |European Years |Specified - Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Economic - Other Medically COVID-19
Area Important Condition), |immunisation - Not
applicable - [1d - n/a
Dry skin (n/a - - Intramuscular])
Recovering/Resolving
=)
Rash erythematous
(n/a-
Recovered/Resolved -
Rash pruritic (n/a -
Recovered/Resolved -
)
Rosacea (n/a -
Recovered/Resolved -
Suspected COVID-19
(n/a-
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 01/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012085961 Professional |European Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Economic Other Medically COVID-19
Area Important Condition), |immunisation - Not
applicable - [1d - n/a
Drug ineffective (n/a |- Intramuscular])
- Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 01/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Asthma (n/a - COMIRNATY Not reported ICSR
10012085969 Professional |European Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Economic - Caused/Prolonged |COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d - n/a
Chest discomfort (n/a |- Intramuscular -
- More in ICSR])
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Chest pain (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 01/04/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Mobility decreased COMIRNATY INTUNIV ICSR
10012086413 Healthcare |Economic Years |Specified (2d - [TOZINAMERAN] (S - |[GUANFACINE] (C -
Professional |Area Recovered/Resolved - |COVID-19 n/a-n/a-[n/a-1mg
., immunisation - Not - n/al),
applicable - [n/a - n/a
Pain in extremity (2d |- n/a]) [METHYLPHENIDATE
- Recovered/Resolved HYDROCHLORIDE] (C
- -nfa-nfa-[nfa-
n/a - n/a])
EU-EC- 01/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Endocardial fibrosis ~|COMIRNATY Not reported ICSR
10012086652 Healthcare |Economic Years (n/a - Unknown - [TOZINAMERAN] (S -
Professional |Area Caused/Prolonged Immunisation - n/a -
Hospitalisation), [n/a - 2{DF} - n/a])
Influenza like illness
(n/a - Unknown - ),
Myocarditis (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),
Nausea (3d -
Unknown -
Caused/Prolonged
Hospitalisation),
Tonsillitis (n/a -
Unknown - ),
Vomiting (3d -
Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 01/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Concussion (6d - COMIRNATY Not reported ICSR
10012087160 Professional |European Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d - n/a
Fall (n/a - Unknown - |- Intramuscular])
Caused/Prolonged
Hospitalisation)
EU-EC- 01/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Asthenia (n/a - Not ~|COMIRNATY Not reported ICSR
10012087283 Professional |Economic Years |Specified Recovered/Not CONCENTRATE FOR
Area Resolved - Other DISPERSION FOR
Medically Important  |INJECTION COVID-19
Condition), MRNA VACCINE
(NUCLEOSIDE
Headache (n/a - Not |MODIFIED)
Recovered/Not [TOZINAMERAN] (S -
Resolved - Other n/a-n/a-[n/a-
Medically Important  |.3mL -
Condition), Intramuscular])
Tremor (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 01/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
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10012087381 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important  |n/a - n/a - [n/a-n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 01/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Blood pressure COMIRNATY Not reported ICSR
10012087568 Professional |Economic Years increased (n/a - [TOZINAMERAN] (S -
Area Unknown - Immunisation - n/a -
Caused/Prolonged [n/a-n/a-
Hospitalisation), Intramuscular])
Headache (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),
Tachycardia (n/a -
Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 01/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Fatigue (n/a - Not COMIRNATY Not reported ICSR
10012087605 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), Immunisation - n/a -
[n/a - n/a - n/al)
Headache (n/a - Not
Recovered/Not
Resolved - ),
Limb discomfort (n/a
- Not Recovered/Not
Resolved - ),
Myalgia (n/a - Not
Recovered/Not
Resolved - ),
Tachycardia (n/a -
Not Recovered/Not
Resolved - )
EU-EC- 01/04/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Colitis (119d - COMIRNATY Not reported ICSR
10012087613 Healthcare |Economic Years Recovered/Resolved  |[TOZINAMERAN] (S -
Professional |Area With Sequelae - Immunisation - n/a -
Caused/Prolonged [n/a - n/a - n/a])
Hospitalisation),
Diarrhoea
haemorrhagic (119d -
Recovered/Resolved
With Sequelae -
Caused/Prolonged
Hospitalisation)
EU-EC- 01/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012087750 Professional |European Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Economic Other Medically COVID-19
Area Important Condition), |immunisation - Not
applicable - [1d - n/a
Drug ineffective (n/a |- Intramuscular])
- Recovered/Resolved
- Other Medically
Important Condition),
Nasopharyngitis (n/a
- Recovered/Resolved
-)
EU-EC- 01/04/2022 |Spontaneous |Non Non Not available 12-17 |Not Female |No Appendicitis (n/a - COMIRNATY Not reported ICSR
10012087760 Healthcare |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Economic With Sequelae - Life |COVID-19
Area Threatening, immunisation - Not
Caused/Prolonged applicable - [1d - n/a
Hospitalisation, Other |- Intramuscular])
Medically Important
Condition),
Peritonitis (n/a -
Recovered/Resolved
With Sequelae - Life
Threatening,
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition)
EU-EC- 01/04/2022 |Spontaneous |Non Non Not available 12-17 |Not Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012087764 Healthcare |European Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Professional | Economic Other Medically COVID-19
Area Important Condition), |immunisation - Not
applicable - [1d - n/a
Cough (n/a - - Intramuscular])
Recovered/Resolved -
)
Drug ineffective (n/a
- Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 01/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012087960 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important  |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 01/04/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Loss of consciousness | COMIRNATY Not reported ICSR
10012088114 Healthcare |Economic Years (n/a - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved - |COVID-19
Other Medically immunisation - Not
Important Condition), |applicable - [n/a -
https://dap.ema.europa.eu/analytics/saw.dlI?Go 777
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1{DF} -
Seizure (n/a - Intramuscular])
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 01/04/2022 |Spontaneous Non European |Not available 12-17 |Adolescent |Female |No Menstrual disorder COMIRNATY Not reported ICSR
10012088214 Healthcare |Economic Years (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not COVID-19
Resolved - ) immunisation - n/a -
[1d - 1{DF} -
Intramuscular])
EU-EC- 01/04/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |Yes Immunisation COMIRNATY Not reported ICSR
10012088236 Healthcare |Economic Years reaction (n/a - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved - |COVID-19
) immunisation - Drug
withdrawn - [n/a -
Tremor (n/a - 1{DF} -
Recovered/Resolved - |Intramuscular])
EU-EC- 01/04/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Chest pain (n/a - COMIRNATY Not reported ICSR
10012088297 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area =) COVID-19
immunisation - Not
Gastrointestinal applicable - [1d -
disorder (n/a - 1{DF} -
Recovering/Resolving |Intramuscular])
=)
Haematoma (n/a -
Recovering/Resolving
=)
Immunisation
reaction (n/a -
Recovering/Resolving
=)
Malaise (n/a -
Recovering/Resolving
EU-EC- 01/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Amenorrhoea (n/a- |COMIRNATY Not reported ICSR
10012088370 Professional |Economic Years Not Recovered/Not [TOZINAMERAN] (S -
Area Resolved - ) COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 01/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Angioedema (48h - |COMIRNATY Not reported ICSR
10012088390 Professional |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S -
Area ) COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 01/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Gynaecomastia (n/a - | COMIRNATY Not reported ICSR
10012088428 Professional |Economic Years Not Recovered/Not [TOZINAMERAN] (S -
Area Resolved - ) COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 01/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Bronchitis (n/a - COMIRNATY Not reported ICSR
10012088430 Professional |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S -
Area ) COVID-19
immunisation - Not
Chest pain (n/a - applicable - [1d -
Recovered/Resolved - |1{DF} -
, Intramuscular])
Cough (n/a -
Recovered/Resolved -
)
Dyspnoea (n/a -
Recovered/Resolved -
)
EU-EC- 01/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Bronchitis (n/a - COMIRNATY Not reported ICSR
10012088433 Professional |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S -
Area , COVID-19
immunisation - Not
Chest pain (n/a - applicable - [1d -
Recovered/Resolved - |1{DF} -
., Intramuscular])
Cough (n/a -
Recovered/Resolved -
)
Dyspnoea (n/a -
Recovered/Resolved -
)
EU-EC- 01/04/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Immunisation COMIRNATY Not reported ICSR
10012088646 Healthcare |Economic Years reaction (4d - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved - |COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 01/04/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Asthenia (n/a - COMIRNATY Not reported ICSR
10012088873 Healthcare |Economic Years |Specified Unknown - ), [TOZINAMERAN] (S -
Professional |Area COVID-19
Dizziness (n/a - immunisation - Not
Unknown - ) applicable - [n/a - n/a
- n/al)
EU-EC- 01/04/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No COVID-19 (n/a - TOZINAMERAN Not reported ICSR
10012089217 Professional |European Years |Specified Unknown - Other [TOZINAMERAN] (S -
Economic Medically Important  |COVID-19
Area Condition), immunisation - Not
applicable - [n/a - n/a
Drug ineffective (n/a |- n/a])
https://dap.ema.europa.eu/analytics/saw.dlI?Go 8/77
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- Unknown - Other
Medically Important
Condition),

Rash (n/a - Unknown

EU-EC-
10012089332

01/04/2022

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),

Feeling abnormal (n/a
- Unknown - ),

Nasal congestion (n/a
- Unknown - ),

Nasopharyngitis (n/a
- Unknown - ),

Rhinorrhoea (n/a -
Unknown - ),

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

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

Not reported

EU-EC-
10012089417

01/04/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Syncope (n/a -
Unknown - )

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

- n/a])

Not reported

EU-EC-
10012089523

01/04/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Cough (7d -
Recovered/Resolved -
Other Medically
Important Condition),

Dizziness (7d -
Recovered/Resolved -
Other Medically
Important Condition),

Pain (7d -
Recovered/Resolved -
Other Medically
Important Condition),

Pain in extremity (5d
- Recovered/Resolved
- Other Medically
Important Condition),

Peripheral swelling
(5d -
Recovered/Resolved -
Other Medically
Important Condition),

Pharyngeal swelling

Recovered/Resolved -
Other Medically
Important Condition),

Pyrexia (7d -
Recovered/Resolved -
Other Medically
Important Condition),

Respiratory tract
haemorrhage (8d -
Recovered/Resolved -
Other Medically
Important Condition),

Vomiting (8d -
Recovered/Resolved -
Other Medically
Important Condition)

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

- nfa])

Not reported

EU-EC-
10012089531

01/04/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

Not reported

—_
0
2]
rel

EU-EC-
10012089786

01/04/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Heavy menstrual
bleeding (n/a -
Recovered/Resolved -
)

Vaccination site
reaction (n/a -
Recovered/Resolved -

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

Not reported

—
(2
0

EU-EC-
10012090027

01/04/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

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

Not available

12-17
Years

Not
Specified

Female

Feeling abnormal (n/a
- Recovered/Resolved
- Other Medically

Important Condition),

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

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

Visual impairment
(n/a-
Recovered/Resolved -

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

Not reported

._.
9]
)
7]
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Other Medically
Important Condition)
EU-EC- 01/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012090242 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important  |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 01/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012090249 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important  |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 01/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012090259 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important  |n/a - n/a - [n/a-n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 01/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012090416 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important  |n/a - n/a-[n/a-n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 01/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Dizziness (n/a - COMIRNATY Not reported ICSR
10012090637 Professional |Economic Years |Specified Unknown - ) [TOZINAMERAN] (S -
Area COVID-19
immunisation - Not
applicable - [1d - n/a
- n/a - More in ICSR])
EU-EC- 01/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012090714 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important  |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 01/04/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Menstruation delayed |COMIRNATY Not reported ICSR
10012090960 Healthcare |Economic Years (n/a - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved - |COVID-19
immunisation - Drug
withdrawn - [1d -
.3mL - n/a])
EU-EC- 01/04/2022 |Spontaneous Non European |Not available 12-17 |Child Female |No Asthenia (n/a - COMIRNATY COVID-  |Not reported ICSR
10012090963 Healthcare |Economic Years Unknown -), 19 MRNA VACCINE
Professional |Area (NUCLEOSIDE
Headache (n/a - MODIFIED)
Unknown - ), CONCENTRATE FOR
DISPERSION FOR
Lymphadenopathy INJECTION
(n/a- [TOZINAMERAN] (S -
Recovering/Resolving |COVID-19 - n/a - [n/a
=) -.3mL -
Intramuscular])
Pain in extremity (n/a
- Unknown - ),
Pyrexia (n/a -
Unknown - ),
Somnolence (n/a -
Unknown -),
Vaccination site
reaction (n/a -
Recovering/Resolving
=)
Vaccination site
swelling (n/a -
Recovering/Resolving
EU-EC- 01/04/2022 |Spontaneous | Healthcare |European |Not available 12-17 |Adolescent |Male No Rash (n/a - COMIRNATY Not reported ICSR
10012091120 Professional |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Area - COVID-19
immunisation - Not
applicable - [1d - n/a
- n/a])
EU-EC- 01/04/2022 | Spontaneous | Healthcare |European |Not available 12-17 |Adolescent |Female |No Pyrexia (1d - COMIRNATY Not reported ICSR
10012091126 Professional |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S -
Area ) COVID-19
immunisation - Not
Vaccination site pain |applicable - [n/a - n/a
(1d - - Intramuscular])
Recovered/Resolved -
EU-EC- 01/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Acute disseminated | COMIRNATY Not reported ICSR
10012091230 Professional |Economic Years encephalomyelitis [TOZINAMERAN] (S -
Area (n/a- COVID-19
Recovered/Resolved - |immunisation - Not
Life Threatening, applicable - [0d - n/a
Caused/Prolonged - n/a))
Hospitalisation)
EU-EC- 01/04/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
https://dap.ema.europa.eu/analytics/saw.dlI?Go 10/77
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10012091361

Professional

Economic
Area

Years

Run Line Listing Report

Unknown - Other
Medically Important
Condition),

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

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

EU-EC-
10012091363

01/04/2022

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

Not reported

—
)
{2
wel

EU-EC-
10012091365

01/04/2022

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

—
9]
(9]
Pl

EU-EC-
10012091716

01/04/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

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

Not available

12-17
Years

Not
Specified

Female

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

Dyspnoea (n/a -
Recovered/Resolved -

)

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

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

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

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

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

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

GARDASIL 9 [HUMAN
PAPILLOMAVIRUS
TYPE 31 L1 PROTEIN
- ADSORBED - IN
THE FORM OF VIRUS-
LIKE PARTICLES
PRODUCED IN YEAST
CELLS
(SACCHAROMYCES
CEREVISIAE CANADE
3C-5 (STRAIN 1895))
BY RDNA, HUMAN
PAPILLOMAVIRUS
TYPE 33 L1 PROTEIN
- ADSORBED - IN
THE FORM OF VIRUS-
LIKE PARTICLES
PRODUCED IN YEAST
CELLS
(SACCHAROMYCES
CEREVISIAE CANADE
3C-5 (STRAIN 1895))
BY RDNA, HUMAN
PAPILLOMAVIRUS
TYPE 45 L1 PROTEIN
- ADSORBED - IN
THE FORM OF VIRUS-
LIKE PARTICLES
PRODUCED IN YEAST
CELLS
(SACCHAROMYCES
CEREVISIAE CANADE
3C-5 (STRAIN 1895))
BY RDNA, HUMAN
PAPILLOMAVIRUS
TYPE 52 L1 PROTEIN
- ADSORBED - IN
THE FORM OF VIRUS-
LIKE PARTICLES
PRODUCED IN YEAST
CELLS
(SACCHAROMYCES
CEREVISIAE CANADE
3C-5 (STRAIN 1895))
BY RDNA, HUMAN
PAPILLOMAVIRUS
TYPE 58 L1 PROTEIN
- ADSORBED - IN
THE FORM OF VIRUS-
LIKE PARTICLES
PRODUCED IN YEAST
CELLS
(SACCHAROMYCES
CEREVISIAE CANADE
3C-5 (STRAIN 1895))
BY RDNA, HUMAN
PAPILLOMAVIRUS
TYPE 11 L1 PROTEIN
- ADSORBED - IN
THE FORM OF VIRUS-
LIKE PARTICLES
PRODUCED IN YEAST
CELLS
(SACCHAROMYCES
CEREVISIAE CANADE
3C-5 (STRAIN 1895))
BY RDNA, HUMAN
PAPILLOMAVIRUS
TYPE 16 L1 PROTEIN
- ADSORBED - IN
THE FORM OF VIRUS-
LIKE PARTICLES
PRODUCED IN YEAST
CELLS
(SACCHAROMYCES

Not reported

—_
0
2]
rel
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CEREVISIAE CANADE
3C-5 (STRAIN 1895))
BY RDNA, HUMAN
PAPILLOMAVIRUS
TYPE 18 L1 PROTEIN
- ADSORBED - IN
THE FORM OF VIRUS-
LIKE PARTICLES
PRODUCED IN YEAST
CELLS
(SACCHAROMYCES
CEREVISIAE CANADE
3C-5 (STRAIN 1895))
BY RDNA, HUMAN
PAPILLOMAVIRUS
TYPE 6 L1 PROTEIN -
ADSORBED - IN THE
FORM OF VIRUS-LIKE
PARTICLES
PRODUCED IN YEAST
CELLS
(SACCHAROMYCES
CEREVISIAE CANADE
3C-5 (STRAIN 1895))
BY RDNA,
AMORPHOUS
ALUMINIUM
HYDROXYPHOSPHATE
SULPHATE] (S -
Prophylaxis - Not
applicable - [n/a - n/a
- n/a])
EU-EC- 31/03/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Axillary pain (n/a - COMIRNATY Not reported ICSR
10012067467 Healthcare |Economic Years |Specified Not Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19
immunisation - Not
Headache (n/a - Not |applicable - [n/a -
Recovered/Not 1{DF} -
Resolved - ), Intramuscular])
Pain in extremity (n/a
- Not Recovered/Not
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 31/03/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Lymphadenopathy COMIRNATY Not reported ICSR
10012067533 Healthcare |Economic Years |Specified (n/a - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved - |COVID-19
immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 31/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Lymphadenopathy COMIRNATY Not reported ICSR
10012067535 Professional |Economic Years |Specified (3d- [TOZINAMERAN] (S -
Area Recovered/Resolved - |COVID-19
) immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 31/03/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Chest pain (n/a - COMIRNATY Not reported ICSR
10012067752 Healthcare |Economic Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area - Caused/Prolonged |COVID-19
Hospitalisation), immunisation - Not
applicable - [n/a -
Pyrexia (n/a - 1{DF} -
Recovering/Resolving |Intramuscular])
- Caused/Prolonged
Hospitalisation)
EU-EC- 31/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Chest discomfort (n/a |COMIRNATY Not reported ICSR
10012067769 Professional |Economic Years |Specified - [TOZINAMERAN] (S -
Area Recovering/Resolving |COVID-19
- Caused/Prolonged  |immunisation - n/a -
Hospitalisation), [n/a - 1{DF} -
Intramuscular])
Dyspnoea (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Paraesthesia oral (n/a
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 31/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Migraine (n/a - COMIRNATY Not reported ICSR
10012067798 Professional |Economic Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Area - Caused/Prolonged |COVID-19
Hospitalisation), immunisation - Not
applicable - [n/a -
Visual acuity reduced |.3mL -
(n/a- Intramuscular])
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 31/03/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Dizziness (n/a - COMIRNATY Not reported ICSR
10012068156 Healthcare |Economic Years |Specified Unknown -), [TOZINAMERAN] (S -
Professional |Area COVID-19
Nausea (n/a - immunisation - Not
Unknown - ), applicable - [1d - n/a
- Intramuscular])
Nodule (n/a -
Unknown -),
Pharyngitis (n/a -
Unknown -),
Pyrexia (n/a -
Unknown - )
EU-EC- 31/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
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10012069591 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important  |n/a - n/a-[n/a-n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 31/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012069600 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important  |n/a - n/a - [n/a-n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 31/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Nausea (n/a - Not COMIRNATY Not reported ICSR
10012069676 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), Immunisation - n/a -
[n/a - n/a - n/a])
Tachycardia (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition)
EU-EC- 31/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Myocarditis (6d - COMIRNATY Not reported ICSR
10012070207 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area - Caused/Prolonged  |Immunisation - n/a -
Hospitalisation), [n/a - n/a - n/al)
Tachycardia (6d -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Vaccination site
reaction (3d -
Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 31/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Arrhythmia (180d -  |COMIRNATY Not reported ICSR
10012070235 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area - Other Medically Immunisation - n/a -
Important Condition), |[n/a - n/a - n/a])
Myocarditis (180d -
Unknown - Other
Medically Important
Condition)
EU-EC- 31/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Skin disorder (n/a- |COMIRNATY Not reported ICSR
10012070376 Professional |Economic Years |Specified Not Recovered/Not [TOZINAMERAN] (S -
Area Resolved - ) COVID-19
immunisation - Not
applicable - [n/a - n/a
- n/a])
EU-EC- 31/03/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Dizziness (1d - TOZINAMERAN Not reported ICSR
10012070675 Healthcare |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area , COVID-19
immunisation - Not
Nausea (1d - applicable - [1d - n/a
Recovered/Resolved - |- n/a])
)
EU-EC- 31/03/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Fatigue (1d - COMIRNATY Not reported ICSR
10012071189 Healthcare |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area Disabling), COVID-19
immunisation - Not
Headache (1d - applicable - [n/a - n/a
Recovered/Resolved - |- n/a])
Disabling),
Injection site pain (1d
- Recovered/Resolved
- Disabling),
Injection site swelling
Recovered/Resolved -
Disabling),
Muscle spasms (1d -
Recovered/Resolved -
Disabling),
Myalgia (1d -
Recovered/Resolved -
Disabling),
Pain in extremity (1d
- Recovered/Resolved
- Disabling),
Pyrexia (1d -
Recovered/Resolved -
Disabling)
EU-EC- 31/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Fatigue (n/a - Not COMIRNATY Not reported ICSR
10012071263 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), Immunisation - n/a -
[n/a-n/a-
Hyperhidrosis (n/a - |Intramuscular])
Not Recovered/Not
Resolved - ),
Myalgia (n/a - Not
Recovered/Not
Resolved - ),
Pyrexia (n/a - Not
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Recovered/Not
Resolved - )
EU-EC- 31/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Myocarditis (6d - COMIRNATY Not reported ICSR
10012071327 Professional |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Area Caused/Prolonged Immunisation - n/a -
Hospitalisation), [n/a - 2{DF} - n/a])
Weight bearing
difficulty (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 31/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Ageusia (60d - COMIRNATY Not reported ICSR
10012072015 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a -
[n/a - n/a - n/a])
Anosmia (60d -
Recovering/Resolving
EU-EC- 31/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Amenorrhoea (n/a- |COMIRNATY Not reported ICSR
10012072016 Healthcare |Economic Years Not Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ) Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 31/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Influenza like illness  |COMIRNATY Not reported ICSR
10012072019 Healthcare |Economic Years (n/a - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved - |Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 31/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Fatigue (113d - COMIRNATY Not reported ICSR
10012072022 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area =), Immunisation - n/a -
[n/a - n/a - n/al)
Fatigue (n/a -
Unknown -),
Headache (113d -
Recovering/Resolving
=)
Headache (n/a -
Unknown - ),
Lymphadenopathy
(113d -
Recovering/Resolving
=)
Malaise (113d -
Recovering/Resolving
=)
Vaccination site
lymphadenopathy
(113d -
Recovering/Resolving
-)
EU-EC- 31/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Cough (109d - COMIRNATY Not reported ICSR
10012072025 Healthcare |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area ) Immunisation - n/a -
[n/a - n/a - n/a])
Pulmonary function
test decreased (n/a -
Unknown - )
EU-EC- 31/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Dizziness (28d - COMIRNATY Not reported ICSR
10012072026 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area -), Immunisation - n/a -
[n/a - n/a - n/a])
Dyspnoea (15d -
Recovering/Resolving
=)
Fatigue (28d -
Recovering/Resolving
=)
Headache (17d -
Recovering/Resolving
=)
Tachycardia (15d -
Recovered/Resolved
With Sequelae - )
EU-EC- 31/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Influenza (119d - COMIRNATY Not reported ICSR
10012072027 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area - Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 31/03/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Malaise (2d - COMIRNATY Not reported ICSR
10012072387 Healthcare |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area ) COVID-19
immunisation - Not
Menarche (n/a - Not |applicable - [n/a -
Recovered/Not 1{DF} - n/a])
Resolved - )
EU-EC- 31/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012072607 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a - n/a-[n/a-n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 31/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Rash (20d - COMIRNATY Not reported ICSR
10012072749 Healthcare |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area ) Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 31/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Dizziness (121d - COMIRNATY Not reported ICSR
10012072750 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area =), Immunisation - n/a -
[n/a - n/a - n/a])
Muscle twitching (63d
https://dap.ema.europa.eu/analytics/saw.dlI?Go 14/77
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Recovering/Resolving
Tachycardia (130d -
Recovering/Resolving
EU-EC- 31/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Influenza like illness |COMIRNATY Not reported ICSR
10012072751 Healthcare |Economic Years (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not Immunisation - n/a -
Resolved - ), [n/a - n/a - n/a])
Rash (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 31/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Asthenia (n/a - Not |COMIRNATY Not reported ICSR
10012072752 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), Immunisation - n/a -
[n/a - n/a - n/a])
Headache (n/a - Not
Recovered/Not
Resolved - ),
Lymphadenopathy
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 31/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Headache (208d - COMIRNATY Not reported ICSR
10012072757 Healthcare |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area ) Immunisation - n/a -
[n/a - n/a - n/a])
Malaise (n/a -
Unknown - ),
Myalgia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 31/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Chills (1d - COMIRNATY Not reported ICSR
10012072758 Healthcare |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area ) Immunisation - n/a -
[n/a - n/a - n/a])
Dizziness (3d -
Recovered/Resolved -
Fatigue (2d -
Recovered/Resolved -
)
Headache (3d -
Recovered/Resolved -
Injection site pain (2d
- Recovered/Resolved
=)
Limb discomfort (3d -
Recovered/Resolved -
Pyrexia (2d -
Recovered/Resolved -
EU-EC- 31/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Paraesthesia (n/a-  |COMIRNATY Not reported ICSR
10012072759 Healthcare |Economic Years Not Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), Immunisation - n/a -
[n/a - n/a - n/a])
Peripheral swelling
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 31/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Muscle spasms (n/a - |COMIRNATY Not reported ICSR
10012072760 Healthcare |Economic Years Not Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), Immunisation - n/a -
[n/a - n/a - n/a])
Myalgia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 31/03/2022 |Spontaneous |Non European | Not available 12-17 |Adolescent |Female |No Menstrual disorder | COMIRNATY Not reported ICSR
10012072761 Healthcare |Economic Years (93d - [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving |Immunisation - n/a -
- [n/a - n/a - n/a])
EU-EC- 31/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Dyspnoea (n/a - Not |COMIRNATY Not reported ICSR
10012072762 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - Other Immunisation - n/a -
Medically Important  |[n/a - n/a - n/a])
Condition)
EU-EC- 31/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Back pain (1d - COMIRNATY Not reported ICSR
10012072763 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area -), Immunisation - n/a -
[n/a-n/a-
Dizziness (1d - Intramuscular])
Recovering/Resolving
=)
Dyspnoea (1d -
Recovering/Resolving
- Other Medically
Important Condition),
Fatigue (0d -
Unknown - ),
Feeling cold (2d -
Recovering/Resolving
=)
Headache (1d -
Recovering/Resolving
-)
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EU-EC- 31/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Rash (1d - COMIRNATY Not reported ICSR
10012072771 Healthcare |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area Caused/Prolonged Immunisation - n/a -
Hospitalisation), [n/a-n/a-
Intramuscular])
Syncope (1d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 31/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Muscular weakness ~ |COMIRNATY Not reported ICSR
10012072773 Healthcare |Economic Years (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not Immunisation - n/a -
Resolved - [n/a - n/a - n/al)
Caused/Prolonged
Hospitalisation),
Polyneuropathy (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 31/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Coeliac disease (n/a - | COMIRNATY Not reported ICSR
10012072776 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area With Sequelae - Immunisation - n/a -
Caused/Prolonged [n/a - n/a - n/a])
Hospitalisation),
Type 1 diabetes
mellitus (n/a -
Recovered/Resolved
With Sequelae -
Caused/Prolonged
Hospitalisation)
EU-EC- 31/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Infectious COMIRNATY Not reported ICSR
10012072777 Healthcare |Economic Years mononucleosis (n/a - |[TOZINAMERAN] (S -
Professional |Area Recovering/Resolving |Immunisation - n/a -
- Caused/Prolonged |[n/a - n/a - n/a])
Hospitalisation),
Influenza like illness
(n/a-
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 31/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Nasopharyngitis (n/a |COMIRNATY Not reported ICSR
10012072779 Healthcare |Economic Years - Not Recovered/Not |[TOZINAMERAN] (S -
Professional |Area Resolved - ) Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 31/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Influenza (0d - COMIRNATY Not reported ICSR
10012072787 Healthcare |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area Caused/Prolonged Immunisation - n/a -
Hospitalisation), [n/a - n/a - n/a])
Injection site pain (6d
- Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Lymphadenopathy
(7d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Tachycardia (53d -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 31/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Pyelonephritis (55d - |COMIRNATY Not reported ICSR
10012072791 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area - Caused/Prolonged  |Immunisation - n/a -
Hospitalisation) [n/a - n/a - n/al)
EU-EC- 31/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Headache (26d - Not |COMIRNATY Not reported ICSR
10012072793 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - Immunisation - n/a -
Caused/Prolonged [n/a - n/a - n/a])
Hospitalisation)
EU-EC- 31/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Fatigue (n/a - COMIRNATY Not reported ICSR
10012072812 Healthcare |Economic Years Unknown - [TOZINAMERAN] (S -
Professional |Area Caused/Prolonged Immunisation - n/a -
Hospitalisation), [n/a - n/a - n/a])
Myalgia (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 31/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Syncope (0d - COMIRNATY Not reported ICSR
10012072813 Healthcare |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area Caused/Prolonged Immunisation - n/a -
Hospitalisation) [n/a - n/a - n/a])
EU-EC- 31/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Dysphagia (20d - COMIRNATY Not reported ICSR
10012072816 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area - Caused/Prolonged  |Immunisation - n/a -
Hospitalisation), [n/a - n/a - n/al)
Limb discomfort (20d
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Muscle twitching (20d
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 31/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Cardiovascular COMIRNATY Not reported ICSR
10012072824 Healthcare |Economic Years disorder (120d - [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving
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- Caused/Prolonged
Hospitalisation),

Disturbance in
attention (120d -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Dizziness (75d -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Headache (123d -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Malaise (123d -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)

Immunisation - n/a -

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

EU-EC-
10012072826

31/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Anaphylactic reaction
(104d -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)

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

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

Not reported

—
9]
(9]
P

EU-EC-
10012072827

31/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Dizziness (8d -
Recovering/Resolving

)

Feeling hot (8d -
Recovering/Resolving

'

Headache (8d -
Recovering/Resolving

)

Nausea (8d -
Recovering/Resolving

-)

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

Not reported

—
O
N
re]

EU-EC-
10012073110

31/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Abdominal pain (8d -
Recovered/Resolved -

4

Asthenia (8d -
Recovered/Resolved -

)

Diarrhoea (8d -
Recovered/Resolved -

a

Fatigue (8d -
Recovered/Resolved -

)

Feeding disorder (8d
- Recovered/Resolved

»

Injection site pain (3d
- Recovered/Resolved
=)

Malaise (10d -
Recovered/Resolved -

4

Myalgia (4d -
Recovered/Resolved -

a

Nausea (4d -
Recovered/Resolved -

)

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

Not reported

EU-EC-
10012073200

31/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

Product
administration error
(n/a - Unknown - ),

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

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

Not reported

—_
0
2]
rel

EU-EC-
10012073394

31/03/2022

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/fa-n/a
- Intramuscular])

Not reported

—
L
ws]

EU-EC-
10012073581

31/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

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

Not available

12-17
Years

Adolescent

Male

No

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

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

Headache (n/a -
Recovering/Resolving

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

Not reported

—
(o}
L\
0

17177
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- Caused/Prolonged
Hospitalisation)

EU-EC-
10012073610

31/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

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

Not available

12-17
Years

Child

Male

No

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

Blood lactate
dehydrogenase
increased (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),

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

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

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

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

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

General physical
health deterioration
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),

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

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

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

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

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

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

Not reported

18/77
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Lymphopenia (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),

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

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

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

EU-EC-
10012074524

31/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Gait disturbance (72h
- Unknown - ),

Lymphadenopathy
(72h - Unknown - ),

Paraesthesia (72h -
Unknown -),

Sciatica (72h -
Unknown - )

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

Not reported

—_
O
1
0

EU-EC-
10012074598

31/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Immunisation
reaction (24h -
Recovered/Resolved -

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

Not reported

—
2
0

EU-EC-
10012074683

31/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

Not reported

._.
9]
)
7]

EU-EC-
10012074702

31/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

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

Not reported

—_
(9]
(2]
vl

EU-EC-
10012074715

31/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

Oedema peripheral
(n/a - Not
Recovered/Not
Resolved - ),

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

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

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

Not reported

EU-EC-
10012074836

31/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

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

Not available

12-17
Years

Adolescent

Female

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

Vaccination failure
(n/a - Unknown -

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

Not reported

19/77
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Other Medically
Important Condition)
EU-EC- 31/03/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Cardiac discomfort COMIRNATY [ETONOGESTREL] (C |ICSR
10012074871 Healthcare |Economic Years |Specified (n/a - [TOZINAMERAN] (S- |-n/a-n/a-[n/a-
Professional |Area Recovered/Resolved |COVID-19 n/a - n/al),
With Sequelae - ), immunisation - Not
applicable - [n/a - n/a |[IBUPROFEN] (C - n/a
Dizziness postural - n/al) -n/a-[n/a-n/a-
(n/a- n/a]),
Recovered/Resolved
With Sequelae - ), [PARACETAMOL] (C -
n/a-nfa-[n/a-n/a
Limb discomfort (n/a - n/a])
- Recovered/Resolved
With Sequelae - ),
Musculoskeletal
discomfort (n/a -
Recovered/Resolved
With Sequelae - ),
Vaccination site pain
(n/a-
Recovered/Resolved
With Sequelae - )
EU-EC- 31/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012075385 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important  |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 31/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012075386 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important  |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 31/03/2022 |Spontaneous | Healthcare |Non Not available 12-17 |Not Male No Syncope (n/a - COMIRNATY Not reported ICSR
10012076611 Professional |European Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Economic Other Medically COVID-19
Area Important Condition) |immunisation - Not
applicable - [1d - n/a
- Intramuscular])
EU-EC- 31/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Dysphagia (n/a - COMIRNATY [ETHINYLESTRADIOL, | ICSR
10012076627 Professional |Economic Years |Specified Unknown - [TOZINAMERAN] (S - |LEVONORGESTREL]
Area Caused/Prolonged COVID-19 (C - Menstrual
Hospitalisation), immunisation - Not  |disorder - n/a - [n/a -
applicable - [1d - n/a |n/a - n/a])
Gait disturbance (n/a |- n/a])
- Unknown -
Caused/Prolonged
Hospitalisation),
Nausea (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),
Paraesthesia (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),
Syncope (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Vomiting (n/a -
Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 31/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012076694 Professional | Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important  |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 31/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012076806 Professional |Economic Years |Specified Unknown - ) [TOZINAMERAN] (S -
Area COVID-19
immunisation - Not
applicable - [n/a - n/a
- n/a])
EU-EC- 31/03/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Headache (n/a - Not |COMIRNATY Not reported ICSR
10012076970 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19
immunisation - Not
Nausea (n/a - Not applicable - [n/a - n/a
Recovered/Not - n/al)
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 31/03/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Heavy menstrual COMIRNATY Not reported ICSR
10012077009 Healthcare |Economic Years |Specified bleeding (n/a - Not  |[TOZINAMERAN] (S -
Professional |Area Recovered/Not COVID-19
Resolved - ) immunisation - Not
applicable - [n/a -
1{DF} - n/a])
https://dap.ema.europa.eu/analytics/saw.dll?Go 20/77
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EU-EC- 31/03/2022 | Spontaneous | Healthcare |Non Not available 1217 |Not Male  |No |Bronchitis (n/a - COMIRNATY Not reported ICSR
10012077491 Professional |European Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Economic Other Medically COVID-19
Area Important Condition), |immunisation - Not
applicable - [n/a - n/a
Cough (n/a - - Intramuscular])
Recovered/Resolved -
)
Haematocrit
increased (8d -
Recovered/Resolved -
Haemoglobin
increased (8d -
Recovered/Resolved -
Headache (n/a -
Recovering/Resolving
=)
Malaise (n/a -
Recovered/Resolved -
Nasopharyngitis (n/a
Recovering/Resolving
- Other Medically
Important Condition),
Pharyngeal erythema
(n/a-
Recovered/Resolved -
Pyrexia (20d -
Recovered/Resolved -
)
Red blood cell count
increased (8d -
Recovered/Resolved -
)
Rhinorrhoea (n/a -
Recovering/Resolving
EU-EC- 31/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012078311 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important  |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 31/03/2022 |Spontaneous |Non Non Not available 12-17 |Not Female |No Asymptomatic COMIRNATY Not reported ICSR
10012078315 Healthcare |European Years |Specified COVID-19 (n/a - [TOZINAMERAN] (S -
Professional | Economic Recovered/Resolved - |COVID-19
Area Other Medically immunisation - Not
Important Condition), |applicable - [1d - n/a
- Intramuscular])
Drug ineffective (n/a
- Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 31/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Lymphadenopathy COMIRNATY Not reported ICSR
10012078445 Professional |Economic Years (n/a- [TOZINAMERAN] (S -
Area Recovering/Resolving |COVID-19
-) immunisation - Not
applicable - [1d - n/a
- Intramuscular])
EU-EC- 31/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Erythema (0d - COMIRNATY Not reported ICSR
10012078484 Professional |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S -
Area , COvVID-19
immunisation - Not
Petechiae (0d - applicable - [0d - n/a
Recovered/Resolved - |- n/a])
)
Vaccination site pain
(n/a-
Recovering/Resolving
EU-EC- 31/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012078858 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important  |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 31/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012079463 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important  |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 31/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012079489 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a - n/a-[n/a-n/a
Condition), - Intramuscular])
Vaccination failure
https://dap.ema.europa.eu/analytics/saw.dlI?Go 21/77
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(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 31/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012079492 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important  |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 31/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012079495 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important  |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 31/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012079678 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important  |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 31/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012079768 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important  |n/a - n/a-[n/a-n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 30/03/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Autoimmune COMIRNATY Not reported ICSR
10012054722 Healthcare |Economic Years |Specified thyroiditis (n/a - Not |[TOZINAMERAN] (S -
Professional |Area Recovered/Not n/a - Unknown - [n/a
Resolved - ), - 2ug - n/a])
Coeliac disease (n/a -
Not Recovered/Not
Resolved - )
EU-EC- 30/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Amenorrhoea (140d - |COMIRNATY Not reported ICSR
10012054881 Professional |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Area n/a-n/a-[n/fa-n/a
- Intramuscular])
EU-EC- 30/03/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Cyanosis (n/a - Not  |COMIRNATY Not reported ICSR
10012054885 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19
immunisation - n/a -
Peripheral coldness [n/a-.3mL-
(n/a - Not Intramuscular])
Recovered/Not
Resolved - )
EU-EC- 30/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Chest pain (n/a - COMIRNATY Not reported ICSR
10012055121 Professional |Economic Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Area - Caused/Prolonged |COVID-19
Hospitalisation), immunisation - n/a -
[n/a-.3mL-
Myopericarditis (n/a - |Intramuscular])
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Pyrexia (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 30/03/2022 |Spontaneous |Non Non Not available 12-17 |Not Female |Yes Palpitations (n/a - Not |COMIRNATY Not reported ICSR
10012055371 Healthcare |European Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Economic Resolved - Other COVID-19
Area Medically Important  |immunisation - Not
Condition) applicable - [n/a - n/a
- n/a)
EU-EC- 30/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012055891 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important  |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 30/03/2022 |Spontaneous |Non European |Not available 12-17 |Child Male No Vaccination site COMIRNATY [BUDESONIDE, ICSR
10012055939 Healthcare |Economic Years erythema (n/a - Not |[TOZINAMERAN] (S - |FORMOTEROL
Professional |Area Recovered/Not n/a-n/a-[1d - n/fa- [FUMARATE
Resolved - ), n/al) DIHYDRATE] (C -
Asthma - n/a - [n/a -
Vaccination site n/a - Respiratory
hyperaesthesia (n/a - (inhalation)]),
Not Recovered/Not
Resolved - ), [MONTELUKAST
SODIUM] (C - Asthma
Vaccination site -n/a-[n/a-n/a-
oedema (n/a - Not Oral])
Recovered/Not
Resolved - ),
Vaccination site
pruritus (n/a - Not
Recovered/Not
Resolved - ),
Vaccination site rash
(n/a - Not
https://dap.ema.europa.eu/analytics/saw.dlI?Go 22/77



30.11.2022 16.25

Run Line Listing Report

Recovered/Not
Resolved - )
EU-EC- 30/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012055996 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important  |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 30/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Abdominal pain (n/a - | COMIRNATY Not reported ICSR
10012056231 Healthcare |Economic Years Unknown - [TOZINAMERAN] (S -
Professional |Area Caused/Prolonged Immunisation - n/a -
Hospitalisation), [n/a - n/a - n/a])
Arthralgia (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),
Rash (46d - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Renal pain (n/a -
Unknown - ),
Vasculitis (n/a -
Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 30/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012056242 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important  |n/a - n/a-[n/a-n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 30/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Swelling (n/a - Not COMIRNATY Not reported ICSR
10012056359 Professional |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Area Resolved - ) COVID-19
immunisation - Not
applicable - [n/a - n/a
- n/a])
EU-EC- 30/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012056508 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important  |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 30/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Chest pain (n/a - Not |COMIRNATY Not reported ICSR
10012056553 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), Immunisation - n/a -
[n/a - 2{DF} - n/a])
Fatigue (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 30/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012056814 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important  |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 30/03/2022 |Spontaneous |Non Non Not available 12-17 |Not Female |No Hypersensitivity (n/a |COMIRNATY Not reported ICSR
10012056841 Healthcare |European Years |Specified - Not Recovered/Not |[TOZINAMERAN] (S -
Professional |Economic Resolved - Other COVID-19
Area Medically Important  |immunisation - Not
Condition), applicable - [1d - n/a
- nfa])
Rash erythematous
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Swelling (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Throat tightness (n/a
- Not Recovered/Not
Resolved - Other
Medically Important
Condition),
Urticaria (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 30/03/2022 |Spontaneous |Non Non Not available 12-17 |Not Female |No Alopecia (n/a - Not  |COMIRNATY [BUPROPION ICSR
10012056894 Healthcare |European Years |Specified Recovered/Not [TOZINAMERAN] (S - |HYDROCHLORIDE,
Professional |Economic Resolved - Other COVID-19 ONDANSETRON] (C -
Area Medically Important  |immunisation - Not n/a-n/a-[nfa-n/a
Condition) applicable - [n/a - n/a |- n/a]),
- nfa])
[METFORMIN,
https://dap.ema.europa.eu/analytics/saw.dll?Go 23/77



30.11.2022 16.25

Run Line Listing Report

METFORMIN
HYDROCHLORIDE] (C
-n/a-n/a-[n/a-
n/a - nja)),
[SERTRALINE,
SERTRALINE
HYDROCHLORIDE] (C
-nfa-nfa-[n/a-
n/a - n/a])
EU-EC- 30/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Headache (n/a - Not |COMIRNATY Not reported ICSR
10012056936 Professional |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Area Resolved - ), COVID-19
immunisation - Not
Pain (n/a - Not applicable - [n/a - n/a
Recovered/Not - Intramuscular])
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 30/03/2022 |Spontaneous |Non Non Not available 12-17 |Not Male No Syncope (1d - COMIRNATY [LOPERAMIDE, ICSR
10012057222 Healthcare |European Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S - |LOPERAMIDE
Professional |Economic Other Medically COVID-19 HYDROCHLORIDE] (C
Area Important Condition) |immunisation - Not - Gastrointestinal pain
applicable - [1d - n/a |-n/a-[n/a-n/a-
- n/a]) n/a])
EU-EC- 30/03/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Polymenorrhoea (n/a |COMIRNATY Not reported ICSR
10012057303 Healthcare |Economic Years |Specified - Not Recovered/Not |[TOZINAMERAN] (S -
Professional |Area Resolved - ) COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 30/03/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Adverse reaction (n/a | COMIRNATY Not reported ICSR
10012057319 Healthcare | Economic Years | Specified - Unknown -), [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
Dysmenorrhoea (n/a |[n/a-n/a-
- Not Recovered/Not  |Intramuscular])
Resolved - ),
Heavy menstrual
bleeding (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 30/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012057379 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important  |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 30/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012057381 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important  |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 30/03/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Generalised tonic- COMIRNATY Not reported ICSR
10012057616 Professional |European Years |Specified clonic seizure (25s - |[TOZINAMERAN] (S -
Economic Recovered/Resolved - |COVID-19
Area Other Medically immunisation - Not
Important Condition), |applicable - [1d - n/a
- n/a])
Seizure (n/a -
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 30/03/2022 |Spontaneous |Non Non Not available 12-17 |Not Male No Dizziness (n/a - Not |COMIRNATY Not reported ICSR
10012057683 Healthcare |European Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional | Economic Resolved - Other COVID-19
Area Medically Important  |immunisation - Not
Condition), applicable - [1d - n/a
- nfa])
Headache (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Inappropriate
schedule of product
administration (n/a -
Unknown - ),
Pyrexia (1d -
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 30/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Muscle twitching (90d | COMIRNATY Not reported ICSR
10012057942 Healthcare |Economic Years - Not Recovered/Not |[TOZINAMERAN] (S -
Professional |Area Resolved - ) Immunisation - n/a -
[n/a-n/a-
Intramuscular])
EU-EC- 30/03/2022 |Spontaneous |Non European |Not available 12-17 |Child Male No Oropharyngeal pain  |COMIRNATY Not reported ICSR
10012057991 Healthcare |Economic Years (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not n/a-n/a-[1d - n/a-
Resolved - ), n/al])
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 30/03/2022 |Spontaneous |Non Non Not available 12-17 |Not Male No Chest discomfort (n/a | COMIRNATY Not reported ICSR
10012058044 Healthcare |European Years |Specified - Unknown - Other  |[TOZINAMERAN] (S -
Professional |Economic Medically Important | COVID-19
Area Condition), immunisation - Not
https://dap.ema.europa.eu/analytics/saw.dlI?Go 24/77



30.11.2022 16.25

Run Line Listing Report

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

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

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

Painful respiration
(n/a - Unknown -
Other Medically
Important Condition)

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

EU-EC-
10012058075

30/03/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Back pain (n/a -
Unknown - ),

Burning sensation
(n/a - Unknown - ),

Headache (n/a -
Unknown - ),

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

Hypertension (n/a -
Unknown - ),

Near death
experience (n/a -
Unknown - Life
Threatening, Other
Medically Important
Condition),

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

Tension headache
(n/a - Unknown - )

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

Not reported

EU-EC-
10012058142

30/03/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

Chest discomfort (n/a
- Not Recovered/Not
Resolved - Disabling),

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

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

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

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

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

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

Vision blurred (n/a -
Not Recovered/Not
Resolved - Disabling)

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

Not reported

EU-EC-
10012058192

30/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

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

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

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

Not reported

25177
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Petechiae (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

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

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

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

EU-EC-
10012058355

30/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

[n/a - 2{DF} - n/a])

Not reported

EU-EC-
10012058746

30/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Fibrin D dimer
increased (n/a -
Unknown - )

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

Not reported

EU-EC-
10012058755

30/03/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

Nasal congestion (4d
- Recovered/Resolved
With Sequelae -
Other Medically
Important Condition),

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

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

Not reported

—
(2
0

EU-EC-
10012058906

30/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

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

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

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

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

Not reported

EU-EC-
10012058913

30/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

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

Not available

12-17
Years

Not
Specified

Female

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

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

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

Hypoaesthesia (n/a -

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

Not reported

—_
2]
rel
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Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

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

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

EU-EC-
10012058932

30/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

Not reported

EU-EC-
10012058938

30/03/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

Dyspnoea (n/a -
Unknown -
Disabling),

Face oedema (n/a -
Unknown -
Disabling),

Fatigue (n/a -
Unknown -
Disabling),

Gastrooesophageal
reflux disease (n/a -
Unknown -
Disabling),

Headache (n/a -
Unknown -
Disabling),

Myalgia (n/a -
Unknown -
Disabling),

Nausea (n/a -
Unknown -
Disabling),

Oropharyngeal pain
(n/a - Unknown -
Disabling),

Vomiting (n/a -
Unknown - Disabling)

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

Not reported

ICSR

EU-EC-
10012059233

30/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Heavy menstrual
bleeding (7d -
Recovered/Resolved -
)

Hypomenorrhoea (7d
- Recovered/Resolved
=)

Polymenorrhoea (7d -
Recovered/Resolved -

)

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

Not reported

—
(9]
(2}
vl

EU-EC-
10012059268

30/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

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

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

Not reported

—
(o}
2
rel

27177
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Dyspnoea (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

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

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

Heart rate irregular
(n/a - Unknown -
Caused/Prolonged
Hospitalisation),

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

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

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

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

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

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

EU-EC-
10012059341

30/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Chest discomfort (n/a

Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

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

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

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

Vaccination site
erythema (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10012059445

30/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

Menstruation delayed
(n/a - Not
Recovered/Not
Resolved - )

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

Not reported

—
(o}
1
0

EU-EC-
10012060669

30/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

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

Not available

12-17
Years

Not
Specified

Male

No

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

Chest discomfort (n/a

Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Hypertension (n/a -

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

Not reported

—_
[0}
(2
wsl
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Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

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

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

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

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

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

EU-EC-
10012060722

30/03/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

Chest discomfort (n/a
- Not Recovered/Not
Resolved - Disabling),

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

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

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

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

Feeling cold (n/a -
Not Recovered/Not
Resolved - Disabling),

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

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

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

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

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

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

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

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

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

Not reported

EU-EC-
10012060727

30/03/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

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

Not available

12-17
Years

Not
Specified

Female

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

Abdominal pain upper
(3d-
Recovered/Resolved -

a

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

Chest discomfort (n/a
- Not Recovered/Not
Resolved - Disabling),

Chronic sinusitis (n/a
- Not Recovered/Not

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

Not reported

29/77
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Resolved - Disabling),

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

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

Feeling hot (3d -
Recovered/Resolved -

)

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

Hyperhidrosis (3d -
Unknown - ),

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

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

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

Palpitations (3d -
Unknown - ),

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

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

Throat tightness (n/a
- Not Recovered/Not
Resolved - Disabling),

Wheezing (n/a - Not
Recovered/Not
Resolved - Disabling)

EU-EC-
10012060856

30/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Intermenstrual
bleeding (n/a - Not
Recovered/Not
Resolved - )

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

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

- n/al)

—
(o}
1]
0

EU-EC-
10012060920

30/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Hypoaesthesia (n/a -
Recovered/Resolved
With Sequelae -
Caused/Prolonged
Hospitalisation),

Paraesthesia (n/a -
Recovered/Resolved
With Sequelae -
Caused/Prolonged
Hospitalisation),

Type 1 diabetes
mellitus (n/a -
Recovered/Resolved
With Sequelae -
Caused/Prolonged
Hospitalisation)

COMIRNATY
[TOZINAMERAN] (S -
n/a-n/a-[85d-n/a
- n/a])

Not reported

._.
9}
(9
P

EU-EC-
10012061145

30/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

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

Not available

12-17
Years

Adolescent

Male

No

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

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

Cough (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),

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

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

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

Not reported

30/77
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Condition),

General physical
health deterioration
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

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

Infection
susceptibility
increased (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

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

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

Performance status
decreased (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)

EU-EC-
10012061262

30/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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

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

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

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

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

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

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

Not reported

EU-EC-
10012061330

30/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Dizziness (n/a -
Recovering/Resolving
=)

Exercise tolerance
decreased (n/a -
Recovering/Resolving
=)

Fatigue (n/a -
Recovering/Resolving
=)

Palpitations (n/a -
Recovering/Resolving

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

Not reported

EU-EC-
10012061742

30/03/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

Pyrexia (n/a -
Recovered/Resolved -

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

Not reported

—_
(o}
L
el

EU-EC-
10012061908

30/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

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

Not available

12-17
Years

Adolescent

Female

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

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

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

Physical
deconditioning (n/a -

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

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

—_
(o}
2
0

31/77
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Not Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 30/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Child Female |No Myosclerosis (n/a-  |COMIRNATY Not reported ICSR
10012062090 Professional |Economic Years Not Recovered/Not [TOZINAMERAN] (S -
Area Resolved - ) Immunisation - n/a -
[n/a - 2{DF} - n/a])
EU-EC- 30/03/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Influenza like illness  |COMIRNATY Not reported ICSR
10012062304 Healthcare |Economic Years |Specified - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved - |COVID-19
immunisation - Not
applicable - [1d - n/a
- n/a])
EU-EC- 30/03/2022 |Spontaneous |Non Non Not available 12-17 |Not Male No Ageusia (n/a - Not COMIRNATY Not reported ICSR
10012062315 Healthcare |European Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Economic Resolved - Other COVID-19
Area Medically Important  |immunisation - Not
Condition), applicable - [n/a - n/a
- nfa])
Malaise (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 30/03/2022 |Spontaneous |Non Non Not available 12-17 |Not Female |No Mobility decreased COMIRNATY Not reported ICSR
10012062338 Healthcare |European Years |Specified (n/a - Unknown - [TOZINAMERAN] (S -
Professional |Economic Other Medically COVID-19
Area Important Condition), |immunisation - Not
applicable - [n/a - n/a
Pain in extremity (n/a |- n/a])
- Not Recovered/Not
Resolved - Other
Medically Important
Condition),
Peripheral swelling
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Swelling (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 30/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Abdominal pain (n/a - | COMIRNATY Not reported ICSR
10012062574 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area =) COVID-19
immunisation - Not
Constipation (n/a - applicable - [n/a -
Recovering/Resolving |1{DF} - n/a])
=)
Gastritis (n/a -
Recovering/Resolving
EU-EC- 30/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Intermenstrual COMIRNATY Not reported ICSR
10012062724 Professional |Economic Years bleeding (n/a - [TOZINAMERAN] (S -
Area Recovered/Resolved - |COVID-19
) immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 30/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Dizziness (n/a - Not |COMIRNATY Not reported ICSR
10012062762 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COvVID-19
immunisation - Drug
Dysmenorrhoea (n/a |withdrawn - [1d -
- Not Recovered/Not |1{DF} -
Resolved - ), Intramuscular])
Migraine (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 30/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Dyspnoea (n/a - COMIRNATY Not reported ICSR
10012062765 Healthcare |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area ) COvVID-19
immunisation - Drug
Nausea (n/a - withdrawn - [1d -
Recovered/Resolved - |1{DF} -
., Intramuscular])
Pyrexia (n/a -
Recovered/Resolved -
)
Tremor (n/a -
Recovered/Resolved -
EU-EC- 30/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Superficial vein COMIRNATY Not reported ICSR
10012063208 Professional |Economic Years thrombosis (n/a - Not |[TOZINAMERAN] (S -
Area Recovered/Not COvID-19
Resolved - immunisation - Not
Caused/Prolonged applicable - [1d -
Hospitalisation) 1{DF} -
Intramuscular]),
[ETHINYLESTRADIOL,
LEVONORGESTREL,
PLACEBO] (S -
Hormonal
contraception - Drug
withdrawn - [n/a -
n/a - Oral])
EU-EC- 30/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Melanocytic naevus | COMIRNATY Not reported ICSR
10012063309 Professional |Economic Years (n/a - Not [TOZINAMERAN] (S -
Area Recovered/Not COVID-19
Resolved - Disabling) |immunisation - Not
applicable - [1d -
https://dap.ema.europa.eu/analytics/saw.dlI?Go 32/77



30.11.2022 16.25

Run Line Listing Report

3mL -
Intramuscular])
EU-EC- 30/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Asthenia (n/a - Not ~|COMIRNATY Not reported ICSR
10012063313 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19
immunisation - Not
Headache (n/a - Not |applicable - [1d -
Recovered/Not 1{DF} -
Resolved - ), Intramuscular])
Injection site pain
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 30/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Asthenia (n/a - COMIRNATY Not reported ICSR
10012063367 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area -), COVID-19
immunisation - Drug
Hypotension (n/a - withdrawn - [1d -
Recovered/Resolved - |1{DF} -
) Intramuscular])
Malaise (1d -
Recovered/Resolved -
EU-EC- 30/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012063477 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important  |n/a - n/a - [n/a-n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 30/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012063487 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important  |n/a - n/a - [n/a-n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 30/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012063491 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a - n/a - [n/a-n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 30/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012063500 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important  |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 30/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012063517 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important  |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 30/03/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Discomfort (n/a - COMIRNATY Not reported ICSR
10012063549 Healthcare |Economic Years |Specified Unknown - ), [TOZINAMERAN] (S -
Professional |Area COVID-19
Pain in extremity (n/a |immunisation - Not
- Unknown - ) applicable - [1d - n/a
- n/a])
EU-EC- 30/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012063844 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important  |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 30/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Fatigue (n/a - Not COMIRNATY Not reported ICSR
10012064940 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19
immunisation - n/a -
Headache (n/a - Not |[n/a - 1{DF} - n/a])
Recovered/Not
Resolved - ),
Lymph node pain (n/a
- Not Recovered/Not
Resolved - ),
Nausea (n/a - Not
Recovered/Not
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - ),
Vomiting (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 30/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Hypoacusis (n/a - Not |COMIRNATY Not reported ICSR
10012065070 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
https://dap.ema.europa.eu/analytics/saw.dlI?Go 33/77
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Professional |Area Resolved - Immunisation - n/a -
Caused/Prolonged [n/a - n/a - n/a])
Hospitalisation)
EU-EC- 30/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Application site COMIRNATY Not reported ICSR
10012065281 Professional |Economic Years swelling (n/a - [TOZINAMERAN] (S -
Area Recovered/Resolved - |n/a - n/a - [n/a - n/a
) - Intramuscular])
Dizziness (n/a - Not
Recovered/Not
Resolved - ),
Fatigue (n/a - Not
Recovered/Not
Resolved - ),
Headache (n/a - Not
Recovered/Not
Resolved - ),
Oropharyngeal pain
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 30/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012065289 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important  |n/a-n/a-[n/a-n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 30/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Osteoarthritis (n/a - |COMIRNATY Not reported ICSR
10012065526 Professional |Economic Years |Specified Not Recovered/Not [TOZINAMERAN] (S -
Area Resolved - ) COVID-19
immunisation - Not
applicable - [n/a - n/a
- Intramuscular])
EU-EC- 30/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Hypertension (n/a- |COMIRNATY Not reported ICSR
10012065655 Healthcare |Economic Years Not Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - Immunisation - n/a -
Caused/Prolonged [n/a - 1{DF} - n/a])
Hospitalisation),
Urinary incontinence
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Vomiting (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 30/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Malaise (n/a - COMIRNATY Not reported ICSR
10012065831 Professional |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S -
Area ) COVID-19
immunisation - Not
Myalgia (n/a - applicable - [1d -
Recovered/Resolved - |.3mL -
), Intramuscular])
Pyrexia (n/a -
Recovered/Resolved -
)
EU-EC- 30/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Pyrexia (n/a - COMIRNATY Not reported ICSR
10012065869 Professional |Economic Years Unknown -), [TOZINAMERAN] (S -
Area COVID-19
Vomiting (n/a - immunisation - Not
Unknown - ) applicable - [1d -
1{DF} - Unknown])
EU-EC- 30/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Abdominal pain (n/a - | COMIRNATY Not reported ICSR
10012066000 Professional |Economic Years Unknown - ), [TOZINAMERAN] (S -
Area COVID-19
Chills (n/a - Unknown |immunisation - Not
-), applicable - [1d -
1{DF} - Unknown])
Headache (n/a -
Unknown -),
Nausea (n/a -
Unknown - )
EU-EC- 30/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No Headache (n/a - COMIRNATY Not reported ICSR
10012066384 Professional |Economic Years Unknown - ), [TOZINAMERAN] (S -
Area COVID-19
Malaise (n/a - immunisation - Not
Unknown - ), applicable - [n/a -
1{DF} - Unknown])
Myalgia (n/a -
Unknown - ),
Pyrexia (n/a -
Unknown - )
EU-EC- 30/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |Yes Localised oedema COMIRNATY Not reported ICSR
10012067191 Healthcare |Economic Years (n/a - Unknown - ), |[TOZINAMERAN] (S -
Professional |Area COVID-19
Lymphadenopathy immunisation - Not
(n/a - Unknown - )  |applicable - [n/a -
3mL -
Intramuscular])
EU-EC- 30/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012067210 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important  |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
https://dap.ema.europa.eu/analytics/saw.dlI?Go 34/77
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Other Medically
Important Condition)
EU-EC- 30/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Dysaesthesia (n/a- |COMIRNATY COMIRNATY ICSR
10012067318 Healthcare |Economic Years Unknown - [TOZINAMERAN] (S - |[TOZINAMERAN] (C -
Professional |Area Caused/Prolonged Immunisation - n/a - |Immunisation - n/a -
Hospitalisation, Other |[n/a - 2{DF} - n/a]) |[n/a - 1{DF} - n/a])
Medically Important
Condition)
EU-EC- 29/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Back pain (5d - COMIRNATY Not reported ICSR
10012041497 Professional |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Area ), COVID-19
immunisation - n/a -
Chest pain (5d - [n/a-.3mL-
Recovered/Resolved - |Intramuscular])
)
EU-EC- 29/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Arthralgia (n/a - COMIRNATY Not reported ICSR
10012041571 Professional |Economic Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Area =), COVID-19
immunisation - Not
Asthenia (n/a - applicable - [n/a -
Recovering/Resolving |.3mL -
=) Intramuscular])
Fatigue (n/a -
Recovering/Resolving
=)
Pyrexia (n/a -
Recovering/Resolving
EU-EC- 29/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Lymphadenopathy COMIRNATY Not reported ICSR
10012041615 Professional |Economic Years |Specified (5d - [TOZINAMERAN] (S -
Area Recovered/Resolved - |COVID-19
, immunisation - n/a -
[n/a-n/a-
Pyrexia (5d - Intramuscular])
Recovered/Resolved -
EU-EC- 29/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Rash erythematous  |COMIRNATY Not reported ICSR
10012041765 Professional |Economic Years |Specified (n/a - Not [TOZINAMERAN] (S -
Area Recovered/Not COvVID-19
Resolved - ), immunisation - Not
applicable - [n/a - n/a
Urticaria (n/a - Not |- Intramuscular])
Recovered/Not
Resolved - )
EU-EC- 29/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Akathisia (n/a - Not |COMIRNATY Not reported ICSR
10012041862 Professional |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Area Resolved - COVID-19
Caused/Prolonged immunisation - Not
Hospitalisation), applicable - [n/a -
1{DF} -
Aphasia (n/a - Not Intramuscular])
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Confusional state
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Feeling guilty (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Insomnia (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 29/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Chest pain (6d - COMIRNATY Not reported ICSR
10012041902 Professional |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Area Caused/Prolonged COVID-19
Hospitalisation), immunisation - n/a -
[n/a - 30ug -
Dyspnoea (6d - Intramuscular])
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 29/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Chest pain (3d - COMIRNATY Not reported ICSR
10012041920 Professional |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Area ) COVID-19
immunisation - n/a -
Headache (3d - [n/a - 1{DF} -
Recovered/Resolved - |Intramuscular])
)
Pain in extremity (3d
- Recovered/Resolved
EU-EC- 29/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Diplopia (3d - COMIRNATY Not reported ICSR
10012041942 Professional |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Area Caused/Prolonged COvID-19
Hospitalisation), immunisation - n/a -
[n/a-.3mL-
Pain in extremity (3d |Intramuscular])
- Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Paraesthesia (3d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
https://dap.ema.europa.eu/analytics/saw.dll?Go 35177
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Vertigo (3d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Vision blurred (3d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)

EU-EC-
10012042010

29/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Administration site
pain (0d -
Recovered/Resolved -

a

Delusion (0d -
Recovered/Resolved -

)

Pyrexia (0d -
Recovered/Resolved -

r

Vomiting (0d -
Recovered/Resolved -

)

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

Not reported

—
(2
el

EU-EC-
10012042160

29/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Lymphadenopathy
(7d -

Recovered/Resolved -

)

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

Not reported

—_
(2
0

EU-EC-
10012042576

29/03/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Eye swelling (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 - [1d - n/a
- nfa])

Not reported

._.
9]
9]
%

EU-EC-
10012042632

29/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Fatigue (n/a -
Unknown -),

Pyrexia (n/a -
Unknown - )

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

Not reported

._.
9}
(%)
Pl

EU-EC-
10012042651

29/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Cardiovascular
disorder (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),

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

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

Gastrointestinal
disorder (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),

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

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

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

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

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

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

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

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

Not reported

—_
(2]
wel

EU-EC-

29/03/2022

Spontaneous

Healthcare

European

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

Not available

12-17

Female

Diarrhoea (n/a -

COMIRNATY

Not reported

=
9]
(9]
P

36/77
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10012043014

Professional

Economic
Area

Years

Run Line Listing Report

Specified

Unknown - ),

Pyrexia (n/a -
Unknown -),

Vomiting (n/a -
Unknown - )

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

EU-EC-
10012043655

29/03/2022

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/fa-n/a
- Intramuscular])

Not reported

—
9}
(9
P

EU-EC-
10012043660

29/03/2022

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/fa-n/a
- Intramuscular])

Not reported

—
(2]
rel

EU-EC-
10012044573

29/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Niel, O.. IgA
nephropathy
presenting as rapidly
progressive
glomerulonephritis
following first dose
of COVID-19
vaccine. Pediatric
Nephrology. 2022;37
(2):461-462.
doi:10.1007/s00467-
021-05351-x

12-17
Years

Not
Specified

Female

Acute kidney injury
(n/a-
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

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

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

IgA nephropathy (n/a

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

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

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

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

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

Not reported

—
0
0
]

EU-EC-
10012045081

29/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Aura (n/a -
Recovering/Resolving
=)

Disease prodromal
stage (n/a -
Recovering/Resolving
- Other Medically
Important Condition),

Dizziness (n/a -
Recovering/Resolving

=)

Eye movement
disorder (n/a -
Recovering/Resolving

=)

Eye pain (n/a -
Recovering/Resolving

»

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

Nausea (n/a -
Recovering/Resolving

)

Vomiting (n/a -
Recovering/Resolving

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

Not reported

EU-EC-
10012045135

29/03/2022

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

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

Cardiac disorder (n/a
- Unknown - ),

Conduction disorder
(n/a - Unknown - ),

Fatigue (n/a -
Unknown -),

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

Not reported

37/77
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Heart rate increased
(n/a - Unknown - ),

Hyperhidrosis (n/a -
Unknown -),

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

Tremor (n/a -
Unknown - ),

Wolff-Parkinson-
White syndrome (n/a
- Unknown - Other
Medically Important
Condition)

EU-EC-
10012045241

29/03/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Acute myeloid
leukaemia (n/a - Not
Recovered/Not
Resolved - Life
Threatening,
Caused/Prolonged
Hospitalisation),

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

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

Immune system
disorder (n/a -
Unknown - Life
Threatening,
Caused/Prolonged
Hospitalisation),

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

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

Not reported

EU-EC-
10012045265

29/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

Not reported

EU-EC-
10012045320

29/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

Important Condition)

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

Not reported

—
(9]
(2]
sl

EU-EC-
10012045331

29/03/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

[INFLUENZA VIRUS]
(C - Influenza - n/a -
[n/a - n/a - n/a])

=
1]
rel

EU-EC-
10012045334

29/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

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

Not reported

=
(o}
(2
wel

EU-EC-
10012045384

29/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

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

Not available

12-17
Years

Not
Specified

Male

No

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

COMIRNATY
[TOZINAMERAN] (S -
COVID-19

Not reported

—
(9]
(2]
wel

38/77
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immunisation - Not
Fatigue (n/a - applicable - [1d - n/a
Recovered/Resolved - |- Intramuscular])
)
Headache (n/a -
Recovered/Resolved -
EU-EC- 29/03/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Diarrhoea (n/a - Not |COMIRNATY Not reported ICSR
10012045389 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COvVID-19
immunisation - Not
Dysmenorrhoea (n/a |applicable - [1d - n/a
- Not Recovered/Not |- n/a])
Resolved - ),
Menstruation delayed
(n/a - Not
Recovered/Not
Resolved - ),
Vomiting (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 29/03/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Dizziness (n/a - COMIRNATY Not reported ICSR
10012045393 Healthcare |Economic Years |Specified Unknown - ), [TOZINAMERAN] (S -
Professional |Area COVID-19
Fatigue (n/a - immunisation - Not
Unknown - ), applicable - [1d - n/a
- n/al)
Vaccination site
swelling (n/a -
Recovering/Resolving
EU-EC- 29/03/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Dizziness (1d - COMIRNATY Not reported ICSR
10012045467 Healthcare |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area , COvID-19
immunisation - Not
Vaccination site applicable - [n/a - n/a
oedema (1wk - - n/a])
Recovered/Resolved -
Vaccination site pain
(n/a - Unknown - )
EU-EC- 29/03/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Administration site COMIRNATY Not reported ICSR
10012046099 Healthcare |Economic Years |Specified erythema (14d - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved - |COVID-19
), immunisation - Not
applicable - [n/a -
Administration site 1{DF} - n/a])
oedema (14d -
Recovered/Resolved -
Administration site
pain (14d -
Recovered/Resolved -
Asthenia (14d -
Recovered/Resolved -
)
Headache (10d -
Recovered/Resolved -
)
Lymphadenopathy
(14d -
Recovered/Resolved -
Pyrexia (10d -
Recovered/Resolved -
)
EU-EC- 29/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Rash (23d - Unknown |COMIRNATY Not reported ICSR
10012046338 Healthcare |Economic Years - [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 29/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012046443 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important  |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 29/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012047382 Professional | Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important  |n/a - n/a - [n/a-n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 29/03/2022 |Spontaneous |Non Non Not available 12-17 |Not Male No Arthralgia (n/a - Not  |COMIRNATY Not reported ICSR
10012047634 Healthcare |European Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Economic Resolved - Other COVID-19
Area Medically Important  |immunisation - Not
Condition), applicable - [1d - n/a
- n/a])
Axillary pain (n/a -
Unknown - Other
Medically Important
Condition),
Fatigue (n/a -
Recovering/Resolving
https://dap.ema.europa.eu/analytics/saw.dlI?Go 39/77
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- Other Medically
Important Condition),

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

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

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

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

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

EU-EC-
10012047791

29/03/2022

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),

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

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

Not reported

—_
)
2
wel

EU-EC-
10012047974

29/03/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Anaemia (n/a -
Recovering/Resolving

=)

Blood 25-
hydroxycholecalciferol
decreased (n/a -
Recovering/Resolving

'

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

Haematoma (n/a -
Recovering/Resolving

=)

Heavy menstrual
bleeding (n/a -
Unknown -),

Hepatic steatosis (n/a

Recovering/Resolving

4

Iron deficiency (n/a -
Recovering/Resolving
=)

Liver disorder (n/a -
Recovering/Resolving
=)

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

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

Petechiae (n/a -
Unknown - ),

Plateletcrit decreased
(n/a - Unknown - ),

Red cell distribution
width increased (n/a
- Unknown - ),

Serum ferritin
decreased (n/a -
Recovering/Resolving
=)
Thrombocytopenia
(n/a-
Recovering/Resolving
- Life Threatening,
Other Medically
Important Condition)

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

Not reported

._.
9]
)
]

EU-EC-
10012047999

29/03/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

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

Not available

12-17
Years

Not
Specified

Female

Anaemia (n/a -
Unknown -),

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

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

Not reported

40/77
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Haematoma (n/a -
Recovering/Resolving
=)

Heavy menstrual
bleeding (n/a -
Unknown -),

Hepatic steatosis (n/a

Recovering/Resolving

=)

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

Iron deficiency (n/a -
Recovering/Resolving

=)
Liver disorder (n/a -
Unknown - ),

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

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

Mean platelet volume
increased (n/a -
Unknown - ),

Petechiae (n/a -
Unknown - ),

Plateletcrit decreased
(n/a - Unknown - ),

Red cell distribution
width increased (n/a
- Unknown - ),

Serum ferritin
decreased (n/a -

Recovering/Resolving
=)
Thrombocytopenia
(n/a-
Recovering/Resolving
- Life Threatening,
Other Medically
Important Condition)
EU-EC- 29/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Herpes zoster (n/a - |COMIRNATY Not reported ICSR
10012048159 Professional |Economic Years |Specified Not Recovered/Not [TOZINAMERAN] (S -
Area Resolved - Other COVID-19
Medically Important  |immunisation - Not
Condition), applicable - [n/a - n/a
- nfa])
Skin disorder (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 29/03/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Arthralgia (n/a - Not |COMIRNATY Not reported ICSR
10012048383 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19
immunisation - Not
Extensive swelling of |applicable - [n/a - n/a
vaccinated limb (n/a - |- n/a])
Not Recovered/Not
Resolved - ),
Fatigue (n/a - Not
Recovered/Not
Resolved - ),
Headache (n/a - Not
Recovered/Not
Resolved - ),
Injection site reaction
(n/a - Not
Recovered/Not
Resolved - ),
Lymphadenopathy
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 29/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Pharyngeal swelling |COMIRNATY Not reported ICSR
10012048472 Professional |Economic Years |Specified (n/a- [TOZINAMERAN] (S -
Area Recovered/Resolved - |n/a - n/a - [n/a - n/a
- n/a])
EU-EC- 29/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Paraesthesia (n/a-  |COMIRNATY Not reported ICSR
10012049188 Professional |Economic Years Not Recovered/Not [TOZINAMERAN] (S -
Area Resolved - ), Immunisation - n/a -
[n/a-n/a-
Visual impairment Intramuscular])
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 29/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Headache (n/a - Not |COMIRNATY Not reported ICSR
10012049970 Professional | Economic Years Recovered/Not [TOZINAMERAN] (S -
Area Resolved - ), COVID-19
https://dap.ema.europa.eu/analytics/saw.dlI?Go 41/77
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immunisation - n/a -
Hot flush (n/a - Not  |[n/a - 1{DF} -
Recovered/Not Intramuscular])
Resolved - ),
Loss of consciousness
(n/a-
Recovered/Resolved -
)
Paraesthesia (n/a -
Not Recovered/Not
Resolved - )
EU-EC- 29/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Dysmenorrhoea (n/a |COMIRNATY Not reported ICSR
10012050042 Professional |Economic Years - Recovered/Resolved |[TOZINAMERAN] (S -
Area -) COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 29/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Vaginal discharge (3d |COMIRNATY Not reported ICSR
10012050056 Professional |Economic Years - Recovered/Resolved |[TOZINAMERAN] (S -
Area -) Immunisation - n/a -
[n/a - 2{DF} - n/a])
EU-EC- 29/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Palpitations (n/a - COMIRNATY Not reported ICSR
10012050057 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area - COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 29/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Breast pain (n/a - Not |COMIRNATY Not reported ICSR
10012050059 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ) COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 29/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Dysmenorrhoea (n/a |COMIRNATY Not reported ICSR
10012050074 Professional |Economic Years - Not Recovered/Not |[TOZINAMERAN] (S -
Area Resolved - ), COvVID-19
immunisation - Not
Intermenstrual applicable - [1d -
bleeding (n/a - Not 1{DF} -
Recovered/Not Intramuscular])
Resolved - )
EU-EC- 29/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Dysmenorrhoea (5d - |COMIRNATY Not reported ICSR
10012050116 Healthcare |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area ) COVID-19
immunisation - Not
Intermenstrual applicable - [1d -
bleeding (5d - 1{DF} -
Recovered/Resolved - |Intramuscular])
)
EU-EC- 29/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Hypersomnia (n/a - |COMIRNATY Not reported ICSR
10012050156 Professional |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S -
Area ) COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 29/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Chest pain (n/a - COMIRNATY Not reported ICSR
10012050158 Professional |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Area =), Immunisation - n/a -
[n/a - 3{DF} - n/a])
Lymphadenopathy
(n/a-
Recovering/Resolving
EU-EC- 29/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Gastrointestinal COMIRNATY Not reported ICSR
10012050226 Professional |Economic Years motility disorder (n/a |[TOZINAMERAN] (S -
Area - COVID-19
Recovering/Resolving |immunisation - Not
-), applicable - [1d -
1{DF} -
Influenza like illness  |Intramuscular])
(n/a-
Recovering/Resolving
Lymphadenopathy
(n/a-
Recovering/Resolving
EU-EC- 29/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Troponin increased COMIRNATY Not reported ICSR
10012050251 Healthcare |Economic Years (n/a - [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving |Immunisation - n/a -
- Other Medically [n/a - 3{DF} - n/a])
Important Condition)
EU-EC- 29/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Back pain (n/a - COMIRNATY Not reported ICSR
10012050258 Healthcare |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area ) n/a-n/a-[n/fa-n/a
- n/al)
Chest discomfort (n/a
- Recovered/Resolved
=)
Fibrin D dimer
increased (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 29/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Menometrorrhagia COMIRNATY Not reported ICSR
10012050261 Healthcare |Economic Years (n/a- [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving |COVID-19
- immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 29/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Pityriasis rosea (n/a - |COMIRNATY Not reported ICSR
10012050292 Professional |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
https://dap.ema.europa.eu/analytics/saw.dlI?Go 42/77
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Area -) COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])

EU-EC- 29/03/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Asthenia (n/a - Not ~|COMIRNATY Not reported ICSR
10012050504 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19
immunisation - Not
Gait disturbance (n/a |applicable - [1d - n/a
- Not Recovered/Not |- n/a])
Resolved - ),
Loss of consciousness
(n/a - Unknown -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),
Myalgia (n/a - Not
Recovered/Not
Resolved - ),
Pain in extremity (n/a
- Not Recovered/Not
Resolved - )
EU-EC- 29/03/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Asthenia (n/a - COMIRNATY Not reported ICSR
10012050679 Healthcare |Economic Years |Specified Unknown - ), [TOZINAMERAN] (S -
Professional |Area COVID-19
Fatigue (n/a - immunisation - Not
Unknown - ), applicable - [n/a - n/a
- n/a])
Muscle spasms (n/a -
Unknown - ),
Pain (n/a - Unknown
Pain in extremity (n/a
- Unknown - ),
Pyrexia (n/a -
Unknown -),
Tremor (n/a -
Unknown - ),
Vaccination site pain
(n/a - Unknown - )
EU-EC- 29/03/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Arthralgia (n/a - Not |COMIRNATY Not reported ICSR
10012051201 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - Disabling), |COVID-19
immunisation - Not
Arthritis (n/a - Not applicable - [n/a - n/a
Recovered/Not - n/a])
Resolved - Disabling),
Iliness (n/a - Not
Recovered/Not
Resolved - Disabling),
Joint stiffness (n/a -
Not Recovered/Not
Resolved - Disabling),
Musculoskeletal
stiffness (n/a - Not
Recovered/Not
Resolved - Disabling),
Osteoarthritis (n/a -
Not Recovered/Not
Resolved - Disabling),
Pain in extremity (n/a
- Not Recovered/Not
Resolved - Disabling),
Rash (n/a - Not
Recovered/Not
Resolved - Disabling),
Rheumatoid arthritis
(n/a - Not
Recovered/Not
Resolved - Disabling),
Spinal pain (n/a - Not
Recovered/Not
Resolved - Disabling)
EU-EC- 29/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Arrhythmia (n/a - COMIRNATY Not reported ICSR
10012051280 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area - Other Medically Immunisation - n/a -
Important Condition), |[n/a - n/a - n/a])
Myalgia (n/a -
Unknown - )
EU-EC- 29/03/2022 |Spontaneous |Non Non Not available 12-17 |Not Male No Palpitations (n/a - Not | COMIRNATY Not reported ICSR
10012052152 Healthcare |European Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Economic Resolved - Other COVID-19
Area Medically Important  |immunisation - Not
Condition) applicable - [1d - n/a
- n/a])
EU-EC- 29/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012052284 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important  |n/a - n/a - [n/a-n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
https://dap.ema.europa.eu/analytics/saw.dlI?Go 43/77
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Other Medically
Important Condition)
EU-EC- 29/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Chest pain (n/a - COMIRNATY Not reported ICSR
10012052513 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area =) COVID-19
immunisation -
Cough (n/a - Not Unknown - [n/a -
Recovered/Not 1{DF} - n/a])
Resolved - )
EU-EC- 29/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Chest discomfort (2d |COMIRNATY Not reported ICSR
10012052818 Healthcare |Economic Years - Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area -), COVID-19
immunisation - Drug
Menstrual disorder withdrawn - [1d -
(n/a - Unknown - ) .3mL - n/a])
EU-EC- 29/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Lymphadenopathy COMIRNATY Not reported ICSR
10012052840 Professional |Economic Years (2d - [TOZINAMERAN] (S -
Area Recovered/Resolved - |COVID-19 treatment -
, Not applicable - [1d -
3mL -
Pyrexia (2d - Intramuscular])
Recovered/Resolved -
Vaccination site
lymphadenopathy (6d
- Recovered/Resolved
-)
EU-EC- 29/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Malaise (n/a - COMIRNATY Not reported ICSR
10012052846 Professional |Economic Years Unknown - ), [TOZINAMERAN] (S -
Area COVID-19
Myalgia (n/a - immunisation - Not
Unknown - ), applicable - [n/a -
1{DF} - Unknown])
Pyrexia (n/a -
Unknown - )
EU-EC- 29/03/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Burning sensation COMIRNATY Not reported ICSR
10012052898 Healthcare |Economic Years |Specified (n/a - Unknown - ) [TOZINAMERAN] (S -
Professional |Area COVID-19
immunisation - Not
applicable - [n/a - n/a
- n/a])
EU-EC- 29/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012053045 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important  |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 29/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Lymphadenopathy COMIRNATY Not reported ICSR
10012053303 Healthcare |Economic Years (n/a- [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved - |COVID-19
) immunisation - Drug
withdrawn - [1d -
Malaise (2d - 3mL -
Recovered/Resolved - |Intramuscular])
EU-EC- 29/03/2022 |Spontaneous |Non Non Not available 12-17 |Not Male No Appendicitis TOZINAMERAN Not reported ICSR
10012054222 Healthcare |European Years |Specified perforated (n/a - [TOZINAMERAN] (S -
Professional |Economic Recovered/Resolved - |COVID-19
Area Caused/Prolonged immunisation - Not
Hospitalisation), applicable - [n/a - n/a
- n/a])
Product administered
at inappropriate site
(n/a - Unknown - )
EU-EC- 29/03/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Chest pain (n/a - TOZINAMERAN Not reported ICSR
10012054256 Professional |European Years |Specified Unknown - [TOZINAMERAN] (S -
Economic Caused/Prolonged COvVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d - n/a
Condition aggravated |- n/a])
(n/a - Unknown -
Caused/Prolonged
Hospitalisation),
Dyspnoea (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),
Nausea (n/a -
Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 29/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Application site pain | COMIRNATY Not reported ICSR
10012054261 Healthcare |Economic Years (n/a- [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved - |n/a - n/a - [n/a - n/a
) - n/al)
Application site
swelling (n/a -
Recovered/Resolved -
)
Fatigue (n/a -
Recovered/Resolved -
)
Headache (n/a -
Recovered/Resolved -
Myalgia (n/a -
Unknown - )
EU-EC- 29/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Fatigue (n/a - COMIRNATY Not reported ICSR
10012054262 Healthcare |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area ),
https://dap.ema.europa.eu/analytics/saw.dlI?Go 44177
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Headache (n/a -
Recovered/Resolved -

)

Pyrexia (n/a -
Recovered/Resolved -

)

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

EU-EC-
10012054397

29/03/2022

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

Not reported

=
(o}
(2
wel

EU-EC-
10012054417

29/03/2022

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/fa-n/a
- Intramuscular])

Not reported

._.
9]
(%]
P

EU-EC-
10012029101

28/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Abdominal pain (n/a -
Recovered/Resolved -

)

Hypokinesia (n/a -
Recovered/Resolved -

)

Postictal state (n/a -
Recovered/Resolved -

a

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

Somnolence (n/a -
Recovered/Resolved -

X

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

Vomiting (n/a -
Recovered/Resolved -

)

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

Not reported

—_
0
2]
rel

EU-EC-
10012029108

28/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

Erythema (n/a -
Unknown - ),

Guillain-Barre
syndrome (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

Hypoaesthesia (n/a -
Unknown - ),

Muscular weakness
(n/a - Unknown - )

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

INTUNIV
[GUANFACINE] (C -
n/a-n/a-[n/fa-n/a
- n/aj)

—
(2]
rel

EU-EC-
10012029115

28/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

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

Not available

12-17
Years

Not
Specified

Female

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

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

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

Dizziness (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged

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

Not reported
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Hospitalisation, Other
Medically Important
Condition),

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

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

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

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

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

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

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

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

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

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

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

EU-EC-
10012029158

28/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

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

Not available

12-17
Years

Not
Specified

Female

Dizziness (n/a -
Recovering/Resolving

)

Feeling hot (n/a -
Recovering/Resolving
=)

Headache (n/a -
Recovering/Resolving
=)

Hyperhidrosis (n/a -
Recovering/Resolving
=)

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

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

Not reported
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Nausea (n/a -
Recovering/Resolving

-

Photopsia (n/a -
Recovering/Resolving

=)

Tinnitus (n/a -
Recovering/Resolving
=)

Vision blurred (n/a -
Recovering/Resolving

-)

EU-EC-
10012029198

28/03/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

Head discomfort (n/a
- Recovered/Resolved
- Other Medically

Important Condition),

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

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

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

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

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

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

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

[LYMECYCLINE] (C -
Acne - n/a - [n/a -
n/a - n/al)

EU-EC-
10012029443

28/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

Vaccination site
hypoaesthesia (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Vaccination site
movement
impairment (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

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

Vomiting (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-[n/fa-n/a
- Intramuscular])

Not reported

EU-EC-
10012029785

28/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Deafness unilateral
(n/a - Unknown -
Disabling)

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

Not reported

EU-EC-
10012029838

28/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

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

Not available

12-17
Years

Not
Specified

Female

Asthenia (n/a -
Unknown - ),

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

Hypotonic-

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

Not reported

47177
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hyporesponsive nfa-nfa-[n/a-
episode (n/a - .3mL -
Unknown - ), Intramuscular])
Loss of consciousness
(n/a -
Recovered/Resolved -
)
Nausea (n/a -
Unknown - ),
Somnolence (n/a -
Unknown - ),
Syncope (n/a -
Recovered/Resolved -
Visual impairment
(n/a - Unknown - )
EU-EC- 28/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Pyrexia (n/a - COMIRNATY Not reported ICSR
10012030368 Professional |Economic Years |Specified Recovered/Resolved - [CONCENTRATE FOR
Area DISPERSION FOR
INJECTION COVID-19
MRNA VACCINE
(NUCLEOSIDE
MODIFIED)
[TOZINAMERAN] (S -
n/a-n/a-[n/a-n/a
- Intramuscular])
EU-EC- 28/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Asthenia (n/a - COMIRNATY Not reported ICSR
10012030500 Professional |Economic Years |Specified Unknown - ), CONCENTRATE FOR
Area DISPERSION FOR
Pyrexia (n/a - INJECTION COVID-19
Unknown - ), MRNA VACCINE
(NUCLEOSIDE
Vomiting (n/a - MODIFIED)
Unknown -) [TOZINAMERAN] (S -
n/a-n/a-[n/fa-n/a
- Intramuscular])
EU-EC- 28/03/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Headache (3d - COMIRNATY Not reported ICSR
10012030578 Healthcare |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area ) COVID-19
immunisation - Not
Headache (7d - applicable - [1d - n/a
Recovered/Resolved - |- n/a])
)
Nasopharyngitis (7d -
Recovered/Resolved -
)
EU-EC- 28/03/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Cough (n/a - COMIRNATY Not reported ICSR
10012030608 Healthcare |Economic Years |Specified Unknown -), [TOZINAMERAN] (S -
Professional |Area COVID-19
Oropharyngeal pain  |immunisation - Not
(n/a - Unknown - ), |applicable - [n/a - n/a
- Intramuscular])
Tonsillitis (12d -
Recovered/Resolved -
)
EU-EC- 28/03/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Abdominal pain (n/a - | TOZINAMERAN Not reported ICSR
10012030639 Professional |European Years |Specified Unknown - ), [TOZINAMERAN] (S -
Economic COVID-19
Area Dizziness (n/a - immunisation - Not
Unknown - ), applicable - [1d - n/a
- Intramuscular])
Hypotension (n/a -
Unknown - Other
Medically Important
Condition),
Nausea (n/a -
Unknown -),
Pain (n/a - Unknown
Sensitive skin (n/a -
Unknown - ),
Vaccination site pain
(n/a - Unknown - )
EU-EC- 28/03/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Asthenia (n/a - TOZINAMERAN Not reported ICSR
10012031286 Professional |European Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Economic -), COVID-19
Area immunisation - Not
Dizziness (n/a - applicable - [1d - n/a
Recovering/Resolving |- Intramuscular])
=)
Fatigue (n/a -
Recovering/Resolving
=)
Nausea (n/a -
Recovering/Resolving
=)
Pallor (n/a -
Recovering/Resolving
=)
Syncope (n/a -
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 28/03/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Dizziness (n/a - TOZINAMERAN Not reported ICSR
10012031302 Professional |European Years |Specified Unknown - ), [TOZINAMERAN] (S -
Economic COVID-19
Area Fall (n/a - immunisation - Not
https://dap.ema.europa.eu/analytics/saw.dll?Go 48/77



30.11.2022 16.25

Run Line Listing Report

Recovering/Resolving

4

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

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

EU-EC-
10012031308

28/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

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

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

Not reported

EU-EC-
10012031324

28/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

Not reported

—
)
{2
wel

EU-EC-
10012031340

28/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

Not reported

—
(2
el

EU-EC-
10012031354

28/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Dizziness (n/a -
Recovering/Resolving

)

Dyspnoea (n/a -
Recovering/Resolving
=)

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

Tachycardia (n/a -
Recovering/Resolving

-)

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

Not reported

—
2
0

EU-EC-
10012031355

28/03/2022

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),

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

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

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

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

Not reported

—
N
70

EU-EC-
10012031358

28/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

Chest pain (n/a -
Recovering/Resolving

-

Dyspnoea (n/a -
Recovering/Resolving
=)

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

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

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

Not reported

—
v
Pl

EU-EC- 28/03/2022

Spontaneous

Healthcare

Non

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

Not available

12-17

Male

Dizziness (n/a -

TOZINAMERAN

Not reported

49/77
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10012031360

Professional

European
Economic
Area

Years

Run Line Listing Report

Specified

Recovering/Resolving

4

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

Nausea (n/a -
Recovering/Resolving
=)

Photopsia (n/a -
Recovering/Resolving
=)

Vision blurred (n/a -
Recovering/Resolving

-)

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

EU-EC-
10012031365

28/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

Decreased appetite
(n/a-
Recovering/Resolving
=)

Nausea (n/a -
Recovering/Resolving

-

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

Vomiting (n/a -
Recovering/Resolving

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

Not reported

EU-EC-
10012031380

28/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Dizziness (n/a -
Recovered/Resolved -

)

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

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

Tonic clonic
movements (n/a -
Recovered/Resolved -
Other Medically
Important Condition)

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

Not reported

EU-EC-
10012031382

28/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Asthenia (n/a -
Unknown - ),

Fatigue (n/a -
Unknown - ),

Headache (n/a -
Unknown -),

Oedema (n/a -
Unknown - ),

Pain (n/a - Unknown

=)

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

Sensitive skin (n/a -
Unknown - )

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

Not reported

EU-EC-
10012031383

28/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

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

Not available

12-17
Years

Not
Specified

Male

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

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

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

Confusional state
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged

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

Not reported

50/77
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Hospitalisation, Other
Medically Important
Condition),

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

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

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

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

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

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

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

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

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

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

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

Vomiting (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation, Other
Medically Important

Condition)
EU-EC- 28/03/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male Yes Chest pain (n/a - COMIRNATY Not reported ICSR
10012031385 Professional |European Years |Specified Unknown - [TOZINAMERAN] (S -
Economic Caused/Prolonged COvID-19
Area Hospitalisation, Other |immunisation - Not
Medically Important  |applicable - [1d -
Condition), .3mL - n/a])
Myocarditis (n/a -
Recovering/Resolving
- Caused/Prolonged
https://dap.ema.europa.eu/analytics/saw.dlI?Go 51/77
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Hospitalisation, Other
Medically Important
Condition),

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

EU-EC-
10012031397

28/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

Not reported

—_
(o}
(2
el

EU-EC-
10012031418

28/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Chills (n/a - Unknown

'’

Dizziness (n/a -
Unknown - ),

Dyspnoea (n/a -
Unknown - ),

Hypotension (n/a -
Unknown -),

Nausea (n/a -
Unknown -),

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

Tachycardia (n/a -
Unknown - ),

Vertigo (n/a -
Unknown - )

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

Not reported

._.
9]
(9]
Pl

EU-EC-
10012031425

28/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

Dizziness (4d -
Recovered/Resolved -

)

Headache (4d -
Recovered/Resolved -

a

Malaise (4d -
Recovered/Resolved -

4

Visual field defect
(n/a-
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10012031438

28/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

Sensitive skin (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),

Vaccination site pain
(n/a - Unknown -
Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10012031446

28/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

Not reported

EU-EC-
10012031455

28/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Myocarditis (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-
10012031456

28/03/2022

Spontaneous

Healthcare
Professional

Non
European

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

Not available

12-17
Years

Not
Specified

Male

No

Myalgia (n/a -
Recovering/Resolving

COMIRNATY
[TOZINAMERAN] (S -

Not reported
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Area
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- Caused/Prolonged
Hospitalisation)

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

EU-EC-
10012031465

28/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

Cognitive disorder
(n/a - Unknown -
Caused/Prolonged
Hospitalisation),

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

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

Gaze palsy (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),

Hallucination,
auditory (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),

Hallucination, visual
(n/a - Unknown -
Caused/Prolonged
Hospitalisation),

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

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

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

Not reported

EU-EC-
10012031467

28/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Post streptococcal
glomerulonephritis
(5min -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition)

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

Not reported

EU-EC-
10012031484

28/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Asthenia (n/a -
Unknown - ),

Burning sensation
(n/a - Unknown - ),

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

Cough (n/a -
Unknown - ),

Epistaxis (n/a -
Unknown -),

Fatigue (n/a -
Unknown - ),

Headache (n/a -
Unknown -),

Irritability (n/a -
Unknown - ),

Oropharyngeal pain
(n/a - Unknown - ),

Pain (n/a - Unknown

=)

Pyrexia (n/a -
Unknown - ),

Rhinorrhoea (n/a -
Unknown -),

Sensitive skin (n/a -
Unknown - ),

Tachycardia (n/a -
Unknown - )

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

Not reported

EU-EC-
10012031485

28/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

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

Not available

12-17
Years

Not
Specified

Male

No

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

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

Headache (n/a -
Unknown - Other

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

Not reported

53/77
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Medically Important
Condition),

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

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

EU-EC-
10012031500

28/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Dizziness (n/a -
Unknown - ),

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

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

Not reported

—_
)
(3
0

EU-EC-
10012031501

28/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Chest pain (n/a -
Unknown - ),

Cough (n/a -
Unknown - ),

Dizziness (n/a -
Unknown - ),

Dyspnoea (n/a -
Unknown - ),

Eyelid oedema (n/a -
Unknown -),

Oedema (n/a -
Unknown - ),

Oropharyngeal pain
(n/a - Unknown - ),

Pain (n/a - Unknown

=)

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

Sensitive skin (n/a -
Unknown -),

Tachycardia (n/a -
Unknown - )

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

Not reported

._.
9]
(9]
P

EU-EC-
10012031506

28/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Arthralgia (n/a -
Unknown -),

Dizziness (n/a -
Unknown -),

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

Rash (n/a - Unknown

»

Rash erythematous
(n/a - Unknown - )

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

Not reported

EU-EC-
10012031534

28/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

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

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

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

Respiratory distress

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

Not reported

54/77
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(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),
Seizure (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),
Syncope (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),
Tachycardia (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 28/03/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Concussion (n/a - COMIRNATY Not reported ICSR
10012031560 Professional |European Years |Specified Unknown -), [TOZINAMERAN] (S -
Economic COVID-19
Area Head injury (n/a - immunisation - Not
Unknown - ), applicable - [1d - n/a
- Intramuscular])
Vomiting (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 28/03/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Chills (n/a - Not COMIRNATY Not reported ICSR
10012031628 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), n/a-n/a-[n/a-n/a
- n/a])
Dizziness (n/a - Not
Recovered/Not
Resolved - ),
Fatigue (n/a - Not
Recovered/Not
Resolved - ),
Headache (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 28/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Myocarditis (n/a - COMIRNATY Not reported ICSR
10012031737 Professional |Economic Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Area - Caused/Prolonged |COVID-19
Hospitalisation) immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 28/03/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Intermenstrual COMIRNATY Not reported ICSR
10012031832 Healthcare |Economic Years |Specified bleeding (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not COVID-19
Resolved - ) immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 28/03/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Erythema (n/a - TOZINAMERAN Not reported ICSR
10012031982 Professional |European Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Economic - Other Medically COVID-19
Area Important Condition), |immunisation - Not
applicable - [1d - n/a
Eyelids pruritus (n/a - |- Intramuscular])
Recovering/Resolving
- Other Medically
Important Condition),
Lip oedema (n/a -
Recovering/Resolving
- Other Medically
Important Condition),
Oedema (n/a -
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 28/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Coagulopathy (22d - |COMIRNATY [LEVOCETIRIZINE,  |ICSR
10012032212 Professional |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S - |LEVOCETIRIZINE
Area Other Medically COVID-19 DIHYDROCHLORIDE]
Important Condition), |immunisation - Not (C - n/a - Unknown -
applicable - [n/a - n/a |[n/a - n/a - n/a])
Intermenstrual - n/al)
bleeding (22d -
Recovered/Resolved -
Other Medically
Important Condition),
Thrombosis (22d -
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 28/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Administration site COMIRNATY Not reported ICSR
10012032625 Professional |Economic Years |Specified reaction (n/a - [TOZINAMERAN] (S -
Area Unknown - ) COVID-19
immunisation - n/a -
[n/a - 1{DF} - n/a])
EU-EC- 28/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Angina pectoris (n/a - |COMIRNATY Not reported ICSR
10012032661 Professional |Economic Years |Specified Unknown - CONCENTRATE FOR
Area Caused/Prolonged DISPERSION FOR
Hospitalisation, Other |INJECTION COVID-19
Medically Important  |MRNA VACCINE
Condition), (NUCLEOSIDE
https://dap.ema.europa.eu/analytics/saw.dlI?Go 55/77



30.11.2022 16.25

Run Line Listing Report

MODIFIED)
Dyspnoea (n/a - [TOZINAMERAN] (S -
Unknown - n/a-n/fa-[n/a-n/a
Caused/Prolonged - Intramuscular])
Hospitalisation, Other
Medically Important
Condition),
Lymphadenopathy
(n/a - Unknown -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),
Pyrexia (n/a -
Unknown - )
EU-EC- 28/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Alopecia areata (n/a - |COMIRNATY Not reported ICSR
10012032696 Healthcare |Economic Years Not Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ) Immunisation - n/a -
[n/a - 3{DF} - n/a])
EU-EC- 28/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Rash (n/a - Not COMIRNATY Not reported ICSR
10012032848 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COvVID-19
immunisation - Not
Skin weeping (n/a - |applicable - [n/a -
Not Recovered/Not  |1{DF} -
Resolved - ) Intramuscular])
EU-EC- 28/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Angina pectoris (10d |COMIRNATY Not reported ICSR
10012032853 Healthcare |Economic Years - [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving |n/a - n/a - [n/a - n/a
=) - n/a])
Diarrhoea (10d -
Recovering/Resolving
=)
Fatigue (10d -
Recovering/Resolving
=)
Headache (n/a -
Unknown - )
EU-EC- 28/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Administration site COMIRNATY Not reported ICSR
10012033073 Professional |Economic Years |Specified reaction (n/a - [TOZINAMERAN] (S -
Area Unknown - ) COVID-19
immunisation - n/a -
[n/a - 1{DF} - n/a])
EU-EC- 28/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Administration site COMIRNATY Not reported ICSR
10012033120 Professional |Economic Years |Specified reaction (n/a - [TOZINAMERAN] (S -
Area Unknown -) COVID-19
immunisation - n/a -
[n/a - 1{DF} - n/a])
EU-EC- 28/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Dizziness (n/a - Not |COMIRNATY Not reported ICSR
10012033352 Professional |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Area Resolved - ), Immunisation - n/a -
[n/a - 1{DF} - n/a -
Headache (n/a - Not |More in ICSR])
Recovered/Not
Resolved - ),
Herpes zoster (n/a -
Not Recovered/Not
Resolved - ),
Infection
susceptibility
increased (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 28/03/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Arthralgia (n/a - TOZINAMERAN Not reported ICSR
10012033738 Professional |European Years |Specified Unknown - ), [TOZINAMERAN] (S -
Economic COvID-19
Area Dizziness (n/a - immunisation - Not
Unknown - ), applicable - [1d - n/a
- Intramuscular])
Dyskinesia (n/a -
Unknown - Other
Medically Important
Condition),
Myalgia (n/a -
Unknown - ),
Nervousness (n/a -
Unknown - )
EU-EC- 28/03/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Blood pressure TOZINAMERAN Not reported ICSR
10012033742 Professional |European Years |Specified decreased (n/a - [TOZINAMERAN] (S -
Economic Recovered/Resolved - |COVID-19
Area Other Medically immunisation - Not
Important Condition), |applicable - [1d - n/a
- Intramuscular])
Headache (n/a -
Recovered/Resolved -
Other Medically
Important Condition),
Nausea (n/a -
Recovered/Resolved -
Other Medically
Important Condition),
Tachycardia (n/a -
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 28/03/2022 |Spontaneous | Healthcare |Non Not available 12-17 |Not Male No Arthralgia (n/a - TOZINAMERAN Not reported ICSR
10012033745 Professional |European Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
- Other Medically COVID-19
https://dap.ema.europa.eu/analytics/saw.dll?Go 56/77
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Important Condition),

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

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

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

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

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

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

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

Important Condition),

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

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

immunisation - Not
applicable - [n/a - n/a
- Intramuscular])

EU-EC-
10012033750

28/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

Not reported

—
(o}
2
wel

EU-EC-
10012033753

28/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Dizziness (n/a -
Recovered/Resolved -

I

Dysstasia (n/a -
Recovered/Resolved -
Disabling),

Headache (n/a -
Recovered/Resolved -

4

Hypokinesia (n/a -
Recovered/Resolved -
Disabling)

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

Not reported

—
(9]
(2]
rel

EU-EC-
10012033754

28/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

Not reported

._.
9]
(%]
P

EU-EC-
10012033755

28/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

Not reported

—_
0
2]
rel

EU-EC-
10012033756

28/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

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

Not available

12-17
Years

Not
Specified

Male

Arthralgia (n/a -
Unknown - ),

Asthenia (n/a -
Unknown -),

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

Not reported
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Chest pain (n/a -
Unknown - ),

Chills (n/a - Unknown

'

Fatigue (n/a -
Unknown - ),

Headache (n/a -
Unknown -),

Hypertension (n/a -
Unknown -),

Myalgia (n/a -
Unknown -),

Pain (n/a - Unknown

=)

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

Sensitive skin (n/a -
Unknown -),

Tachycardia (n/a -
Unknown - ),

Vaccination site pain
(n/a - Unknown - )

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

EU-EC-
10012033757

28/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

Dysphagia (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),

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

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

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

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

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

Not reported

EU-EC-
10012033760

28/03/2022

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
- nfa])

Not reported

—_
0
2]
vl

EU-EC-
10012033761

28/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

Visual acuity reduced
(n/a - Unknown -
Other Medically
Important Condition)

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

Not reported

—
(o}
1
0

EU-EC-
10012033764

28/03/2022

Spontaneous

Healthcare
Professional

Non
European

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

Not available

12-17
Years

Not
Specified

Female

Erythema (n/a -
Unknown - Other
Medically Important

TOZINAMERAN
[TOZINAMERAN] (S -
COVID-19

Not reported
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Condition),

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

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

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

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

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

EU-EC-
10012033765

28/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

Irritability (n/a -
Recovered/Resolved -

4

Rash (n/a -
Recovered/Resolved -

)

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

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

Not reported

EU-EC-
10012033766

28/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

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

Not reported

EU-EC-
10012033767

28/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Dizziness (n/a -
Unknown -),

Hypoacusis (n/a -
Unknown - ),

Hypotension (n/a -
Unknown - ),

Nasal dryness (n/a -
Unknown -),

Pallor (n/a - Unknown

',

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

Vision blurred (n/a -
Unknown - )

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

Not reported

EU-EC-
10012033770

28/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

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

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

Not reported

—
L
70
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Tachycardia (n/a -
Recovered/Resolved -
Other Medically
Important Condition)

EU-EC-
10012033772

28/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Abdominal discomfort
(n/a-
Recovering/Resolving

a

Headache (n/a -
Recovering/Resolving
=)

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

Nausea (n/a -
Recovering/Resolving
=)

Tachycardia (n/a -
Recovering/Resolving
=)

Tinnitus (n/a -
Recovering/Resolving

-)

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

Not reported

EU-EC-
10012033774

28/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

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

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

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

Not reported

EU-EC-
10012033776

28/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

Exposure during
pregnancy (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Foetal movement
disorder (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10012033777

28/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

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

Not available

12-17
Years

Not
Specified

Male

No

Arthralgia (n/a -
Recovering/Resolving

-

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

Diarrhoea (n/a -
Recovering/Resolving

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

Not reported
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- Caused/Prolonged
Hospitalisation),

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

Pain (n/a -
Recovering/Resolving

'’

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

Sensitive skin (n/a -
Recovering/Resolving
=)

Vaccination site pain
(n/a-
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)

EU-EC-
10012033778

28/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Asthenia (n/a -
Unknown -),

Dizziness (n/a -
Unknown -),

Fatigue (n/a -
Unknown - ),

Headache (n/a -
Unknown - ),

Nausea (n/a -
Unknown - ),

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

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

Not reported

EU-EC-
10012033779

28/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

Not reported

—
2
vl

EU-EC-
10012033781

28/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Dehydration (n/a -
Unknown -),

Dizziness (n/a -
Unknown - ),

Headache (n/a -
Unknown - ),

Hyperhidrosis (n/a -
Unknown - ),

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

Nausea (n/a -
Unknown -),

Vision blurred (n/a -
Unknown - )

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

Not reported

EU-EC-
10012033782

28/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

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

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

Not reported

—
L
0
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Syncope (n/a -
Unknown - Other
Medically Important
Condition),

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

EU-EC-
10012033783

28/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

Not reported

—
(o}
(2
0

EU-EC-
10012033784

28/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Dizziness (n/a -
Recovered/Resolved -

»

Febrile convulsion
(n/a -
Recovered/Resolved -

)

Headache (n/a -
Recovered/Resolved -

a

Nausea (n/a -
Recovered/Resolved -

4

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

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

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

Not reported

—
(9]
(2]
rel

EU-EC-
10012033787

28/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

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

Not available

12-17
Years

Not
Specified

Male

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

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

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

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

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

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

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

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

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

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

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

Respiratory distress
(n/a - Not
Recovered/Not
Resolved -

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

Not reported
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Caused/Prolonged
Hospitalisation),

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

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

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

EU-EC-
10012033789

28/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Eye injury (n/a -
Unknown - ),

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

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

Not reported

—
(9]
(2]
rel

EU-EC-
10012033790

28/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

Not reported

—
(o}
N
0

EU-EC-
10012033793

28/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Asthenia (n/a -
Recovering/Resolving

=)

Dizziness (n/a -
Recovering/Resolving
=)

Fatigue (n/a -
Recovering/Resolving

-

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

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

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

Not reported

—
O
{2
0

EU-EC-
10012033796

28/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

Psychomotor
hyperactivity (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),

Sleep disorder (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),

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

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

Not reported

EU-EC-
10012033797

28/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

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

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

Not reported

=
9}
(%)
P
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Decreased appetite
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Dysphagia (n/a -
Unknown - ),

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

Malaise (n/a -
Unknown - ),

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

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

Paraesthesia (n/a -
Unknown -),

Weight decreased
(n/a - Unknown - )

EU-EC-
10012033798

28/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

Not reported

—
(o}
2
0

EU-EC-
10012033800

28/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

Not reported

—_
(2
rsl

EU-EC-
10012033804

28/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Abdominal pain (n/a -
Unknown - ),

Diarrhoea (n/a -
Unknown - ),

Dizziness (n/a -
Unknown - ),

Erythema (n/a -
Unknown - ),

Headache (n/a -
Unknown - ),

Malaise (n/a -
Unknown - ),

Myalgia (n/a -
Unknown -),

Pain (n/a - Unknown

=)
Rhinorrhoea (n/a -
Unknown -),

Sensitive skin (n/a -
Unknown - ),

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

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

Not reported

._.
0
@
Pl

EU-EC-
10012033806

28/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

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

Not available

12-17
Years

Not
Specified

Female

Antinuclear antibody
negative (n/a -
Unknown - ),

Chest pain (n/a -
Unknown -),

Computerised
tomogram abnormal
(n/a - Unknown - ),

Electrocardiogram
ambulatory abnormal
(n/a - Unknown - ),

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

Immune system
disorder (n/a -
Unknown - ),

Keratitis (n/a -
Unknown - ),

Myocarditis (n/a -
Unknown - Other
Medically Important

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

Not reported
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Condition),

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

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

EU-EC-
10012033926

28/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

Urinary tract infection
(n/a - Unknown -
Other Medically
Important Condition)

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

Not reported

—_
O
2
0

EU-EC-
10012033953

28/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

Not reported

._.
9}
(9}
P

EU-EC-
10012034158

28/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

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

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

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

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

Not reported

—
(9]
(2]
rel

EU-EC-
10012034159

28/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

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

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

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

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

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

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

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

EU-EC-
10012034166

28/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

Foreign body in
throat (n/a -
Recovered/Resolved -
Other Medically
Important Condition),

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

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

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

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

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

Not reported

EU-EC-
10012034211

28/03/2022

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/fa-n/a
- Intramuscular])

Not reported

—
(o]
(2]
vl

EU-EC-
10012034552

28/03/2022

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

Not reported

—
2
20

EU-EC-
10012035407

28/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

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

Not available

12-17
Years

Not
Specified

Female

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

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

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

Menstrual disorder
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important

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

Not reported

—
)
2
0
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Condition),
Syncope (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 28/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Vaccination site COMIRNATY Not reported ICSR
10012035831 Professional |Economic Years inflammation (n/a- |[TOZINAMERAN] (S -
Area Recovered/Resolved - |COVID-19
) immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 28/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Chillblains (n/a - Not |COMIRNATY Not reported ICSR
10012036019 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ) COVID-19
immunisation - n/a -
[1d - 1{DF} -
Intramuscular])
EU-EC- 28/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Abdominal pain (n/a - |COMIRNATY Not reported ICSR
10012036020 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area =) COVID-19
immunisation - n/a -
Chest pain (n/a - [1d - 1{DF} -
Recovering/Resolving |Intramuscular])
=)
Immunisation
reaction (n/a -
Recovering/Resolving
-)
EU-EC- 28/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Amenorrhoea (nfa- |COMIRNATY Not reported ICSR
10012036201 Healthcare |Economic Years Not Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ) COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 28/03/2022 |Spontaneous |Non European |Not available 12-17 |Adult Female |No Heavy menstrual COMIRNATY Not reported ICSR
10012036215 Healthcare |Economic Years bleeding (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not COvVID-19
Resolved - ) immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 28/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Dysmenorrhoea (n/a |COMIRNATY Not reported ICSR
10012036258 Healthcare |Economic Years - Not Recovered/Not |[TOZINAMERAN] (S -
Professional |Area Resolved - ) COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 28/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Palpitations (n/a - COMIRNATY Not reported ICSR
10012036290 Professional |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S -
Area ) COvID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 28/03/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Influenza like illness |COMIRNATY [DROSPIRENONE, ICSR
10012036291 Healthcare |Economic Years (n/a - [TOZINAMERAN] (S - |LACTOSE, LACTOSE
Professional |Area Recovering/Resolving |COVID-19 MONOHYDRATE] (C -
=) immunisation - Not n/a-n/a-[n/a-n/a
applicable - [1d - - n/al)
Intermenstrual 1{DF} -
bleeding (n/a - Intramuscular])
Recovering/Resolving
=)
Vaccination site pain
(n/a-
Recovering/Resolving
EU-EC- 28/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Fatigue (n/a - Not COMIRNATY 30 [SALBUTAMOL] (C- |ICSR
10012036736 Healthcare |Economic Years Recovered/Not MICROGRAMS/DOSE |Asthma - Unknown -
Professional |Area Resolved - ), DISPERSION FOR [n/a - 100ug -
INJECTION COVID-19 |Respiratory
Somnolence (n/a - MRNA VACCINE (inhalation)])
Not Recovered/Not (NUCLEOSIDE
Resolved - ) MODIFIED)
[TOZINAMERAN] (S -
Immunisation - Not
applicable - [n/a -
3mL -
Intramuscular])
EU-EC- 28/03/2022 |Spontaneous |Non Non Not available 12-17 |Not Female |No Asthenia (n/a - COMIRNATY Not reported ICSR
10012036783 Healthcare |European Years |Specified Unknown - Other [TOZINAMERAN] (S -
Professional |Economic Medically Important |COVID-19
Area Condition), immunisation - Not
applicable - [1d - n/a
Chills (1d - - n/al)
Recovered/Resolved -
Other Medically
Important Condition),
Fatigue (1d -
Recovered/Resolved -
Other Medically
Important Condition),
Feeling cold (n/a -
Unknown - Other
Medically Important
Condition),
Headache (1d -
Recovered/Resolved -
Other Medically
Important Condition),
https://dap.ema.europa.eu/analytics/saw.dlI?Go 67/77
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Pyrexia (1d -
Recovered/Resolved -
Other Medically
Important Condition)

EU-EC-
10012036975

28/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Condition aggravated
(n/a - Not
Recovered/Not
Resolved - )

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

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

Not reported

EU-EC-
10012036981

28/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Child

Female

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

Pyrexia (0d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)

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

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

Not reported

EU-EC-
10012037087

28/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

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

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

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

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

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

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

Not reported

EU-EC-
10012037088

28/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Dizziness (n/a -
Recovering/Resolving
=)

Hypotension (n/a -
Recovering/Resolving

)

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

Tinnitus (n/a -
Recovering/Resolving

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

Not reported

EU-EC-
10012037090

28/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

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

Not available

12-17
Years

Not
Specified

Female

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

Discomfort (n/a -
Unknown - ),

Dizziness (n/a -

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

Not reported

68/77
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Unknown - ),

Tachycardia (n/a -
Unknown - )

EU-EC-
10012037100

28/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Dizziness (n/a -
Unknown - ),

Dyspnoea (n/a -
Unknown -),

Nausea (n/a -
Unknown - ),

Paraesthesia (n/a -
Unknown - ),

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

Vomiting (n/a -
Unknown - )

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

Not reported

—
9]
(9]
P

EU-EC-
10012037101

28/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

Not reported

EU-EC-
10012037108

28/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Asthenia (n/a -
Unknown - ),

Headache (n/a -
Unknown -),

Rash (n/a - Unknown

-)

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

Not reported

—
9}
n
Pl

EU-EC-
10012037110

28/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Dizziness (n/a -
Recovering/Resolving
=)

Headache (n/a -
Recovering/Resolving
=)

Hyperhidrosis (n/a -
Recovering/Resolving
=)

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

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

Not reported

—
(o}
2
0

EU-EC-
10012037111

28/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

Not reported

—
(9]
(2]
0

EU-EC-
10012037115

28/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

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

Not available

12-17
Years

Not
Specified

Female

Eye movement
disorder (n/a -
Recovered/Resolved -

a

Febrile convulsion
(n/a-
Recovered/Resolved -

4

Feeling abnormal (n/a
- Recovered/Resolved

»

Gallbladder injury
(n/a-
Recovered/Resolved -

4

Heat stroke (n/a -
Recovered/Resolved -

a

Rash vesicular (n/a -
Recovered/Resolved -

r

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

Tonic clonic
movements (n/a -

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

Not reported

—_
(o]
(L
0
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Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 28/03/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Face oedema (n/a - |TOZINAMERAN Not reported ICSR
10012037117 Professional |European Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Economic ) COVID-19
Area immunisation - Not
Oedema (n/a - applicable - [1d - n/a
Unknown -), - Intramuscular])
Pain (n/a - Unknown
- Other Medically
Important Condition),
Pruritus (n/a -
Unknown - ),
Rash (n/a -
Recovered/Resolved -
Sensitive skin (n/a -
Unknown - )
EU-EC- 28/03/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Dizziness (n/a - TOZINAMERAN Not reported ICSR
10012037119 Professional |European Years |Specified Unknown - ), [TOZINAMERAN] (S -
Economic COVID-19
Area Headache (n/a - immunisation - Not
Unknown -), applicable - [1d - n/a
- Intramuscular])
Loss of consciousness
(n/a - Unknown -
Other Medically
Important Condition),
Nausea (n/a -
Unknown - ),
Photopsia (n/a -
Unknown -),
Tinnitus (n/a -
Unknown - ),
Vision blurred (n/a -
Unknown - )
EU-EC- 28/03/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Asthenia (n/a - TOZINAMERAN Not reported ICSR
10012037126 Professional |European Years |Specified Unknown -), [TOZINAMERAN] (S -
Economic COvID-19
Area Chills (n/a - Unknown |immunisation - Not
-) applicable - [1d - n/a
- Intramuscular])
Dizziness (n/a -
Unknown - ),
Fatigue (n/a -
Unknown - ),
Headache (n/a -
Unknown - ),
Hyperaemia (n/a -
Unknown - ),
Myalgia (n/a -
Unknown - ),
Pruritus (n/a -
Unknown - Other
Medically Important
Condition),
Rash (n/a - Unknown
/i
Skin lesion (n/a -
Unknown - )
EU-EC- 28/03/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Vascular purpura (n/a | TOZINAMERAN Not reported ICSR
10012037129 Professional |European Years |Specified - Unknown - [TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation) immunisation - Not
applicable - [1d - n/a
- Intramuscular])
EU-EC- 28/03/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Anxiety (n/a - TOZINAMERAN Not reported ICSR
10012037137 Professional |European Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Economic ) COvID-19
Area immunisation - Not
Oropharyngeal applicable - [1d - n/a
discomfort (n/a - - Intramuscular])
Recovered/Resolved -
)
Pruritus (n/a -
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 28/03/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Dizziness (n/a - TOZINAMERAN Not reported ICSR
10012037140 Professional |European Years |Specified Unknown - Other [TOZINAMERAN] (S -
Economic Medically Important  |COVID-19
Area Condition), immunisation - Not
applicable - [1d - n/a
Oxygen saturation - Intramuscular])
decreased (n/a -
Unknown - Other
Medically Important
Condition),
Paraesthesia (n/a -
Unknown - Other
Medically Important
Condition),
https://dap.ema.europa.eu/analytics/saw.dll?Go 70/77
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Sudden infant death
syndrome (n/a -
Unknown - Other
Medically Important
Condition),

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

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

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

EU-EC-
10012037141

28/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

Asthenia (n/a -
Recovered/Resolved -

a

Coma scale abnormal
(n/a -
Recovered/Resolved -

)

Dizziness (n/a -
Recovered/Resolved -

)

Dyspnoea (n/a -
Recovered/Resolved -

)

Fatigue (n/a -
Recovered/Resolved -

)

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

Headache (n/a -
Recovered/Resolved -

4

Muscle spasticity (n/a
- Recovered/Resolved
=)

Myalgia (n/a -
Unknown -),

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

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

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

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

Not reported

EU-EC-
10012037144

28/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

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

Not available

12-17
Years

Not
Specified

Male

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

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

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

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

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

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

Not reported

ICSR

71/77
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Hospitalisation, Other
Medically Important
Condition),

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

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

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

EU-EC-
10012037151

28/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

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

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

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

Not reported

EU-EC-
10012037153

28/03/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

Not reported

EU-EC-
10012037343

28/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

Not reported

—
(9]
(2]
el

EU-EC-
10012037426

28/03/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

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

Not available

12-17
Years

Not
Specified

Female

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

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

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

Injection site pain
(n/a-
Recovering/Resolving

-

Injection site swelling
(n/a-
Recovering/Resolving

»

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

Not reported

—
(o]
(3
0

7277
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Lymphadenopathy
(n/a - Not
Recovered/Not
Resolved - ),
Malaise (n/a -
Recovering/Resolving
EU-EC- 28/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Anaphylactic shock | COMIRNATY Not reported ICSR
10012037588 Professional |Economic Years |Specified (n/a - Unknown - [TOZINAMERAN] (S -
Area Other Medically COVID-19
Important Condition) |immunisation - Not
applicable - [n/a - n/a
- n/a])
EU-EC- 28/03/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Myocarditis (n/a - COMIRNATY Not reported ICSR
10012037591 Healthcare |Economic Years |Specified Unknown - [TOZINAMERAN] (S -
Professional |Area Caused/Prolonged COVID-19
Hospitalisation, Other |immunisation - Not
Medically Important  |applicable - [n/a - n/a
Condition) - n/al)
EU-EC- 28/03/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Chills (n/a - Unknown | TOZINAMERAN Not reported ICSR
10012038321 Professional |European Years |Specified =), [TOZINAMERAN] (S -
Economic COvID-19
Area Dizziness (n/a - immunisation - Not
Unknown - ), applicable - [1d - n/a
- Intramuscular])
Fall (n/a - Unknown -
Headache (n/a -
Unknown - ),
Mobility decreased
(n/a - Unknown -
Disabling),
Muscular weakness
(n/a - Unknown - ),
Nausea (n/a -
Unknown - ),
Paraesthesia (n/a -
Unknown - )
EU-EC- 28/03/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Feeling abnormal (n/a |COMIRNATY Not reported ICSR
10012038417 Professional |European Years |Specified - [TOZINAMERAN] (S -
Economic Recovering/Resolving |COVID-19
Area - Other Medically immunisation - Not
Important Condition), |applicable - [1d - n/a
- n/a])
Grip strength
decreased (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Neuropathy
peripheral (n/a -
Unknown - Other
Medically Important
Condition),
Tremor (n/a -
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 28/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012038469 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important  |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 28/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012038483 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important  |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 28/03/2022 |Spontaneous |Non Non Not available 12-17 |Not Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012038871 Healthcare |European Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Economic - Other Medically COVID-19
Area Important Condition), |immunisation - Not
applicable - [1d - n/a
Vaccination failure - Intramuscular])
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 28/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012038881 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important  |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 28/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Dizziness (n/a - Not |COMIRNATY Not reported ICSR
10012039037 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19
immunisation - Drug
Headache (n/a - Not |withdrawn - [1d - n/a
Recovered/Not - n/al)
Resolved - ),
https://dap.ema.europa.eu/analytics/saw.dll?Go 73177
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Injection site pain
(n/a - Not
Recovered/Not
Resolved - ),
Myalgia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 28/03/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Chills (n/a - COMIRNATY NOT AVAILABLE (C- |ICSR
10012039173 Healthcare |Economic Years |Specified Recovering/Resolving |[TOZINAMERAN] (S - |n/a - n/a-[n/a-n/a
Professional |Area =) COVID-19 - n/al)
immunisation - Not
Lymphadenopathy applicable - [n/a -
(n/a - Not 1{DF} - n/a])
Recovered/Not
Resolved - )
EU-EC- 28/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Anaphylactic shock ~ |COMIRNATY Not reported ICSR
10012039537 Professional |Economic Years |Specified (n/a - Unknown - [TOZINAMERAN] (S -
Area Other Medically COVID-19
Important Condition), |immunisation - Not
applicable - [n/a - n/a
Loss of consciousness |- n/a])
(n/a - Unknown -
Other Medically
Important Condition),
Suffocation feeling
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 28/03/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Incontinence (n/a- | TOZINAMERAN Not reported ICSR
10012039762 Professional |European Years |Specified Not Recovered/Not [TOZINAMERAN] (S -
Economic Resolved - COVID-19
Area Caused/Prolonged immunisation - Not
Hospitalisation), applicable - [1d - n/a
- Intramuscular])
Pallor (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Seizure (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 28/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No Adhesion (n/a - COMIRNATY Not reported ICSR
10012039940 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important  |COVID-19
Condition), immunisation - Not
applicable - [1d -
Amnesia (n/a - .3mL -
Unknown - Other Intramuscular])
Medically Important
Condition),
Tinnitus (n/a -
Unknown - Other
Medically Important
Condition),
Vertigo (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 28/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Vaccination site COMIRNATY Not reported ICSR
10012039966 Professional |Economic Years inflammation (n/a-  |[TOZINAMERAN] (S -
Area Unknown - ) COVID-19
immunisation - Not
applicable - [1d -
1{DF} - Unknown])
EU-EC- 28/03/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Dermatitis acneiform |TOZINAMERAN Not reported ICSR
10012040120 Professional |European Years |Specified (n/a - Unknown - [TOZINAMERAN] (S -
Economic Other Medically COVID-19
Area Important Condition), |immunisation - Not
applicable - [1d - n/a
Dizziness (n/a - - Intramuscular])
Unknown - Other
Medically Important
Condition),
Pain (n/a - Unknown
- Other Medically
Important Condition),
Pruritus (n/a -
Unknown - Other
Medically Important
Condition),
Sensitive skin (n/a -
Unknown - Other
Medically Important
Condition),
Tachycardia (n/a -
Unknown - Other
Medically Important
Condition),
Vaccination site pain
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 28/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Rash pruritic (n/fa-  |COMIRNATY Not reported ICSR
10012040506 Professional |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Area -) COVID-19
immunisation - Not
https://dap.ema.europa.eu/analytics/saw.dll?Go 74177
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applicable - [1d - n/a
- Intramuscular])
EU-EC- 28/03/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Mechanical urticaria  |COMIRNATY Not reported ICSR
10012041055 Professional |European Years |Specified (n/a - Not [TOZINAMERAN] (S -
Economic Recovered/Not COVID-19
Area Resolved - Other immunisation - Not
Medically Important  |applicable - [n/a - n/a
Condition), - Intramuscular])
Urticaria cholinergic
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 28/03/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Seizure (0d - COMIRNATY Not reported ICSR
10012041229 Healthcare |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area Caused/Prolonged Immunisation - n/a -
Hospitalisation) [n/a - n/a - n/al)
EU-EC- 27/03/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Arrhythmia (n/a - Not | COMIRNATY Not reported ICSR
10012026968 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - COVID-19
Caused/Prolonged immunisation - n/a -
Hospitalisation), [n/a - 30ug -
Intramuscular])
Myopericarditis (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 27/03/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Condition aggravated |COMIRNATY COMIRNATY ICSR
10012026979 Healthcare |Economic Years |Specified (n/a- [TOZINAMERAN] (S - |[TOZINAMERAN] (C -
Professional |Area Recovered/Resolved |COVID-19 COvVID-19
With Sequelae - immunisation - n/a - |immunisation - n/a -
Other Medically [n/a - 1{DF} - [n/a - 1{DF} -
Important Condition), |Intramuscular]) Intramuscular])
Pyelonephritis (n/a -
Recovered/Resolved
With Sequelae -
Other Medically
Important Condition)
EU-EC- 27/03/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Chills (0d - COMIRNATY Not reported ICSR
10012027059 Healthcare |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area ), COvVID-19
immunisation - Not
Malaise (1d - applicable - [n/a -
Recovered/Resolved - |1{DF} - n/a])
Nausea (1d -
Recovered/Resolved -
)
EU-EC- 27/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012027916 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important  |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 27/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012027917 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important  |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 27/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012027918 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important  |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 27/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012027921 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important  |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 27/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012027926 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important  |n/a - n/a - [n/a-n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 27/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012027951 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important  |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 27/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012027968 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important
https://dap.ema.europa.eu/analytics/saw.dlI?Go 75177
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Condition), n/a-n/a-[n/a-n/a
- Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 27/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012028120 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important  |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 27/03/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012028162 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important  |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 27/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012028167 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important  |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 27/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012028181 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important  |n/a - n/a - [n/a-n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 27/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012028210 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important  |n/a - n/a-[n/a-n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 27/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012028217 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important  |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 27/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012028235 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important  |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 27/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012028247 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important  |n/a-n/a-[n/a-n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 27/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012028264 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a - n/a-[n/a-n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 27/03/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10012028286 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important  |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 26/03/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Discomfort (n/a - COMIRNATY Not reported ICSR
10012025185 Healthcare |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S -
Professional |Area ) COVID-19
immunisation - Not
Fatigue (n/a - applicable - [n/a -
Recovered/Resolved - |.3mL -
), Intramuscular])
Myalgia (n/a -
Recovered/Resolved -
)
Nausea (n/a -
Recovered/Resolved -
https://dap.ema.europa.eu/analytics/saw.dlI?Go 76177
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)

Oesophageal pain
(n/a-
Recovered/Resolved -

a

Pain (n/a -
Recovered/Resolved -
)

Somnolence (n/a -
Recovered/Resolved -

EU-EC-
10012025212

26/03/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Chest discomfort (n/a
- Recovered/Resolved

=)

Dyspnoea (n/a -
Recovered/Resolved -
)

Fatigue (n/a -
Recovered/Resolved -
)

Loss of consciousness
(n/a-
Recovered/Resolved -

a

Tachycardia (n/a -
Recovered/Resolved -

)

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

Not reported

—
2
0

EU-EC-
10012025905

26/03/2022

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/fa-n/a
- Intramuscular])

Not reported

—
v
P

EU-EC-
10012026113

26/03/2022

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/fa-n/a
- Intramuscular])

Not reported

—
2
70

EU-EC-
10012026202

26/03/2022

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

—_
L
0
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